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Foreword

The Cartagena Protocol on Biosafety is one of the most important international treaties recently adopted. It
marks the commitment of the international community to ensure the safe transfer, handling and use of living
modified organisms. It is an historic commitment as it is the first binding international agreement dealing
with biosafety, thereby addressing novel and controversial issues.

To conclude the negotiation of a treaty marks an end, but also a beginning: the beginning of an implemen-
tation process which will determine whether the results of the negotiation will, in reality, achieve the
objective which originally set the negotiation process in motion. One prerequisite for the successful
implementation of a treaty is an understanding of the text itself, and of its implications. In this regard, the
Cartagena Protocol is a text that may well not be readily accessible to all those who will need to become
involved, in one way or the other, with its implementation. We hope that this Explanatory Guide will both
make the Protocol more readily accessible and prove useful as a reference work for those who are involved
in its implementation.

IUCN and FIELD are pleased to present the results of a two year process of cooperation and consultation,
during which they were joined by WRI. The partnership forged during the preparation of the Guide has been
fruitful, constructive, and harmonious. We therefore look forward to continuing our joint efforts in this and
related fields, and express our gratitude to those who made this collaboration possible.

John Scanlon, Director, IUCN-ELC

Tony Gross, Director, FIELD

Jonathan Lash, President, WRI
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Structure and purpose of this Guide

The main goal of the Guide is to facilitate the understanding of the legal obligations of the Parties under the
Cartagena Protocol on Biosafety. It is an explanatory guide, which attempts to provide an information base
on the content and origin of the provisions of the Protocol. While it is hoped that the Guide will contribute to
the implementation of the Protocol, it is not intended as a detailed guide on how to implement the Protocol at
the national level. Rather it attempts to provide an accessible explanation of the Protocol’s provisions and to
identify issues which Parties may want to consider as they decide how to implement the Protocol.

The Guide begins with a brief Introduction which addresses the subject matter of the Protocol. This
section provides general information on the issue the Protocol was intended to address, and the negotiation
process. It also provides an overview of the Protocol’s provisions, including certain cross-cutting issues.
Finally, it identifies certain other international agreements and guidelines of relevance to biosafety. It may
be noted here that the “Implementation Tool kit” reproduced in the Supplementary Materials at the end of
the Guide also provides a useful overview or checklist of the provisions of the Protocol from an
implementation perspective. This “Tool kit” was adopted as part of a recommendation on capacity-building
by the Intergovernmental Committee for the Cartagena Protocol (ICCP), the body which was established to
undertake preparatory work for the first meeting of the Parties to the Protocol after it enters into effect.

The main section of the Guide provides a “commentary” to each of the Protocol’s provisions. This section
addresses each Article and Annex of the Protocol in turn and analyzes and explains its provisions. The
emphasis here is on outlining the main provisions of the Protocol, as well as highlighting ambiguities or
issues which are left unresolved in the text, providing information on possible interpretations, and identi-
fying issues that Parties may want to consider as they develop national implementation measures. Where
there are ambiguities in the text, we have tried to provide some guidance as to possible interpretation based
upon the provisions of the Protocol, in particular its objective as set out in Article 1. In addition, in a number
of instances we have made reference to the negotiating history of the Protocol, and in this regard we were
able to draw on advice and inputs from many of those who were closely involved in the negotiations. Of
course, a Guide of this type does not purport to provide an authoritative interpretation of the text of the
Protocol, and other interpretations are possible. In addition, specific interpretations may be agreed and
adopted by the Parties to the Protocol in the future as they consider its provisions further.

When the Protocol was negotiated, States agreed that work on some issues should be left to further
negotiation and agreement after the Protocol comes into effect. These include, for example, Article 18(2)(a),
Article 27 and Article 34. In these cases, we have given an indication of the work undertaken on these issues
by the ICCP. Of course, there are other provisions of the Protocol which the meeting of the Parties may
address and provide further guidance on in due course.

The Appendix to the Guide addresses the relationship between the Cartagena Protocol and relevant World
Trade Organization Agreements. It was decided to analyze this relationship in detail in an Appendix given
the range and complexity of questions that it raises. The potential relationship between the Protocol and
relevant WTO Agreements was a contentious issue in the negotiations. The analysis in the Appendix is
intended to give a more detailed overview of the types of issues that may arise in assessing this inter-
relationship. It does not attempt to, and can not, prejudge the outcome of any particular question or dispute
that may arise as to trade measures that a State may impose in relation to LMOs.

The bibliography provides a list of selected writings on the Protocol, largely from academic books and
journals.

Finally, we have provided certain supplementary materials for ease of reference at the end of the Guide.
These include:

� 2000 Cartagena Protocol on Biosafety – The provisions of the Protocol are reproduced throughout
the Guide, but the full text is provided here for ease of reference.

� 1992 Convention on Biological Diversity – As explained in the Introduction, , the 1992 Convention
is the parent Convention of the Protocol and contains a number of provisions which remain directly
applicable or relevant to its implementation.

xv



� Decision II/5 of the Conference of the Parties to the Convention on Biological Diversity – This
decision provided the mandate for the negotiation of the Protocol.

� Decision EM-I/3 of the Conference of the Parties to the Convention on Biological Diversity – In
this decision the Conference of the Parties to the Convention on Biological Diversity adopted the
Cartagena Protocol on Biosafety. The decision also makes provision for interim arrangements,
including preparatory work by the ICCP and the establishment of a roster of experts to aid
capacity-building.

� ICCP recommendation 3/5, Annex III Implementation tool kit – As noted above, this tool kit,
adopted as part of an ICCP recommendation, provides a useful checklist of obligations of Parties to
the Protocol.

xvi
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Introduction

1. The aim of this Introduction is:

� to provide succinct information on the
history of the Protocol and on its status;

� to introduce briefly the subject addressed
by the Protocol;

� to address cross-cutting issues that could
not appropriately be summed up in the
analysis of single articles (e.g. human
health); and

� to give an overview of the Protocol’s pro-
visions, its implications and the interna-
tional context in which it will operate.

2. The Introduction is structured as follows:

I Origin and history

II Status and interim measures

III The issue: biosafety

IV Cross-cutting issues

V Overview of the Protocol

VI Implications of the Protocol

VII Other relevant international instruments

I. Origin and history
3. The Convention on Biological Diversity

(CBD) was adopted in May 1992 in Nairobi,
and was opened for signature in Rio de
Janeiro on 5 June 1992 at the UN Conference
on Environment and Development. It entered
into force on 29 December 1992, and as of 20
August 2002 has 185 Parties. Its objectives
are:

� the conservation of biological diversity,

� the sustainable use of its components, and

� the fair and equitable sharing of benefits
arising out of the utilization of genetic
resources.

4. The treaty is a landmark in the field of en-
vironment and development. It takes a com-
prehensive, rather than sectoral, approach to
the conservation of the biological diversity of
the planet and the sustainable use of bioogical
resources. And it also encompasses related
socio-economic issues, such as the sharing of
benefits from the use of genetic resources and
access to technology, including biotechno-
logy.

5. The CBD contains three provisions directly
related to living modified organisms
(LMOs). One (Article 19(3)) has generated
the negotiations of the Cartagena Protocol
(see below paragraphs 10-11). The two others
(Article 8(g) and 19(4) contain obligations
applicable to all Parties to the CBD inde-
pendently of their becoming Parties to the
Protocol.

6. Article 8(g) deals with domestic measures
generally. It requires Parties to regulate, man-
age or control risks associated with LMOs
resulting from biotechnology which are like-
ly to have impacts on the conservation and
sustainable use of biological diversity, taking
also into account the risks to human health.
Article 19(4) considers transfers of LMOs
from one Party to another. It requires each
Party to provide information on domestic
regulations concerning use and safety to any
other Party to which a LMO is provided, as
well as any available information on the adv-
erse effects which the introduction may have
for this Party.

7. The term “living modified organism” used in
the Protocol stems from its use in the CBD, in
particular Article 19(3), which is at the origin
of the Protocol. The content of the term was,
however, narrowed by CBD COP Decision
II/5 (which set the mandate for the Protocol
negotiations) to those LMOs resulting from
modern biotechnology (see Box 15).

8. While the CBD is comprehensive, it also pro-
vides the possibility for the Conference of the
Parties (COP) to the CBD to negotiate ad-
ditional annexes and protocols, to better im-
plement its objectives.

9. Article 28 of the CBD mandates Parties to co-
operate in the formulation and adoption of
protocols and sets out basic rules as to their
consideration and adoption. It does not speci-
fy which subject matter covered by the CBD
might be addressed by future protocols.
Article 28 therefore leaves it to the Parties to
the CBD to decide (through the CBD COP),
in the course of the implementation of the
CBD, whether and on which subject a proto-
col would be a useful additional tool in the
achievement of the objectives of the CBD.
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10. However, in Article 19(3), the negotiators of
the CBD singled out living modified organisms
for special treatment. Article 19(3) provides:

The Parties shall consider the need for and
modalities of a protocol setting out appro-
priate procedures, including, in particular,
advance informed agreement, in the field
of the safe transfer, handling and use of
any LMO resulting from biotechnology
that may have an adverse effect on the con-
servation and sustainable use of biological
diversity.

11. The content of Article 19(3) of the CBD was
contentious, as views differed on the need for
internationally agreed rules on biosafety.
During the negotiation of the CBD, the de-
bate centred on two alternatives: (i) language
making the development of a protocol on
biosafety mandatory; or (ii) language not ex-
plicitly calling for a protocol, but instead re-
quiring the Parties to consider the need for
one. The latter view prevailed.

12. In 1994, at the first meeting of the
Conference of the Parties to the CBD in
Nassau, Bahamas, two meetings were

authorized to consider the need for and
modalities of a protocol on biosafety.
Accordingly, a panel of experts met in Cairo
in May 1995, and was followed by an
open-ended (i.e. open to all Parties to the
CBD and to observers) Ad Hoc Group of
Experts on Biosafety which met in Madrid in
July 1995. The large majority of delegations
present at the Madrid meeting favoured the
development of a protocol on biosafety. But
while there was general agreement that cer-
tain issues, such as an advance informed
agreement procedure, should be included in a
protocol, other possible elements, such as lia-
bility and compensation and socio- economic
considerations, were the subject of consider-
able disagreement.

13. At its second meeting in 1995 in Jakarta,
Indonesia, the COP considered the results of
the experts’ work. After lengthy debate, the
COP decided to establish an open-ended Ad
Hoc Working Group on Biosafety (BSWG)
to elaborate a protocol on biosafety for consi-
deration by the COP, and provided it with the
following terms of reference (Decision II/5):
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Box 1. What is a protocol?

A Protocol is a binding international instrument, separate from, but related to, another treaty.

It is a separate instrument: a protocol must be individually negotiated, signed and eventually ratified. It is
only binding on States that become Parties to it. It thus has its own Parties, and creates separate rights and
obligations for them, as any other treaty.

The unique characteristic of a protocol is that it is related to a ‘parent’ treaty, through substantive, procedural,
and institutional links. Most importantly, a protocol under a specific treaty must comply with the parent treaty’s
provisions authorizing and regulating the adoption of protocols under its auspices. Any protocol adopted as a
result of these ‘enabling’ provisions in the parent treaty must comply with them. In particular it may not deal
with subjects which are beyond the purview of these provisions, or if these provisions are not restrictive in this
regard, with subjects which are beyond the purview of the parent instrument. Such enabling provisions usually
restrict (as is the case for the Cartagena Protocol) participation in a protocol to Parties to the parent treaty.

In addition, the parent treaty usually defines basic institutional and procedural links between the two
instruments, for example it may indicate that provisions in the treaty itself (e.g. related to dispute settlement)
will also apply to any protocol adopted under it.

The protocol itself may, however, add further links to the parent treaty, for example by designating
mechanisms existing under the treaty (e.g. the Conference of the Parties) also to serve the protocol. This is the
case for the Cartagena Protocol (see commentary to Articles 29–31).

Box 2. The road to the Cartagena protocol on biosafety (and beyond)

� Phase 1: 1970s and 1980s (problem identification)

� Phase 2: late 1980s and beginning of 1990s (framework development)

� Phase 3: 1989–1992 (Biodiversity Convention negotiating process)

� Phase 4: 1992–1995 (issue definition)

� Phase 5: 1996–2000 (negotiation)

� Phase 6: 2000–entry into force (interim period)



i. The Open-ended Ad Hoc Working Group
should be composed of representatives,
including experts, nominated by Govern-
ments and regional economic integration
organizations.

ii. The Open-ended Ad Hoc Working Group
shall, in accordance with operative para-
graph 1 of the present decision:

(a)elaborate, as a priority, the modalities
and elements of a protocol based on
appropriate elements from Sections I,
II and III, paragraph 18 (a),1 of Annex I
of the report of the Open-ended Ad
Hoc Group of Experts on Biosafety;

(b)consider the inclusion of the elements
from Section III, paragraph 18 (b),2

and other elements, as appropriate;

iii. The development of the draft protocol
shall, as a priority:

(a)elaborate the key concepts and terms
that are to be addressed in the process;

(b)include consideration of the form and
scope of advance informed agreement
procedures;

(c)identify relevant categories of LMOs
resulting from modern biotechnology.

iv. The protocol will have to reflect that its ef-
fective functioning requires that Parties
establish or maintain national measures,
but the absence of such national measures
should not prejudice the development, im-
plementation and scope of the protocol.

v. The protocol will take into account the prin-
ciples enshrined in the Rio Declaration on
Environment and Development and, in

particular, the precautionary approach con-
tained in Principle 15 and will:

(a)not exceed the scope of the CBD;

(b)not override or duplicate any other inter-
national legal instrument in this area;

(c)provide for a review mechanism;

(d)be efficient and effective and seek to
minimize unnecessary negative im-
pacts on biotechnology research and
development and not to hinder unduly
access to and transfer of technology.

vi. The provisions of the CBD will apply to
the protocol.

vii. The process will take into full account the
gaps in the existing legal framework iden-
tified through analysis of existing national
and international legislation.

viii.The process shall be guided by the need
for all Parties to cooperate in good faith
and to participate fully, with a view to the
largest possible number of Parties to the
CBD ratifying the protocol.

ix. The process will be carried out on the
basis of the best available scientific know-
ledge and experience, as well as other
relevant information.

x. The process of developing a protocol
should be conducted as a matter of urgency
by an open-ended ad hoc group, which will
report on progress to each subsequent meet-
ing of the Conference of the Parties. The
Open-ended Ad Hoc Working Group
should endeavour to complete its work in
1998.3
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1
18(a)Consensus was reached on the following items:

(i) All activities related to LMOs resulting from modern biotechnology that may have adverse effect
on the conservation and sustainable use of biological diversity, including research and
development, handling, transfer, use and disposal.

(ii) Transboundary movement of LMOs resulting from modern biotechnology and other
transboundary issues, including unintended movement of LMOs resulting from modern
biotechnology across national boundaries and their potential adverse effects.

(iii) The release of LMOs resulting from modern biotechnology in centres of origin and genetic
diversity.

(iv) Mechanisms for risk assessment and risk management.
(v) Procedure for advance informed agreement.
(vi) Facilitation of exchange of information from all publicly available sources, including to local

communities.
(vii) Capacity-building in all the aspects required for biosafety.
(viii) Implementation mechanisms.

2
18(b)The following issues, though not enjoying consensus, were supported by many delegations:

– Socio-economic considerations
– Liability and compensation
– Financial issues.

3
Decision II/5, UNEP/CBD/COP/2/19.



14. Decision II/5 is important as it set the mandate
of the BSWG and provided guidance to the
negotiators on specific points. In particular, it
modified the content of the term ‘LMO’
provided in Article 19(3) of the CBD by
limiting it to those resulting from ‘modern bio-
technology’ rather than from ‘biotechnology’.
(For further discussion of this issue, see Box
15)

15. The BSWG was chaired by Veit Koester of
Denmark. Six meetings of the BSWG were
held, between July 1996 and February 1999.
After four meetings, by February 1998, it
became clear that the goal set by the COP for
the BSWG to complete its work in 1998 was
not feasible. Two further meetings were
authorized. After the fifth meeting, in August
1998, a set of 43 draft articles of the Protocol
had been prepared, but 15 of these remained
entirely in ‘square brackets’, indicating a lack
of agreement on their inclusion in the
Protocol, and another 650 square brackets re-
mained throughout the text, enclosing par-
ticular words or phrases on which agreement
was still elusive.

16. It is against this background that the sixth and
final meeting of the BSWG was held in
Cartagena, Colombia, in February 1999,
which was to be immediately followed by the
first Extraordinary Meeting of the
Conference of the Parties (ExCOP) to the
CBD. Progress was made on some issues.
Towards the end of BSWG 6, the Chair put
forward a draft consolidated text of the
Protocol and proposed to BSWG that this be
adopted and forwarded to ExCOP.4 This was
a ‘clean text’ – i.e. it contained no provisions
in square brackets. Instead, the Chair had
attempted to find compromise solutions to
outstanding areas of disagreement. The text
was forwarded to the ExCOP. However, in
spite of much discussion and negotiation, by
the end of the ExCOP meeting the Parties to
the CBD had failed to reach agreement on the
text of the Protocol, and the ExCOP was
formally suspended.5

17. During the course of the meetings in
Cartagena, five distinct negotiating groups of

countries had emerged with different views
on the outstanding core issues. They were:

The Miami Group: Argentina, Australia,
Canada, Chile, Uruguay, USA

The Like-minded Group: the G77 countries
(less the three members in the Miami Group)

The European Union

The Central and Eastern Europe Group

The Compromise Group: Japan, Korea,
Mexico, Norway and Switzerland, later joined
by Singapore and New Zealand.

These groups played a significant role in the
negotiations during and after the ExCOP.

18. Following the suspension of the ExCOP, in-
formal consultations by the Chair of the
ExCOP, Minister Juan Mayr of Colombia,
took place in order to ascertain whether there
was a political will to resume negotiations.
This being the case, two informal meetings
took place in Vienna (September 1999) and
Montreal (January 2000). These negotiations
focused on the remaining core issues which
were crucial to the overall agreement of the
Protocol. At this stage, these core issues
were: the scope of the Protocol; LMOs in-
tended for direct use as food or feed, or for
processing (LMO-FFPs); the precautionary
principle; identification and documentation
requirements; and the relationship between
the Protocol and other international agree-
ments, notably the World Trade Organization
(WTO) Agreements. Other aspects of the
Protocol remained untouched after BSWG 6.

19. The final negotiation of these core issues took
place at the resumed session of the ExCOP
which immediately followed the January
2000 informal meeting in Montreal. Of a
highly political nature, with the participation
of more than thirty Ministers, the final com-
promise on core issues was struck during the
night of 28/29 January 2000. The Protocol
was adopted at 5 a.m. on 29 January 2000.6

20. The Protocol contains important new rights
and obligations for its Parties, relating to the
transboundary movement, handling and use
of LMOs. Its central operational provisions
create an Advance Informed Agreement
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4
UNEP/CBD/ExCOP/1/2, Appendix 1.

5
Decision EM-I/1, UNEP/CBD/ExCOP/1/3, Annex 1.

6
For further information on the negotiations, see for example Earth Negotiations Bulletin (http://www.iisd.ca/linkages); Bail, C.
Falkner, R. and Marquard, H. (eds.), The Cartagena Protocol on Biosafety: Reconciling Trade in Biotechnology with
Environment and Development? (Earthscan, 2002); Newell, P. and Mackenzie, R. “The Cartagena Protocol on Biosafety: Legal
and Political Dimensions”, Global Environmental Change, Vol.10 (3) (2000); Gupta, A. “Governing Trade in Genetically
Modified Organisms: the Cartagena Protocol on Biosafety”, Environment 42:4 (2000), 23–33; and Falkner, R. “Regulating
biotech trade: The Cartagena Protocol on Biosafety” International Affairs 76:2 (2000), 299–313.



(AIA) procedure, whereby an exporter wish-
ing to export certain categories of LMOs to a
country for the first time must notify the Party
of import in advance and provide certain
information relating to the LMO. The Party
of import then has an opportunity to examine
this information and may decide to accept or
reject the import, or attach conditions to it,
based on a risk assessment. The Protocol also
contains provisions on information ex-
change, capacity-building and financial re-
sources. These provisions are described in
more detail below (see Section V).

II. Status and interim measures

21. The Protocol was opened for signature at the
fifth meeting of the CBD COP in Nairobi,
Kenya in May 2000 and 68 Parties to the
CBD signed. Thereafter, the Protocol was
open for signature at UN Headquarters in
New York until June 2001. Altogether, 103
Parties have signed the Protocol. Parties to
the CBD which have not yet signed the
Protocol may accede to it. Expectations ap-
pear to be high at present that the Protocol
may enter into force in 2003. Entry into force
requires 50 ratifications (see Article 37).

22. In the interim, the Extraordinary Meeting of
the COP in January 2000 established an Inter-
governmental Committee for the Cartagena
Protocol on Biosafety (ICCP), to undertake
preparatory work for decisions to be taken at
the first meeting of the Parties,7 which will

take place shortly after the Protocol enters
into force (see Article 29). The President of
the ICCP is Ambassador Philémon Yang of
Cameroon. CBD COP 5 adopted a decision
regarding the work plan and budget of the
Intergovernmental Committee.8 The CBD
COP requested countries to designate a
national focal point for the ICCP and to
inform the Executive Secretary of the CBD
accordingly.

23. ICCP held its first meeting in Montpellier,
France in December 2000, its second meeting
in Nairobi in October 2001 and a third meet-
ing in The Hague in April 2002. At the end of
these meetings, considerable progress had
been made in preparing for the tasks and
decisions of the first meeting of the Parties to
the Protocol.

III. The issue: biosafety

A. Selective breeding and genetic
modifications

24. Throughout human history farmers have used
selective breeding to improve crops and stock
by breeding from the plants or animals that
had qualities they wanted to strengthen. The
deliberate retention of the best of the agri-
cultural production for future use as seed for
sowing, or animals for breeding, has meant
that quality has been continuously enhanced
over the ages. In this way, farmers have for
centuries developed animals and crops for

5
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Box 3. 1996–2000. The negotiation phase

1. Elements definition phase

� 1996 (July, 5 days) First meeting of the BSWG

� 1997 (May, 5 days) Second meeting of the BSWG

2. Drafting and negotiation phase

� 1997 (October, 5 days) Third meeting of the BSWG

� 1998 (February, 7 days) Fourth meeting of the BSWG

� 1998 (August, 14 days) Fifth meeting of the BSWG

� 1999 (14-24 February, 9 days) Sixth meeting of the BSWG and ExCOP (Extraordinary Conference of the
Parties)

3. Final negotiation phase

� 1999 (July) Informal consultations - to consider whether to resume negotiations

� 1999 (September) Informal consultation meeting - paving the way for resolving differences

� 2000 (January) Informal consultations followed by the resumed ExCOP (24-29 Jan) to resolve remaining
core issues and adopt the Protocol.

7
Decision EM-I/3, UNEP/CBD/ExCOP/1/3, Annex.

8
Decision V/1, UNEP/CBD/COP5/23, Annex III.



desired characteristics, such as resistance to
disease, or ability to cope better with specific
climatic and environmental conditions, and
for increased production.

25. In addition, biological fermentation proces-
ses have been used for centuries to process
food in order to improve taste, palatability
and safety, and to increase the period for
which foods may be stored. Examples in-
clude the production of yoghurts and cheeses
from milk, fermentation of grains to produce
beer, wine production, and the use of yeast in
bread making.

26. The selective breeding techniques used by
farmers, and more recently by specialist crop
and animal breeders, rely on the genetic vari-
ation already present in the population, which
includes mutations that occur spontaneously
in nature. These techniques have been res-
ponsible for the development of all the major
crops and animals used in farming today, and
continue to be of central importance in agri-
culture. Commercial chickens, for example,
have been selected over about 50 generations
for growth rate and they now grow more than
four times faster than the original breeds.9

27. Breeding processes may, in some cases, over-
come natural barriers in that new varieties
can be made through human intervention in
ways that may not easily happen naturally.

Plants that are sexually compatible, but
which would not normally come into contact
for physical reasons, can successfully be
cross-pollinated. In addition, vegetative pro-
pagation of many varieties enables product-
ion of disease free plants which can then be
used in agriculture.

28. Genetic modification, which is also referred
to as ‘genetic engineering’, uses a variety of
methods to isolate single genes from one or
more micro-organisms, plants or animals and
insert them into the genetic material of the
cells of another. These methods are col-
lectively termed ‘in vitro nucleic acid
techniques’, and have been developed since
the 1970s. Through genetic modification,
genes are transferred and modified in ways
that are not possible in nature, i.e. between
different species and between animals and
plants and micro-organisms. Once inserted,
these genes may be transferred to offspring of
the modified individual through normal re-
productive processes. Box 4 describes the
historical background to the development of
these techniques, and Box 18 outlines the
stages in making a new LMO using insertion
of genetically modified (‘recombinant’)
DNA.10

6

An Explanatory Guide to the Cartagena Protocol on Biosafety

Box 4. History11

The knowledge on which the techniques of genetic modification are based dates from the 1950s, when James
Watson, Francis Crick, Maurice Wilson and Rosalind Franklin discovered the structure of DNA, the now-
familiar double helix of nucleotides that bears the genetic information for the biosynthesis of proteins like
enzymes, certain hormones (e.g. insulin) and whole parts of the body (e.g. nails, hair). This new understanding
opened up the possibility that the genetic coding of organisms could be altered to give them new characteristics
that natural evolution or selective breeding could not produce.

When, in the 1970s, it became possible to isolate individual genes, refashion them and copy them in cells,
huge commercial possibilities opened up. Ways of applying this new technology to medicine were developed
quite rapidly. The technology could also be used in industry to produce new fine chemicals and pharmaceuticals
using living organisms as “factories”. Applying these methods successfully to plants took longer; the first
genetically altered whole food, Flav’r Sav’r tomatoes came on the market in 1994 in the USA. Since then the
growth in the number and range of genetically modified products has steadily increased. As the general public
has become more aware of the impact of these discoveries, concerns over the use and safety of genetic
modification have also been raised.

9
The Royal Society “The Use of Genetically Modified Animals” May 2001, Science Advice Section.
See http://www.royalsoc.ac.uk/files/statfiles/document-139.pdf.

10
DNA is deoxyribonucleic acid, which is present in almost all living cells and contains information coding for cellular structure,
organisation and function.

11
Based on: “Genetic modification: an overview for non-scientists”, Report of the New Zealand Royal Commission on Genetic
Modification, Wellington, 2001, p.363.

11
Based on: “Genetic modification: an overview for non-scientists”, Report of the New Zealand Royal Commission on Genetic
Modification, Wellington, 2001, p.363.



29. Genetic modification and selective breeding
differ in important ways:

� Selective breeding selects for combinations
of genes from within the natural pool of
genetic variation in the crops or animals
concerned, and therefore enables selection
and breeding for traits that may be influ-
enced by several or many separate genes, as
well as traits under the control of single
genes. Breeding normally takes place be-
tween individuals of the same species, or in
some cases, between closely related species,
and if necessary, may apply techniques to
overcome some barriers to breeding be-
tween the individuals concerned. No modi-
fications are made to the genetic material of
the individuals concerned.

� In genetic modification, scientists isolate
single genes that control particular charac-
teristics, copy them with modifications
and splice them with other control ele-
ments from genes to form a ‘gene con-
struct’ (see Box 16) so that they work well
within the target organism, then insert
them, usually in a random position, within
that organism. The techniques used for
gene modification involve steps that take
place in vitro, that is they take place out-
side of any organism. The use of genetic
modification techniques allows very large
evolutionary barriers to be crossed, and for
one or a few genes to be moved between
organisms, including organisms which
have not been known to have genetic
contact.12

30. The commercial use of genetically modified
organisms (GMOs) in agriculture is currently
limited almost exclusively to different
varieties from four crop species: soybeans,
maize (corn), oilseed rape (canola), and
cotton. In 2001, 99% of all GMO crop area
world-wide was grown in four countries:13

68% of the crop area planted with GMOs was
in the USA, 22% in Argentina, 6% in Canada,
and 3% in China. World-wide, 46% of the
total area that was sown with soybeans was
sown with genetically modified (GM)
soybean varieties, and for maize 7% of the
total crop area was sown with GM maize
varieties.14

31. Since 1994 the number of GMOs that may be
marketed as human food has increased. For
example, up to 52 approved crop varieties
(from 13 different species) in the USA;15 43
(six different species) in Japan;16 12 (five
different species) in Australia and New
Zealand;17 five (two different species) in the
EU;18 and four (three different species) in
South Africa.19 While only a few approved
GMOs may be used directly as food, products
from approved GMOs, especially flour from
GM maize, and oils extracted from GM soya
and GM oilseed rape, are used in the pro-
duction of processed foods, generally mixed
with products derived from non-GMOs.

B. Genetic modification: the debate

32. Genetic modification is only one of the tech-
niques of modern biotechnology (used in its
general sense, rather than in the specific way
modern biotechnology is defined in the
Protocol: see Article 3(i)). Others – for ex-
ample, the use of tissue culture techniques –
differ from genetic modification in that they
do not involve the modification of individual
genes, and are not regarded as controversial.
It is thus important to note that while genetic
modification is a contested issue, the debate
does not relate to these other techniques of
modern biotechnology.

33. Agenda 21, adopted at the 1992 Conference
on Environment and Development, states that
modern biotechnology “promises to make a
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12
Wright, S. Molecular Politics – Developing American and British Regulatory Policy for Genetic Engineering 1972–1982,
(University of Chicago Press, 1994), p.76.

13
James, C. Global Review of Commercialized Transgenic Crops: 2001, ISAAA Briefs No. 24, p.6.

14
James, C. Global Review of Commercialized Transgenic Crops: 2001, ISAAA Briefs No. 24, p.15.

15
U.S. Food and Drug Administration/Center for Food Safety & Applied Nuturition/Office of Food Additive Safety, March 2002:
List of completed Consultations on Bioengineered Foods, available at: http://vm.cfsan.fda.gov/~lrd/ biocon.html

16
Japanese Ministry of Health, Labour and Welfare/Department of Food Safety, Oct 2002: List of the products whose safety
assessments were completed by MHLW, available at: http://www.mhlw.go.jp/english/topics/food/ sec01.html

17
Food Standards Australia New Zealand/Te Mana Kounga Kai – Ahitereiria me Aotearoa, as of September 2002: Genetically
modified or GM Foods – Current Applications and Approvals, available at:
http://www.foodstandards. gov.au/whatsinfood/gmfoods/gmcurrentapplication1030.cfm

18
Belgian Biosafety Server, April 2001: Novel Food Notifications persuant to Article 5 of Regulation (EC) N° 258/97 of the
European Parliament and of the Council, available at: http://biosafety.ihe.be/NF/Gmfoods/ Notifications_art5_258_97.html

19
South African National Department of Agriculture, 2002: Genetically modified organisms that have been cleared for
commercial release and/or for food and animal feed only http://www.nda.agric.za/geneticresources/AnnexureB.htm



significant contribution in enabling the de-
velopment of, for example, better health care,
enhanced food security through sustainable
agricultural practices, improve supplies of
potable water, more efficient industrial de-
velopment processes for transforming raw
materials, support for sustainable methods of
afforestation and reforestation, and de-
toxification of hazardous wastes”. As il-
lustrated in Box 5, genetic modification has
already numerous scientific and some com-
mercial applications and is likely to be further
developed due to high expectations of its po-
tential in healthcare, agriculture, industrial
production, and environmental protection.

34. There are, however, also serious concerns
about genetic modification. They range from
ethical considerations to potential risks to
human health and the environment, and en-
compass also a number of socio-economic
issues. These concerns are heightened given
the relatively small amount of experience
with the application of the technology to date,
and the fact that any adverse effects may only
be manifested over the long term. A vigorous,
and often polarized, debate is taking place,
centred on potential risks and benefits of
genetic modification.

35. Advocates argue that application of genetic
modification can help to provide:

� food needs of the future;

� better foods of higher quality;

� foods from which allergenic or toxic sub-
stances have been removed;

� renewable energy crops e.g. biomass
grown for conversion to energy (e.g.
willow) and biofuel (biodiesel and bio-
ethanol) which can replace fossil fuels and
mineral oils;

� bulk chemicals, mainly oils, derived from
linseed, oilseed rape and sunflowers;

� speciality chemicals such as pharmaceu-
ticals, cosmetics and dyes;

� speciality biocomposites such as bio-
logically derived fibres (mainly derived
from hemp and flax); lignocellulosic
glues, dispersants, fertilizers, and addi-
tives; bioplastics, paper and board such as
those derived from starches;20

� better health care possibilities;

� new pharmaceuticals better targeted to-
wards particular diseases in particular
patients;

� chemicals produced with few environ-
mental pollutants in a more controlled
fashion;

� beneficial changes to agricultural and in-
dustrial practice, including diminution of
environmental pollution; and

� significant environmental benefits, includ-
ing new possibilities for monitoring and
controlling environmental effects.

36. On the other hand, critics argue that:

� modern biotechnology transcends that
which humans should be doing;

� there is currently little evidence to support
the claim of increased agricultural yield;

� many widely promoted examples of GM
applications have failed due to the limi-
tations inherent in the technology and the
complexity of the problems tackled, e.g.
production of allergen-free rice; fast-
growing pigs with additional hormone
genes; and micro-organisms designed to
digest soil contaminants;

� from a health point of view, there is cur-
rently insufficient information regarding
toxicity and allergenicity of food products
derived from GMOs;

� the environmental consequences of the re-
lease of GMOs into the environment are
likely to be significant, in particular the
effects on biological diversity;

� deleterious changes to agricultural and in-
dustrial practices, including an increase in
environmental pollution, may be so severe
that they should not be permitted;

� the socio-economic consequences are po-
tentially severe, e.g. through displacement
of cash crops or traditional crops and dis-
ruption of small scale farming systems that
are prevalent in developing countries;

� the small number of companies involved in
agricultural biotechnology, and the group-
ing of seed-stock and chemical control
agents in these companies is unacceptable;
and

� patents on living organisms, genes and/or
genetic resources are unacceptable, in par-
ticular:
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20
The Royal Society, Non-Food Crops: Response to the House of Lords Select Committee Inquiry on Non-Food Crops, June 1999.
See http://www.royalsoc.ac.uk/files/statfiles/document-31.pdf
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Box 5. Examples of genetic modification

GM bacteria

Possibly the most important area of genetic modification, albeit in containment, is that of single-cell organisms
modified to act as chemical factories for the production of food additives (including flavour enhancers) and fine
chemicals. In 1997, the U.S. Environmental Protection Agency approved the first genetically engineered
bacteria for agricultural use. The bacterium, a strain of Rhizobium meliloti, contained genes from five different
species and was genetically altered to enhance its ability to provide nitrogen to alfalfa plants on farmland.21

GM agricultural crops

One of the most prominent developments of genetic modification technology has been the creation of transgenic
agricultural crop varieties. Many millions of hectares of commercial transgenic crops are grown annually,
although it is impossible to obtain exact figures as official data are not always available. In 2001 alone there
were 35.7 million hectares of GM crops grown in the United States, 3.2 million hectares in Canada, 11.8 million
hectares in Argentina and at least 1.5 million hectares in China.22 From the two traits currently used,
herbicide-tolerant crops are grown on 77% of the area, crops producing the Bt-toxin on 15%, “stacked” varieties
producing Bt-toxin and showing herbicide-tolerance on 8%. Most of the harvest is used as animal feed.

Many other traits have been inserted into agricultural crops but are grown on a small scale or have not yet
been commercialized. Papaya has been modified to provide resistance to papaya ringspot virus.23 Rice yellow
mottle virus attacks rice in Africa – modern biotechnology has produced a rice resistant to the virus.24 Vaccines
against diseases of the gastro-intestinal tract have been produced in bananas and potatoes.25

GM Trees

Biotechnology companies have linked up with key players in the industrial forest sector to support research that
will increase tree growth rates, modify wood structure, alter trees’ reproductive cycles, improve tolerance to
certain herbicides and even store more of the gases that are responsible for global warming. While forest-related
biotech research is still in its infancy compared with agriculture, field trials of GM trees have proliferated
around the world. Recent research shows that, since 1988, there have been 184 GM tree field trials globally.
More trials have been conducted with poplar than any other species due to its popularity as a pulp and paper
species. The U.S. has released the largest number of GM trees via field trials, with 74% of the world-wide
total.26

GM Animals

The first GM animal was a mouse,27 which was developed in early 1988, when the Harvard Oncomouse was
patented in the USA. The technology has been applied during the 1990s to some mammals, including cattle,
pigs, sheep,28 and mice.29 It has also been applied to poultry. The creation and use of GM animals continues to
increase. In Great Britain in 2000 there were 581,740 procedures in which GM animals were used or bred, 14%
more than in 1999. Around 99% of these involved mice.30

GM Fish

Commercial aquaculture has made use of GM technology and there is also specialist interest for aquarium
species. The Atlantic and Pacific salmon has received most media attention, particularly those that contain an
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� it is important that farmers are able to
keep seed from one season to the next;

� intellectual property claims on gene or
nucleic acid sequences without a true
invention being made should not be per-
mitted.

C. Genetic modification and
biological diversity

37. Against this background, specific concerns
about genetic modification have emerged in
relation to biological diversity conservation.

38. Advocates of the application of genetic modi-
fication argue that it could result in benefits
for biodiversity and the broader environment,
suggesting, for example, that the effects of
genetic modification could include:

� better agricultural efficiency, which could
reduce the need for agricultural lands, and
through this, could reduce the pressure for
conversion to agriculture of forests and
other ecosystem types important for bio-
logical diversity;

� use of plants engineered to produce pesti-
cides internally could lead to reduced ap-
plication of chemical pesticides;

� use of micro-organisms in industrial pro-
cesses, for example in fuel and plastic pro-
duction, could lead to a reduction in the
use of chemicals.

39. However, a number of concerns regarding the
effects of GMOs on biodiversity have also
been raised. At a general level, it has been
suggested that GMOs released into the

environment may pose similar types of risks
to those presented by invasive alien species.
In relation to deliberate release (for example,
for the field-testing or commercial growing
of GM crops, or the release of GM fish in
aquaculture or mariculture projects), con-
cerns about the effects of GMOs on bio-
logical diversity include, for example:

� the potential dispersal of the organism in
the environment – for example through in-
vasiveness or enhanced competitiveness;

� the potential transfer of the inserted ge-
netic material (and related characteristics)
to other organisms – for example through
cross-pollination;

� potential impacts on non-target species –
for example some studies have suggested
that crops modified to be resistant to insect
pests may also have adverse effects on
beneficial insects and birds;

� potential impacts on soil bacteria and the
nitrogen cycle; and

� indirect effects on the environment – for
example where the impacts arise from
changed agricultural practices associated
with the management of a GM crop rather
than from the GM crop itself.

40. In addition, socio-economic considerations
related to biological diversity conservation
are a subject of concern. The lifestyles, live-
lihoods and cultures of traditional and indi-
genous communities, rural communities, and
others may be directly or indirectly affected.

41. Reports and events have documented these
risks and exemplified them in specific cases
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Box 5. Examples of genetic modification (cont.)

additional gene for growth hormone production and an anti-freeze gene. These fish have shown three-fold
growth rate increases and potential to exploit colder waters. Reports indicate that transgenic salmon have also
displayed severe deformities.31

GM Insects

The fruitfly Drosophila melanogaster was one of the first organisms to be genetically engineered over 20 years
ago, and has been regularly used in medical and scientific research.32 The genetic modification of other insects
has begun only recently. For instance, researchers are trying to create mosquitoes engineered not to host the
malaria virus.33

31
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over the past few years. For instance, a recent
report of the European Environment
Agency34 indicates that GM and non-GM
crops will intermingle their genetic materials
“at higher frequencies and at greater dis-
tances than previously thought” and consi-
ders the significance of pollen-mediated gene
flow from six major crop types that have been
genetically modified.

D. The challenge: regulating for
biosafety

42. As a result of the debate outlined above, there
have been increasing policy discussions on
how to regulate the application of genetic
modification techniques at the national level
and a number of national regulatory frame-
works have been established. As activities
involving the technology expanded, and in
particular as actual and potential commercial
use increased, the scope of national regu-
lations tended to expand. Designing frame-
works for GMO regulations has not been
easy, as the main challenge was perceived to
be establishing an appropriate balance be-
tween potentially important technological
benefits and appropriate environmental and
human health safeguards. But as the debate
evolved, the role of law as a “provider” of
biosafety, i.e. as the provider of mechanisms
to ensure the safe handling, transfer and use
of genetically modified organisms, increas-
ingly came to the fore.

43. The challenges of biosafety, in particular in
the context of the transboundary movement
of GMOs, made an international regime a
prerequisite for an efficient regulatory
system: biosafety cannot be achieved without
a coordinated approach between countries.
This is why the Protocol has been negotiated.

IV. Cross-cutting issues

44. In the negotiation of the Protocol, a number of
issues were controversial and difficult to re-
solve. Among them, several are relevant to a
number of provisions of the Protocol – these
include provision of information important for
the implementation of the Protocol, in par-
ticular through the Biosafety Clearing-House
(BCH, see Article 20), and socio-economic
considerations. Others are cross-cutting though
the Protocol as a whole.

Issues which permeate the Protocol as a
whole include:

� human health,

� precaution, and

� trade (see also Appendix)

A. The Protocol and human
health issues

45. The appropriate treatment of human health
issues in the Protocol was contentious from
the outset of the negotiations. Article 19(3) of
the CBD makes no reference to human
health. In the discussion of the mandate to
negotiate a Protocol, the subject of human
health was nevertheless considered – and
proved controversial. To some, an instrument
on biosafety which failed to cover human
health issues was not a viable proposition; for
others, however, human health should not be
covered at all in the context of a Protocol to
the CBD.

46. Ultimately, the negotiators compromised,
and the final version of the Protocol recog-
nizes throughout that risks to human health
are to be “taken also into account”. Thus, the
Protocol specifically mentions human health
in various provisions, including in Article 4
on Scope:

This Protocol shall apply to… [LMOs] that
may have adverse effects on the con-
servation and sustainable use of biological
diversity, taking also into account risks to
human health.

47. The wording “taking also into account risks to
human health” has its origin in Article 8(g) of
the CBD. Independently of any other instru-
ment in this field, including the Protocol,
Article 8(g) requires Parties to the CBD to
“regulate, manage or control the risks associ-
ated with use and release of living modified
organisms resulting from biotechnology which
are likely to have adverse environmental
impacts, that could affect the conservation and
sustainable use of biological diversity, taking
also into account the risks to human health”.

48. In the absence of any additional explanatory
provision in either the CBD or the Protocol,
however, the meaning of the phrase “taking
also into account the risks to human health”
remains somewhat unclear. This is all the
more so as not much of the debate on this
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subject during the negotiations has been re-
corded. The wording was introduced by the
European Union at an early stage. Several
delegations considered that direct impacts of
LMOs on human health should not be
covered by the Protocol – as they were dealt
with in other contexts. However, many others
– including particularly those from develop-
ing countries – wished to give the same
weight to impacts of LMOs on human health
and on biological diversity.

49. The first approach leads to the conclusion
that risks posed by a LMO to human health
are taken into account under the Protocol only
if they result from the potential adverse
effects of the same LMO on biological di-
versity.

50. The other approach leads to the conclusion
that risks posed by a LMO to human health
are to be taken into account under the
Protocol also in the absence of, or separately
from, potential adverse effects of the LMO
considered on biological diversity. This
would be the case, for instance, for any
change in allergenic properties of pollen as a
result of genetic modification, or the con-
sumption of GM food.

51. Both interpretations can be supported by the
phrase “taking also into account risks to
human health”. The practical effect of the
absence of unambiguous guidance in the
Protocol itself on this issue, along with the
lack of consensus on one or the other above
mentioned interpretations, appears to be that,
under the Protocol at least, Parties will have a
certain latitude and flexibility in deciding
which human health aspects to cover in their
implementation of the Protocol – unless and
until they decide upon an authoritative in-
terpretation collectively in the meeting of the
Parties to the Protocol.

B. The Protocol and precaution

52. It has long been recognized that prevention of
environmental harm must be “the Golden
Rule for the environment”,35 for both eco-
logical and economic reasons. At best, it is
difficult to remedy environmental injury, and
in many cases the damage is simply ir-
reversible. Even where damage is reparable,
the cost of restoration or rehabilitation is
often prohibitive.

53. The “principle of prevention” has thus be-
come a cornerstone of environmental law,
both domestic and international. It involves
the use of special techniques such as risk
assessment and analysis, or environmental
impact assessment, of the potential effects of
the planned activity, followed by a decision
to allow it (with or without management
measures), or to prohibit it.

54. Applying preventive measures requires and
presupposes sufficient scientific knowledge,
and clear scientific evidence presented in the
various assessment processes regarding the
consequences of the contemplated action.
The question is then, from a policy point of
view, whether the risk is considered accept-
able (ecologically, economically, socially)
and should be taken, or whether it should be
prevented.

55. A special, but not infrequent situation arises,
however, when lack of scientific certainty or
consensus prevails. It is for such circum-
stances that the legal concept of precaution
has been developed in the 1970s. It has subse-
quently increasingly been reflected in inter-
national treaties, as well as national law, and
has become known as the precautionary prin-
ciple. Its most commonly referred to formu-
lation is that contained in Principle 15 of the
Rio Declaration, adopted by States at the UN
Conference on Environment and
Development in 1992 – the single most im-
portant non-binding international instrument
adopted by States after the Stockholm
Declaration of 1972.

56. In short, the precautionary principle holds
that uncertainty regarding serious potential
environmental harm is not a valid ground for
refraining from preventive measures. In this
sense, the principle’s chief characteristic is to
operate as enabling action, and authorizing
preventive measures, in circumstances of
scientific uncertainty.

57. Whether and to what extent there is scientific
uncertainty is therefore critical in the context
of precautionary action. There is no inter-
nationally agreed definition of ” scientific
uncertainty“, nor are there internationally
agreed general rules or guidelines to deter-
mine its occurrence. Those matters are thus
dealt with – sometimes differently – in each
international instrument incorporating pre-
cautionary measures.
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58. While there is no controversy about the use-
fulness of the concept of precaution per se,
there has been much debate recently about its
nature, in particular whether it is a legal
principle in addition to being a sound policy
approach. Some argue that the concept of
precaution has not attained the status of a
principle of law, and hence does not as such
constitute a legal obligation. The controversy
arose at international level in particular be-
cause, while the precautionary principle has
been reflected in a number of international
agreements, they utilize different formula-
tions and differences remain as to the proper
scope of application of the principle and its
practical implications. This generated con-
cerns that states may apply the precautionary
principle in such a way as to cause potential
conflicts with international trade rules.

59. The issue of precaution is thus likely to con-
tinue to arise within the WTO, now perhaps
more directly in the context of the WTO
negotiations on trade and the environment,
mandated at the November 2001 WTO
Ministerial Conference in Doha, Qatar.

60. While the debate continues, the use of pre-
cautionary provisions in international treaty
law as well as in national legislation con-
tinues to grow. Moreover the formulation of
these provisions appears to be becoming in-
creasingly concrete and specific.

Precautionary provisions in the Protocol

61. Decision II/5 of the Conference of the
Parties, which provided the detailed negoti-
ating mandate for the Protocol, provided that
“the Protocol will take into account the prin-
ciples enshrined in the Rio Declaration on
Environment and Development and, in par-
ticular, the precautionary approach contained
in Principle 15” (see Box 6).

62. Precaution is relevant to the regulation of
LMOs as there remains a lack of scientific
certainty and consensus as to their potential
impacts on the environment and human
health, particularly over the long-term.

63. During the Protocol negotiations, the need for
some reference to precaution was widely
accepted (as indicated by Decision II/5 of the
COP.) Controversy surrounded the questions
of how precaution should be reflected, and in
particular: (i) whether references to precau-
tion should be characterized as the “pre-
cautionary principle” or the “precautionary
approach”; and (ii) whether there should be
any reference to precautionary measures in
the operative part of the Protocol or merely in
the Preamble and Objective.

64. Those who opposed operative provisions on
precaution argued that the Protocol was itself
a precautionary instrument, since no specific
damage associated with LMOs had been
proved. They also feared that the precaution-
ary approach would be used as a justification
for protectionist trade measures – i.e. re-
strictions on the import and use of LMOs not
backed up by scientific evidence.

65. Proponents of precautionary provisions
stressed the relative novelty of LMOs and the
lack of experience with them – particularly in
some receiving environments and in develop-
ing countries. They argued that even with
proper risk assessment, some uncertainty
may still remain and that in such circum-
stances countries should have the right to
adopt precautionary measures to protect bio-
diversity and human health.

66. The Protocol refers to or reflects the concept
of precaution in a number of its provisions:

� The Preamble and Article 1 of the Protocol
both refer to the precautionary approach
contained in Principle 15 of the Rio
Declaration.

� Annex III(4) on risk assessment provides
that “[l]ack of scientific knowledge or sci-
entific consensus should not necessarily be
interpreted as indicating a particular level
of risk, an absence of risk, or an acceptable
risk”.

� Article 10(6) and Article 11(8), addressing
import decisions for LMOs and LMO-
FFPs (see para. 91) respectively, provide
that lack of scientific certainty due to
insufficient relevant scientific information
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In order to protect the environment, the precautionary approach shall be widely applied by States according to
their capabilities. Where there are threats of serious or irreversible damage, lack of full scientific certainty shall
not be used as a reason for postponing cost-effective measures to prevent environmental degradation.



and knowledge regarding the extent of the
potential adverse effects of a LMO on
biodiversity, taking into account risks to
human health, shall not prevent a Party of
import from taking a decision, as
appropriate, with regard to the import of
the LMO in question.

� These two provisions address the situ-
ation where, having carried out a risk
assessment based on information pro-
vided in accordance with Annex I, and
on the basis of Article 15 and Annex III,
the Party of import concludes that there
remains a lack of certainty about the ex-
tent of potential adverse effects of the
LMO on the conservation and sustain-
able use of biological diversity, taking
also into account risks to human health.
The basic question addressed during the
negotiation was: in such circumstances,
should a Party be able to prohibit or
restrict the proposed import on the basis
of the precautionary principle/
approach?

� As adopted, Article 10(6) and Article
11(8) represent one of the most explicit
examples of operationalization of the
precautionary principle/approach in any
multilateral environmental agreement.
Where the conditions in Article 10(6) or
Article 11(8) are met, a Party of import
has the right under the Protocol to take
precautionary measures. Lack of scien-
tific certainty may arise, for example, as
a result of a lack of sufficient scientific
information and knowledge about the
LMO itself, about the receiving en-
vironment, or about the potential inter-
action between the two.

C. Biosafety and the World Trade
Organization (WTO)

67. Another area of contention during the nego-
tiations was the relationship between the
Protocol and relevant provisions in the WTO
Agreements.

68. Under the Agreements of the WTO,
Members are bound by certain obligations
that limit their right to restrict imports. Any
country that joins the WTO automatically
becomes a Party to a “package” of multi-
lateral trade agreements, including the

General Agreement on Tariffs and Trade
1994 (GATT), the Agreement on the
Application of Sanitary and Phytosanitary
Measures (SPS Agreement), and the
Agreement on Technical Barriers to Trade
(TBT Agreement).

69. Inevitably, the question of compatibility has
arisen regarding the relationship between the
Protocol provisions and WTO commitments:
a number of countries in the Protocol nego-
tiations were concerned that rights and obli-
gations of Parties under the Protocol should
not conflict with, or take precedence over, the
rights and obligations of Members under the
WTO Agreements. They sought to insert a
“savings” clause into the Protocol stating that
the provisions of the Protocol would not
affect the rights and obligations of any Party
deriving from any existing international
agreement (including the WTO Agreements).
This was unacceptable to many other
countries which were concerned that such a
provision would limit their right to rely on the
Protocol in restricting or prohibiting the im-
port of any LMO which they considered
potentially damaging to the environment or
to human health. Their concern was exacer-
bated by the fact that, unlike the Protocol, the
WTO has a mandatory and binding dispute
settlement procedure, to which disputes be-
tween WTO Members involving trade in
LMOs might be submitted.

70. In the end, it was agreed that the relationship
of the Protocol with other international agree-
ments would be dealt with in three para-
graphs of the Protocol’s Preamble. A
commentary on these three preambular
clauses appears in the section of this Guide on
the Preamble below. A more detailed discus-
sion of the possible interactions between the
provisions of the Protocol and those of rele-
vant WTO Agreements is contained in the
Appendix to this Guide.

V. Overview of the Protocol36

71. This section provides a general overview of
the provisions of the Protocol. More detailed
analysis is contained in the article-by-article
commentary.

72. The objective of the Protocol is, in accord-
ance with the precautionary approach, “to
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contribute to ensuring an adequate level of
protection in the field of the safe transfer,
handling and use of LMOs, taking also into
account risks to human health, and speci-
fically focusing on transboundary move-
ment” (Article 1).

73. The term “living modified organism” is de-
fined in the Protocol (Article 3) as those liv-
ing organisms that “possess a novel
combination of genetic material” and are
“obtained through the use of biotechnology”.

A. Scope of the Protocol and AIA
procedure (Articles 4–7)

74. The Protocol’s general coverage includes the
transboundary movement, transit, handling
and use of all LMOs that may have adverse
effects on the conservation and sustainable
use of biological diversity, taking into ac-
count also risks to human health (Article 4).
However, some categories of LMOs or trans-
boundary movements are excluded. In some
cases the exclusions are limited to specific
provisions relating to the AIA procedure, in
others they operate as general exclusions
from all of the Protocol’s provisions. An
overview of the scope of the Protocol is set
out in Box 7 and explained further below.
Even where certain LMOs are excluded from
some or all of the Protocol’s provisions, they
may, of course, still be subject to national
regulation.

75. There were extensive discussions during the
negotiations of the Protocol regarding the in-
clusion of products of LMOs, i.e. processed
materials of LMO origin. These were referred
to throughout the negotiations as “products

thereof”. In the end, products of LMOs were
not generally included. However, they are
addressed in Article 23(3)(c), Annex I(i) and
Annex III(5) in relation to risk assessment, in
as far as such products contain detectable
novel combinations of replicable genetic
materials obtained through the use of
biotechnology.

B. Advanced Informed
Agreement (AIA) procedure
(Article 7)

76. The AIA procedure applies on the first oc-
casion that a LMO covered by Article 7 is
intentionally moved from a Party into another
Party. The elements of the AIA procedure are
described below.

Competent authority

77. All Parties must designate one or more
national competent authorities, which will be
responsible for performing the administrative
functions required by the Protocol, and
authorized to act on the Party’s behalf with
regard to those functions (Article 19).

Notification and information

78. The first step in the AIA procedure is the noti-
fication of the proposed transboundary
movement to the Party in which the LMO is
to be imported. This notification must con-
tain certain information relating to, inter alia,
the exporter, the LMO and its intended use.
Annex I to the Protocol specifies the par-
ticular information that must be supplied in
conjunction with the notification.
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Box 7. Scope of the Protocol and of the AIA procedure: Articles 4–7

LMOs subject to the provisions of the Protocol

� All LMOs which may have adverse effects on the conservation and sustainable use of biological diversity,
taking also into account risks to human health (Article 4).

LMOs subject to AIA provisions

� LMOs intended for intentional introduction into the environment (Article 7(1)).

LMOs excluded from the Protocol’s AIA provisions

� LMOs in transit (Article 6(1)).

� LMOs destined for contained use in the Party of import (Article 6(2)).

� LMOs intended for direct use as food or feed, or for processing (LMO-FFPs) (Article 7(2)).

� LMOs identified by the meeting of the Parties to the Protocol as being not likely to have adverse impacts
(Article 7(4)).

LMOs excluded from the Protocol’s provisions on transboundary movements

� LMOs that are pharmaceuticals for humans that are addressed by other international organizations or
agreements (Article 5).



Decision of Party of import

79. Within 90 days of receiving the notification,
the Party of import must acknowledge re-
ceipt. Within 270 days of receiving the
notification, the Party of import must com-
municate its decision to the notifier and to the
Biosafety Clearing-House established under
the Protocol (see below). In its decision, the
Party of import may either:

� Approve the import of the LMO, with or
without conditions;

� Prohibit the import of the LMO;

� Request additional information; or

� Inform the notifier that the import decision
will be taken within a further defined
period of time.

80. Failure by a Party of import to communicate
its decision within 270 days does not imply
its consent to the import of the LMO.

Risk assessment

81. A Party of import must base its decision on a
risk assessment carried out in a scientifically
sound manner. Risk assessment requirements
are addressed in Article 15 and Annex III of
the Protocol. The risk assessment must be
based at a minimum on information provided
in the initial notification and other available
scientific evidence to identify and evaluate
possible adverse effects of the LMO on the
conservation and sustainable use of biologi-
cal diversity, taking also into account risks to
human health.

82. While it is the obligation of the Party of im-
port to ensure that its decision is based on a
risk assessment, it may require the exporter to
carry out and/or bear the costs of the risk
assessment.

83. In reaching a decision on whether to approve
the import of a particular LMO, a Party of
import may also take into account the pre-
cautionary principle, and certain socio- eco-
nomic considerations. As discussed above,
the Protocol provides that lack of relevant
scientific information and knowledge does
not prevent the Party of import from taking a
decision to avoid or minimize such potential
adverse effects (Article 10(8)). The Protocol
also allows the Party of import, in reaching a
decision, to take into account socio-economic
considerations arising from the impact of
LMOs on the conservation and sustainable
use of biological diversity, especially with re-
gard to the value of biological diversity to in-

digenous and local communities (Article 26).
In considering socio- economic impacts,
Parties must act consistently with their other
international obligations, including, for
Members of the WTO, relevant WTO rules.

84. Carrying out and/or evaluating a risk assess-
ment on a LMO will require a broad range of
technical and scientific expertise. Decision-
making may require the development or sig-
nificant adaptation of domestic institutions in
addition to the competent national authority
designated under the Protocol.

Confidential information

85. Under Article 21, the Party of import must
permit the notifier to identify which inform-
ation provided under the notification and in-
formation procedure is to be treated as con-
fidential. Where requested, the notifier must
give justification for this designation. If there
is disagreement as to which information
should qualify as confidential, the Party of
import should consult with the notifier, prior
to any disclosure. Parties must not disclose
confidential information received under the
Protocol, or use it for a commercial purpose,
except with the written consent of the noti-
fier. The Protocol specifies certain inform-
ation which cannot be considered con-
fidential, including a general description of
the LMO, a summary of the risk assessment
of its effects on biodiversity and human
health, and methods and plans for emergency
response.

National discretion

86. Although the Protocol sets out a specific AIA
procedure for imports of certain LMOs, it
allows Parties a fair degree of flexibility in
the way this is applied. This flexibility, how-
ever, is subject to an overriding obligation to
act in accordance with the objective of the
Protocol.

� First, a Party of import may decide to
apply its own domestic regulatory frame-
work in reaching an import decision, so
long as this is consistent with the Protocol
(Article 9(3) and Article 14(4)).

� Second, a Party of import may decide to
adopt simplified procedures for the import
of certain LMOs, provided that adequate
measures are applied to ensure the safe
transboundary movement of LMOs in
accordance with the Protocol’s objective
(Article 13).
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� Third, Parties may enter into bilateral, re-
gional or multilateral agreements or
arrangements regarding the intentional
transboundary movement of LMOs. These
must be consistent with the objective of
the Protocol and must not result in a lower
level of protection than that provided in
the Protocol. Parties must inform the
Biosafety Clearing-House of any such
arrangements. The specific AIA pro-
visions of the Protocol will not apply to
intentional transboundary movements of
LMOs between Parties to those agree-
ments or arrangements (Article 14).

� Fourth, Parties are allowed, in relation to
AIA and the other provisions of the
Protocol, to take action for the conser-
vation and sustainable use of biodiversity
that is more protective than that provided
in the Protocol. However, such action
must be consistent with the objective and
provisions of the Protocol, and be in
accordance with a Party’s other obliga-
tions under international law (Article
2(4)).

C. LMOs not subject to AIA
provisions

87. As indicated in Box 7, the Protocol’s specific
AIA procedure does not apply to the trans-
boundary movements of certain LMOs.
However, the other provisions of the Protocol
remain applicable to such LMOs. This ex-
clusion also does not affect the right of
Parties to subject all LMOs to risk assessment
prior to decisions on import.

LMOs in transit

88. The Protocol’s specific AIA procedure does
not apply to LMOs in transit. This exclusion
is without prejudice to any right of a Party of
transit to regulate the transport of LMOs
through its territory. Parties may make avail-
able to the Biosafety Clearing-House its de-
cisions regarding the transit of specific
LMOs through its territory.

LMOs destined for contained use

89. Again, the Protocol’s AIA procedure does
not apply to the transboundary movement of
LMOs destined for contained use undertaken
in accordance with the standards of the Party
of import. Contained use is defined in Article
3(b) of the Protocol to include activities in
which LMOs are controlled by specific
measures that effectively limit their contact

with, and their impact on, the external en-
vironment.

90. Once again, this exclusion does not affect any
right of a Party to subject all LMOs to risk
assessment prior to decisions on import and
to set standards for contained use in its juris-
diction. i.e. although the AIA procedure does
not apply under the provisions of the
Protocol, a Party (or any other State) can,
through its national legislation, require risk
assessment and prior authorization before the
import of a LMO for contained use.

LMOs intended for direct use for food,
feed or for processing (LMO-FFPs)

91. The term “LMOs intended for direct use as
food or feed, or for processing" (LMO-FFPs)
covers activities such as exports of genetic-
ally modified agricultural commodities, such
as GM soybeans or maize for food or feed
use, or GM tomatoes. The potential appli-
cation of the Protocol, and in particular the
AIA procedure, to LMO-FFPs was among
the most controversial issues in the negoti-
ation of the Protocol.

92. As noted above, the specific AIA procedure
set out in Articles 8, 9, 10 and 12 of the
Protocol does not apply to LMO-FFPs. How-
ever, the other provisions of the Protocol do
apply to LMO-FFPs and certain specific obli-
gations regarding LMO-FFPs are set out in
Articles 11 and 18(2)(a).

93. Article 11 establishes a multilateral inform-
ation exchange procedure on LMO-FFPs
through the Biosafety Clearing-House.
Where a Party makes a decision on domestic
use of a LMO that may be exported for direct
use as food or feed or for processing, it must
notify the other Parties through the Biosafety
Clearing-House within fifteen days. Inform-
ation specified in Annex II of the Protocol
must be provided.

94. Parties to the Protocol may require prior con-
sent for import of LMO-FFPs under their
relevant domestic regulatory framework.
Parties with laws or regulations applicable to
the import of LMO-FFPs must make these
available through the Biosafety Clearing-
House. The Protocol recognizes, however,
that some countries may not yet have applic-
able laws and regulations in place. It there-
fore provides that developing countries (and
countries with economies in transition),
which do not have an applicable domestic
regulatory framework in place, may declare
through the Biosafety Clearing-House that
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they will take a decision on the first import of
a LMO-FFP in accordance with a risk
assessment, and within a time frame of not
more than 270 days. The Protocol does not
specify when this 270 period begins to run,
nor does it specify any direct notification
procedure between the exporter and the Party
of import. Failure by a Party to communicate
its decision within 270 days may not be
interpreted as either consent to or refusal of
the import of the LMO-FFP concerned.

95. As under the AIA procedure, Parties are
entitled to take into account the precautionary
principle in reaching decisions on imports of
LMO-FFPs (Article 11(8)).

96. Under Article 18, LMO-FFPs must be ac-
companied by documentation specifying that
they “may contain” LMOs, and that they are
not intended for intentional introduction into
the environment. This means that if a Party to
the Protocol receives a shipment from an-
other Party of agricultural commodities
which may contain LMOs, it should be alert-
ed to this fact by the accompanying docu-
mentation, even if it has not explicitly
subjected imports of LMO-FFPs to a prior
consent procedure under Article 11. In the
Protocol negotiations, many countries argued
that shipments of LMO-FFPs should clearly
be identified as LMOs. However, certain
agricultural exporting countries objected to
such a requirement as this would require pro-
ducers to segregate GM and non-GM grains
at all stages of production, whereas current
practice is to commingle them. They argued
that such a requirement would be too costly.
The meeting of the Parties to the Protocol is
to take a decision on any detailed require-
ments in this respect within two years of the
Protocol entering into force.

97. Parties are also entitled, in their domestic
regulatory framework, to require advance
notification and approval of the proposed
transboundary movements of LMO-FFPs,
provided that these measures are consistent
with the objective of the Protocol (Article
11(4)).

LMOs identified by the meeting of the

Parties to the Protocol as being not likely

to have adverse effects

98. Article 7(4) allows the Meeting of the Parties,
at a later date, to decide to exclude specific
LMOs or categories of LMOs from the appli-
cation of the AIA procedure. This provision
was included to take account of developments

in the future: there may come a time when
certain LMOs will have been shown to be
sufficiently safe to exempt their transboundary
movement from the AIA procedure.

LMOs that are pharmaceutical for humans
that are addressed by other relevant
international agreements or organizations

99. Under Article 5, these LMOs are excluded
from the AIA procedure, and from the other
provisions of the Protocol related to trans-
boundary movement.

D. Other provisions

Biosafety Clearing-House

100. The Protocol establishes a Biosafety
Clearing-House as part of the Clearing-
House Mechanism under Article 18(3) of the
CBD. The function of the Biosafety Clearing-
House is to facilitate the exchange of scien-
tific, technical, environmental and legal in-
formation on, and experience with, LMOs
and to assist Parties to implement the
Protocol. Article 20(3) sets out certain cate-
gories of information that Parties are to make
available to the Biosafety Clearing-House.
These include:

� Laws, regulations and guidelines for im-
plementation of the Protocol

� Bilateral, regional and multilateral arrange-
ments under Article 14

� Decisions on import or release of LMOs

� Summaries of risk assessments or environ-
mental reviews of LMOs generated by
regulatory processes of Parties

101. As noted above, the Biosafety Clearing- House
has specific functions regarding LMO-FFPs. In
relation to transboundary movement of
LMO-FFPs, the Biosafety Clearing-House
plays a vital role: it is the central mechanism
through which Parties will be made aware of
the use of LMO-FFPs and their potential trans-
boundary movement, as well as the national
laws which will apply to imports of
LMO-FFPs. It is also the mechanism through
which Parties with no domestic regulatory
framework in place will be able to declare that
they require notification and risk assessment
prior to a first import of a LMO-FFP.

Capacity-building and financial resources

102. The Protocol requires Parties to co-operate in
the development and strengthening of human
resources and institutional capacities in
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biosafety in developing country Parties, par-
ticularly least developed countries and small
island developing States. Despite references to
cooperation in capacity-building, there are no
specific commitments from developed coun-
tries with regard to capacity-building.

103. The financial mechanism established under the
CBD (operated by the Global Environment
Facility (GEF)) is to be the financial mech-
anism for the Protocol. Guidance to the finan-
cial mechanism with regard to financial
resources for implementation of the Protocol
will go through the CBD COP. No specific
guidance is given in the Protocol as to the level
of financial resources that may be needed for
implementation of the Protocol.

104. The fifth meeting of the CBD COP empha-
sized the importance of financial support for
capacity-building for implementation of the
Protocol.37 A number of capacity-building
initiatives in relation to biosafety are already
either underway or in the pipeline. COP 6
reinforced this by providing additional guid-
ance to the GEF regarding the provision of
financial resources, requesting GEF to sup-
port national capacity building in biosafety.38

Unintentional transboundary movement of
LMOs

105. In addition to its extensive provisions on inten-
tional transboundary movements of LMOs, the
Protocol also addresses, in Article 17, un-
intentional transboundary movements. It sets
out notification and consultation requirements
with regard to releases of LMOs that lead or
may lead to unintentional transboundary
movements that are likely to have significant
adverse effects. Parties must provide to the
Biosafety Clearing-House details of a contact
point for receiving any such notifications.

Illegal transboundary movements of LMOs

106. The Protocol requires Parties to adopt do-
mestic measures to prevent and penalize
transboundary movements of LMOs that
occur in contravention of domestic measures
implementing the Protocol. In the case of
such illegal movements, the affected Party
may request the Party of origin to dispose of
the LMOs by repatriation or destruction. The
Biosafety Clearing-House must be notified of
all cases of illegal transboundary movement.

Liability and redress for damage caused

by LMOs

107. The question of liability and redress for any
damage caused by LMOs was another con-
tentious issue in the negotiations. It was not
possible to resolve this issue during the nego-
tiations, and the Protocol requires the first
meeting of the Parties to the Protocol to adopt
a process with respect to the appropriate elab-
oration of international rules and procedures
for liability and redress for damage arising
out of the transboundary movements of
LMOs. This process is meant to be completed
within four years.

Institutional arrangements

108. The Protocol establishes institutional
arrangements to carry out further work on the
elaboration and review of rules for the safe
transboundary movement, handling and use
of LMOs. It will “share” institutions with the
CBD in that the CBD COP will serve as the
“meeting of the Parties” to the Protocol. This
body is known by the cumbersome title “the
Conference of the Parties serving as the
meeting of the Parties to the Protocol”
(COP/MOP)(see Article 29). However, only
countries that become Parties to the Protocol
will be able to participate in decision-making
by the meeting of the Parties. Non-Parties to
the Protocol (including non-Parties to the
CBD) will be able to participate in the meet-
ing of the Parties only as observers. The
COP/MOP will play an important role in the
evolution of the Protocol and may undertake
further work on some of the areas on which
the Protocol text does not presently provide
clear guidance.

109. Subsidiary bodies established under the
CBD, such as the Subsidiary Body on
Scientific, Technical and Technological
Advice (SBSTTA) may also serve the
Protocol (Article 30). Similar rules as for the
meeting of the Parties will apply with regard
to participation.

110. The Secretariat of the CBD will also act as the
Secretariat for the Protocol. Countries that
become Parties to the Protocol will have to
contribute to any additional costs of
Secretariat services for the Protocol, and the
first meeting of the Parties will decide on
budgetary arrangements in this regard.
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111. At its first meeting, the meeting of the Parties
is due to consider and approve cooperative
procedures and institutional mechanisms to
promote compliance with the provisions of
the Protocol and to address cases of
non-compliance (Article 30). This may result
in the establishment of additional institutions.

Dispute settlement and compliance

112. The Protocol does not contain specific pro-
visions on the settlement of disputes arising
under the Protocol, but it refers back to the
relevant provisions of the CBD (Article 32).
Article 27 of the CBD provides for optional
recourse to judicial settlement or arbitration,
or a conciliation procedure that is mandatory
at the request of one of the parties to a
dispute. Separate from the dispute settlement
procedure, as mentioned above the Protocol
mandates the development by the meeting of
the Parties of procedures and mechanisms to
promote compliance with the provisions of
the Protocol (Article 34).

Non-Parties

113. Under the Vienna Convention on the Law of
Treaties, a protocol cannot create rights and
obligations for non-Parties without their con-
sent. However, the Protocol, in Article 24,
does regulate the conduct of Parties in re-
lation to transboundary movements of LMOs
involving non-Parties. Such transboundary
movements must be consistent with the ob-
jective of the Protocol and may be the subject
of bilateral, regional and multilateral agree-
ments between Parties and non-Parties in ac-
cordance with Article 24.

VI. Implications of the Protocol
114. The overview of the provisions of the

Protocol above suggests that it is likely to
have significant implications for countries
that become Party to it. Developing and im-
plementing appropriate national reguations
to regulate imports of LMOs is likely to re-
quire significant human, financial and tech-
nical resources. As noted above, while the
Protocol does address capacity-building and
financial resources, the scope of these pro-
visions is not yet clear, and will require
further development in the form, in partic-
ular, of further guidance from the Conference
of the Parties to the GEF. However, GEF has
already provided financial resources for
capacity-building in the form of a significant
project on national biosafety frameworks
being implemented by UNEP. A number of

other intergovernmental and national
agencies are undertaking capacity-building
initiatives in relation to national biosafety
frameworks.

115. The Protocol offers to its Parties significant
benefits in that it provides a potentially glo-
bally accepted set of rules on LMOs, im-
portant in particular to ensure transparency in
the transboundary movement of LMOs and
application of advance informed agreement
regarding imports. At the same time, the
Protocol sets in place an institutional mech-
anism through which implementation can be
fostered, and continued dialogue and cooper-
ation can be effected. The overall goal, and
resulting benefit, is to provide a degree of
legal certainty in the field of biosafety regu-
lation.

116. These benefits will be realized only to the
extent that the Protocol is widely ratified and
effectively implemented. The latter is to a
large extent dependent on effective individ-
ual national regulatory systems addressing
not only imports and exports, but also the use
and release of LMOs at domestic level. De-
veloping such legislation will require exten-
sive consultation with a range of relevant
departments and agencies, as well as the pub-
lic, local industry and agriculture, and re-
search institutions.

VII. Other international
instruments relevant to the
Protocol

117. The development of new technologies of
genetic modification since the early 1970s
has prompted discussions on safety in bio-
technology in many international organiza-
tions. A number of intergovernmental
agencies are active in this field. Some instru-
ments have been adopted which explicitly
address biosafety, generally in the form of
guidelines, and some are in preparation. It is
beyond the scope of this introduction to go
into these in any detail. Global instruments
which were, or are, most relevant to the
Protocol are briefly addressed below.

Two international instruments played an im-
portant role prior to the adoption of the
Protocol:

UNIDO Voluntary Code of Conduct for the
Release of Organisms into the
Environment (1992)

118. Two of the aims of the UNIDO Code of
Conduct were to outline the general prin-
ciples governing standards of practice for all
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parties involved in the introduction of organ-
isms or their products into the environment,
and to encourage and assist the establishment
of appropriate national regulatory frame-
works, particularly where no adequate infra-
structure yet existed.

UNEP International Technical Guidelines
for Safety in Biotechnology (UNEP
Guidelines) (1995)

119. These Guidelines were adopted by the Global
Consultation of Government-designated
Experts in 1995, under the auspices of UNEP.
The CBD COP recognized the UNEP
Guidelines as a useful interim mechanism to
facilitate the management of risks, pending
finalization of the Protocol. The UNEP
Guidelines provide technical guidance on eval-
uating biosafety, identifying measures to man-
age foreseeable risks and to facilitate processes

such as monitoring, research and information
exchange.

120. The Guidelines were developed on the basis
of common elements and principles found in
existing national, regional and international
instruments, regulations and guidelines, and
draw on experience gained through their
implementation.

121. Other international instruments, albeit adopted
well before the Protocol, address issues which
are of relevance to specific aspects of its imple-
mentation.

International Plant Protection Convention
(IPPC) (adopted 1951, amended 1979,
revised 1997)

122. The IPPC is an international treaty for co-
operation in plant protection, which aims to
“to secure common and effective action to
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Box 8. Possible elements of national biosafety regulations

In the elaboration of a national biosafety legal framework, some elements which States have considered include
the following:

� Define the objectives of the framework

� Define the scope of the framework – what activities and organisms are covered

� Place responsibility for implementation of the framework on a Minister or Ministers and on particular
government department(s) or agency

� Establish or designate advisory body(ies) to advise on technical aspects of regulatory decisions

� Establish a general prohibition on activities involving LMOs unless an authorisation/licence or other
approval has been obtained in accordance with regulations

� Establish a system of permits or authorizations for activities involving LMOs

� Allow for exemptions or “fast-track” or simplified procedures for certain LMOs with which there is
extensive experience under the regulations, or which have been deemed to be “low-risk”

� Provide for public information and consultation on permit applications and policy issues

� Set out information required in an application for a permit (information required may vary according to the
type of LMO and/or the intended activity)

� Address the protection of commercial confidential information

� Establish a risk assessment procedure, whereby risks associated with the release or other activity are
identified, in accordance with risk assessment criteria

� Allow for risk management conditions to be attached to permits, including any applicable labeling or
marking requirements

� Set out procedures for monitoring and review of activities subject to permit, including compliance with
conditions

� Set out penalties and sanctions for non-compliance

� Make provisions for liability for any damage arising out of activities involving LMOs

� Address unintentional releases and emergency measures

� Make certain transitional arrangements in respect of pre-existing activities or applications

A useful reference material is the Implementation tool kit prepared by the ICCP (Recommendation 3/5, Annex
III) which provides a compilation, as a checklist, of obligations found in the Protocol. It divides these obligations
into administrative tasks, legal requirements and/or undertakings, and procedural requirements. The
Implementation tool kit is reproduced in the Supplementary Materials.



prevent the spread and introduction of pests
of plants and plant products, and to promote
appropriate measures for their control”. The
IPPC allows Parties to take phytosanitary
measures to prevent the introduction and/or
spread of pests, based on a pest risk analysis,
which covers both economic and environ-
mental factors including possible detrimental
effects on natural vegetation. LMOs that
could be considered a plant pest could fall
within the scope of the IPPC and be subject to
its provisions.

123. The IPPC, which was originally adopted in
1951, amended in 1979 and revised in 1997,
incorporates a process for the development of
International Standards for Phytosanitary
Measures. Pending entry into force of the
1997 IPPC, an Interim Commission on
Phytosanitary Measures (ICPM) has been es-
tablished. At the second meeting of ICPM, an
exploratory open-ended working group was
set up to address issues of GMOs, biosafety
and invasive species in relation to IPPC and
report back to ICPM. The working group
recommended the development of a supple-
mentary standard to specifically address the
plant pest risks of LMOs/products of modern
biotechnology, as a matter of urgency. This is
to include a review of plant pest risks
associated with LMOs/products of modern
biotechnology carried out in cooperation
with the CBD.

124. Under the WTO SPS Agreement, sanitary
and phytosanitary measures which conform
to certain international standards, guidelines
or recommendations are deemed to be neces-
sary to protect human, animal or plant life or
health, and thus presumed to be consistent
with the SPS Agreement and GATT 1994
(see Appendix). These include standards and
guidelines adopted under the IPPC, as well as
the Office International des Epizooties and
Codex Alimentarius (see below).

The Office International des Epizooties
(OIE) (1924)

125. The OIE plays a similar role to the ICPM, in
relation to animal health and disease. The
OIE produces and assesses scientific evi-
dence and operates by consensus to develop
harmonizing standards, guidelines and
recommendations, especially for trade in
animals and products of animal origin. In

relation to GMOs, OIE has carried out work
on scientific evaluation of GMOs which are
pharmaceuticals for animals (which are sub-
ject to the Protocol’s AIA procedure). The
OIE Standards Commission has had an Ad
Hoc Working Group on Biotechnology since
1996, but has not yet adopted any interna-
tional standards in this field.

The Codex Alimentarius

126. This is a non-binding Code developed by the
Codex Alimentarius Commission, a body of
FAO/World Health Organization which elab-
orates standards, general principles, guide-
lines, and recommended codes of practice in
relation to food safety and related issues.39

The Codex is significant in relation to LMOs
because standards may be adopted in future
on safety of foods derived from biotechno-
logy (for example, addressing issues of po-
tential allergenicity; possible gene transfer
from LMOs; pathogenicity deriving from the
organism used; nutritional considerations;
risk assessment and authorization pro-
cedures; and appropriate labelling).

127. The Codex has underway at least three pro-
cesses of relevance to LMOs. The Task Force
on Foods Derived from Biotechnology is
working, inter alia, on Principles for Risk
Analysis of Foods Derived from Modern
Biotechnology. The Committee on General
Principles is elaborating Draft Working
Principles for Risk Analysis. The Committee
on Food Labelling is preparing recommenda-
tions for the Labelling of Food Obtained
through Biotechnology (See also Box 12).

FAO’s regional fisheries bodies

128. Members of this group of interrelated insti-
tutions have adopted codes of practice on the
use of introduced aquatic and marine species
and GMOs. Work is ongoing within FAO,
with ICLARM (International Center for
Living Aquatic Resources Management) and
OIE, to develop appropriate biosafety poli-
cies for aquatic genetic resources. In so far as
genetically modified aquatic species are in-
tended for deliberate release into the environ-
ment, their transboundary movement will be
subject to the AIA procedure of the Protocol.
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The Convention on Access to Information,

Public Participation and Access to Justice

in Environmental Matters (Aarhus, adopted

1998, entered into force 2001)

129. Measures of both a binding and non-binding
character are contemplated within the UN/
ECE Aarhus Convention framework for
further developing access to information, pub-
lic participation and access to justice with
respect to GMOs.40 Guidelines on this subject41

have been prepared for adoption at the first
meeting of the Parties to the Convention in
October 2002, and for use by all Parties as a
non-binding, voluntary instrument. In addition,
possible legally-binding options for further
developing the application of the Convention
in the field of GMOs are being considered, and

this work will be continued by the Working
Group on Genetically Modified Organisms to
be established at the first meeting of the Parties
to the Aarhus Convention with a view to
preparing decisions for adoption by the Parties
at their second meeting.

Cooperation regarding implementation of

the Protocol

130. All the above activities are of relevance to the
Protocol, and cooperation between the
organizations mentioned, and many others,
and the Secretariat of the Protocol will be
important in the future. The subject has al-
ready been raised before the ICCP and, for
some activities, co-operation is already on-
going or contemplated.
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Preamble

131. The preamble of an international agreement
sets out the context in which the agreement
was negotiated and concluded. Under gener-
al rules of treaty interpretation the preamble
is not considered to be part of the legally
binding or “operative” text of the agree-
ment. Instead the preamble forms part of the
“context” in which the agreement’s oblig-
ations must be interpreted. It often recalls
and refers to any related international

agreements that may have provided the
mandate for the negotiations or that the
negotiators felt were in other ways relevant
to the agreement. In practice, negotiators
will also often include in the preamble refer-
ences to principles or concepts that are rele-
vant to the international agreement, but that
proved too controversial to be included as
binding obligations in the operative text.

The Parties to this Protocol,

Being Parties to the Convention on Biological Diversity, hereinafter referred to as
“the Convention”,

132. The opening preambular paragraph indicates
that this international agreement is a Protocol
to the CBD, and that it has been negotiated
and adopted by the Parties to the CBD, in

accordance with Article 28 of the CBD. The
background to these negotiations is described
in the Introduction.

Recalling Article 19, paragraphs 3 and 4, and Articles 8 (g) and 17 of the
Convention,

133. Article 19(3) of the CBD established the
mandate for the negotiation of a Protocol on
Biosafety. It requires the Parties to the CBD
to:

consider the need for and modalities of a
protocol setting out appropriate procedures,
including, in particular, advance informed
agreement, in the field of the safe transfer,
handling, and use of any LMO resulting
from biotechnology that may have adverse
effects on the conservation and sustainable
use of biological diversity.

134. Article 19(4) creates a general obligation for
Parties to the CBD to provide information on
any LMO transferred to another Party. This
obligation exists in the CBD independently
of the Protocol – it is thus binding on States
that are Parties to the CBD even if they do not
become Parties to the Protocol.

135. Article 8 (g) of the CBD requires Parties to:

[e]stablish or maintain means to regulate,
manage or control the risks associated with
the use and release of LMOs resulting from

biotechnology which are likely to have
adverse environmental impacts that could
affect the conservation and sustainable use
of biological diversity, taking also into
account the risks to human health.

136. Article 8(g) obliges Parties to the CBD to
regulate risks associated with LMOs at the
national level, including both domestically
produced and imported LMOs. The reference
to “risks to human health” in Article 8(g) is
also incorporated into the scope of the
Protocol (see Introduction).

137. Article 17 of the CBD deals with exchange of
information. The reference here underlines the
importance of information-sharing for bio-
safety regulation, particularly for developing
countries.
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Recalling also decision II/5 of 17 November 1995 of the Conference of the Parties
to the Convention to develop a Protocol on biosafety, specifically focusing on
transboundary movement of any living modified organism resulting from modern
biotechnology that may have adverse effects on the conservation and sustainable
use of biological diversity, setting out for consideration, in particular, appropriate
procedures for advance informed agreement,

138. This paragraph recalls the legal basis for the
launch of the Protocol negotiations, i.e. de-
cision II/5 adopted at the second meeting of

the CBD COP in Jakarta in 1995. This is
described more fully in the Introduction.

Reaffirming the precautionary approach contained in Principle 15 of the Rio
Declaration on Environment and Development,

139. This reference to Principle 15 of the Rio
Declaration places the Protocol and its prec-
autionary approach to regulating LMOs in
the context of a historical and broader inter-
national recognition of the importance of pre-
caution in protecting the environment. The
precautionary approach is also referred to or

reflected in certain operative provisions of
the Protocol. The precautionary approach is
discussed in the Introduction, as well as in the
commentary on the relevant operative pro-
visions (see commentary on Articles 1, 10(6)
and 11(8)).

Aware of the rapid expansion of modern biotechnology and the growing public
concern over its potential adverse effects on biological diversity, taking also into
account risks to human health,

Recognizing that modern biotechnology has great potential for human well-being
if developed and used with adequate safety measures for the environment and
human health,

140. These two paragraphs reflect key perspect-
ives in the biosafety debate, namely, on the
one hand, recognition of the potential bene-
fits of modern biotechnology, and, on the

other, concerns over potential effects of
LMOs on the environment and on human
health. These are considered in more detail in
the Introduction to this guide.

Recognizing also the crucial importance to humankind of centres of origin and
centres of genetic diversity,

141. By pointing out here that centres of origin and
centres of genetic diversity (see Box 9) are of
crucial importance to humankind, this para-
graph signals the need for special care in
conserving them, and, in this particular in-
stance, the need to take into consideration
potential effects of LMOs on such centres.
This is a particular concern for States which
host centres of origin and centres of genetic

diversity. This concern is also echoed in
Annex I and Annex II, which require inform-
ation on the centres of origin and centres of
genetic diversity, if known, of the recipient
organism and/or the parental organisms, to be
provided by the Party of export in the noti-
fication and information required under
Articles 8 and 11 respectively.
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Box 9. Centres of origin and centres of genetic diversity

A centre of origin is the area where a particular organism was first domesticated and brought into use by
humans. Centres of origin may still retain a very high diversity of the genetic resources base and wild relatives
from which the organism concerned was domesticated.

A centre of genetic diversity is an area where there is a high diversity present amongst a particular group of
related species – either within a family, genus, or sub-species, varieties, cultivars, strains, or other sub-
categories within a species.



Taking into account the limited capabilities of many countries, particularly de-
veloping countries, to cope with the nature and scale of known and potential risks
associated with living modified organisms,

142. This paragraph points to the need for
capacity-building for biosafety, which is

reflected in several operative provisions of
the Protocol, in particular Article 22.

Recognizing that trade and environment agreements should be mutually
supportive with a view to achieving sustainable development,

Emphasizing that this Protocol shall not be interpreted as implying a change in the
rights and obligations of a Party under any existing international agreements,

Understanding that the above recital is not intended to subordinate this Protocol
to other international agreements,

143. The three paragraphs above address the re-
lationship between the Protocol and any other
international agreements which relate to the
same subject matter as the Protocol. They can
be read to guide the interpretation of the
Protocol in circumstances when a Party’s
rights and obligations under the Protocol
overlap with its rights and obligations under
any “existing” or “other” international agree-
ments. It is clear from the Protocol’s negoti-
ating history that these paragraphs were
added to the preamble in order to address
concerns arising from Parties’ obligations
under the World Trade Organization.

144. The combined effect of these three para-
graphs is ambiguous, and produces a counter-
balanced logic that leaves the interpreter little
specific guidance as to how to resolve any
conflict that may arise between the Protocol
and any other international agreement.
Ultimately, these paragraphs may be taken to
reflect the Parties’ awareness of the potential
for conflict and their aspiration that any such
conflict be resolved in a manner that respects
both instruments.

145. A more detailed analysis of the relationship
between the Protocol and the WTO is pro-
vided in the Appendix.

Relationship between the Protocol and other international agreements

146. During the negotiations, various delegations
were concerned that the Protocol’s efforts to
regulate the international trade in LMOs
could either undermine, or be undermined by,
existing WTO rules. WTO rules regulate the
trade in all products between its Members,
including trade in LMOs. For example, the
WTO requires Members to ensure that trade
measures do not unnecessarily discriminate
between like products, and that health and
safety restrictions on imports have a scienti-
fic basis. Trade-related issues may arise from
the implementation of the Protocol if Parties
have conflicting perceptions of the differ-
ences between LMOs and conventional pro-
ducts, and of the risks associated with LMOs.

147. The Protocol was negotiated in the context of
an international debate on the desirability,
necessity, and safety of LMOs, their means of
production and their by-products. Many

governments were in the process of
developing domestic and regional rules and
procedures designed to regulate the trade,
sale and use of LMOs. Although no dispute
related to LMOs had been brought to the
WTO, in the mid-1990s other conflicts re-
lated to food safety were working their way
through the WTO’s new and powerful dis-
pute settlement system. During the course of
the Protocol negotiations, the WTO heard
disputes between the US and the EC over
European bans on the import of hormone-
treated beef,42 between Canada and Australia
over Australian restrictions on the import of
fresh salmon,43 and between the US and
Japan over Japanese techniques to control
pest infestations in fruit.44 Each dispute in-
volved a challenge of the WTO compatibility
of a trade measure put in place to regulate
threats to human, animal or plant life or
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42
European Communities – Measures Affecting Meat and Meat Products, complaint by the USA (EC – Hormones), WT/DS26,
WT/DS26/AB/R, 13 February 1998.

43
Australia – Measures Affecting the Importation of Salmon, complaint by Canada (Australia – Salmon), WT/DS18,
WT/DS18/AB/R, 6 November 1998.

44
Japan – Measures Affecting Agricultural Products, complaint by USA (Japan – Varietals) WT/DS76/AB/R, 19 March 1999.



health. Each dispute involved questions of
the adequacy of scientific assessments of
risk, and, in each case, the judgement of a
domestic regulator was overturned as having
an insufficient scientific basis and as viola-
ting a WTO discipline.

148. Concerned about the potential for a similar
clash over the regulation of LMOs, different
groups of negotiators sought either (i) to
shield measures taken in accordance with the
Protocol from a WTO challenge, or (ii) to
ensure that, should a conflict arise, the WTO
rules would prevail. This is not unusual in the
design of treaties. Through the inclusion of

“savings” or “conflicts” clauses, new inter-
national agreements can specify that they are
subject to an earlier or later treaty. The com-
promise that emerged from the Protocol’s
negotiation follows closely the approach
taken by the negotiators of the 1998
Rotterdam Convention on Prior Informed
Consent (the “Rotterdam Convention”). The
result is three paragraphs of preambular text
that seek to counterbalance and accom-
modate the concerns of various delegations,
in a manner that is intended overall to avoid
conflicts between the Protocol and existing
international law.

Recognizing that trade and environment agreements should be mutually supportive with a
view to achieving sustainable development,

149. The ninth paragraph reflects the aspiration of
Protocol Parties that trade agreements (for
example, the WTO Agreements) and en-
vironment agreements (for example, the
Protocol, the CBD and other MEAs) “should
be mutually supportive.” This paragraph
seeks to direct both domestic authorities and
any relevant international body, to interpret
and apply the Protocol and trade agreements
in a manner that achieves the goals of both
regimes.45 The provision reflects a general
rule of treaty interpretation that agreements
between the same States and covering the
same subject matter should be interpreted in
such a way that promotes their compatibility.

150. The term “mutually supportive” has, further-
more, taken on a particular meaning within
the trade and environment context. The term
is drawn from the work of the WTO’s
Committee on Trade and Environment
(WTO-CTE), which has been reviewing the
relationship between the WTO and MEAs
since 1995. In 1996, the WTO Ministerial
Conference endorsed the report of the WTO-
CTE which had concluded that:

WTO Agreements and multilateral en-
vironmental agreements (MEAs) are

representative of efforts of the international
community to pursue shared goals, and in
the development of a mutually supportive
relationship between them, due respect must
be afforded to both.46

151. In 2001, the WTO Ministerial Conference
adopted the Doha Development Agenda,
which mandates the WTO-CTE to revisit the
relationship between the WTO and MEAs.
Ministers agreed, with a view to enhancing
the mutual supportiveness of trade and en-
vironment, “to negotiations, without pre-
judging their outcome, on:

… the relationship between existing WTO
rules and specific trade obligations set out in
multilateral environmental agreements
(MEAs). The negotiations shall be limited
in scope to the applicability of such existing
WTO rules as among parties to the MEA in
question. The negotiations shall not pre-
judice the WTO rights of any Member that
is not a party to the MEA in question.”

It is not yet clear what the implications of
these negotiations, if any, will be for Parties
to the Protocol.

Emphasizing that this Protocol shall not be interpreted as implying a change in the rights and
obligations of a Party under any existing international agreements,

Understanding that the above recital is not intended to subordinate this Protocol to other
international agreements,

152. The tenth and eleventh paragraphs anticipate
cases where the spirit of “mutual supportive-

ness”, described in the ninth paragraph, is not
sufficient to avoid or resolve a conflict
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45
The Protocol text is nearly identical to the text in the 8th preambular paragraph of the Rotterdam Convention which reads:
“Recognizing that trade and environmental policies should be mutually supportive with a view to achieving sustainable
development.”

46
Report of the Committee on Trade and Environment, WT/CTE/1, 12 November 1996, para. 171; Section VII of the Report of the
General Council to the 1996 Ministerial Conference, WT/MIN(96)/2, 26 November 1996.



between the Protocol and any “existing” or
“other” international agreement. While these
paragraphs apply generally to all inter-
national agreements to which Protocol
Parties are also party, they were also
designed with the WTO Agreements speci-
fically in mind. The tenth paragraph empha-
sizes that by joining the Protocol, a Party
does not intend to give up its rights or obliga-
tions under any existing international agree-
ment.47This text resembles a “savings” or
“conflict” clause.48When such a clause ap-
pears in the operative text of a treaty, it can
indicate which treaty – the existing treaty or
the new treaty – the Parties intended to pre-
vail in the case of a conflict.49

153. The tenth paragraph needs to be understood
in the context of general principles of treaty
interpretation. When it was adopted the
Protocol was, of course, later in time than any
“existing” international agreements, includ-
ing the WTO Agreements. General principles
of treaty interpretation could support an argu-
ment that as the more recent agreement, the
Protocol was intended to prevail over any
existing agreement between the same States
and governing the same subject matter.50

Furthermore, supplementary rules of treaty
interpretation could suggest that the most
recent agreement would, implicitly, reflect
most accurately the will of the Parties.51

154. The Protocol is arguably more specific than
trade rules, because it applies to an identified
category of products, LMOs, while the WTO
applies to all products in international trade.

Supplementary rules of treaty interpretation
could be taken to suggest that, in the event of
a conflict, the Protocol Parties intended the
more specialized rules in the Protocol to pre-
vail over more general WTO rules.52

155. The tenth paragraph is thus intended to
anticipate and to counterbalance arguments
that the Protocol should be interpreted as an
implicit decision by Parties to modify their
obligations under the WTO and other exist-
ing international agreements. The provision
could also be used to counterbalance argu-
ments that the Parties implicitly intended the
Protocol to prevail based on the fact that it is
later in time, and contains specific rules re-
lated to LMOs.

156. The eleventh paragraph, is, on the other hand,
intended to counterbalance any implication
from the tenth paragraph that the WTO and
other existing agreements would necessarily
prevail in the case of a conflict.53It clarifies
that the tenth paragraph is not intended to
“subordinate” the Protocol to other inter-
national agreements, either existing agree-
ments or those developed in the future. The
reference here to “other international agree-
ments” rather than only “existing” interna-
tional agreements may be important. It
implies that the tenth paragraph, will apply
only to the Parties’ rights and obligations
under the WTO and other international rules
as they currently exist, and not to new
international agreements that may be devel-
oped later, either under WTO auspices or
elsewhere.
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47
The Protocol text is similar to the text in the 9th preambular paragraph of the Rotterdam Convention which reads: “Emphasizing
that nothing in this Convention shall be interpreted as implying in any way a change in the rights and obligations of a Party under
any existing international agreement applying to chemicals in international trade or to environmental protection.”

48
Vienna Convention on the Law of Treaties, Article 30(2), which provides that “when a treaty specifies that it is subject to, or that
it is not to be considered as incompatible with, an earlier or later treaty, the provisions of that other treaty prevail.

49
The Protocol language is similar to, but departs from, the text in the CBD, which was also included, in part, to deal with potential
conflicts with the WTO (then GATT). The CBD language, which is contained in operative rather than the preambular text, states
that the “provisions of this Convention shall not affect the rights and obligations of any Contracting Party deriving from any
existing international agreement”. It goes on to provide an exception, suggesting that the CBD will prevail over existing treaties
“where the exercise of those rights and obligations would cause a serious damage or threat to biological diversity” (CBD, Article
22(1).

50
Vienna Convention on the Law of Treaties, Articles 30(3), 59(1)(b), 59(2).

51
This “supplementary rule” of treaty interpretation is known as “lex posterior derogat legi priori”.

52
This “supplementary rule” of treaty interpretation is known as “lex specialis derogat legi generali”.

53
The Protocol text is similar to the 10th preambular paragraph of the Rotterdam Convention, which reads: “Understanding that the
above recital is not intended to create a hierarchy between this Convention and other international agreements.”



Related Protocol provisions

157. In addition to these preambular references,
negotiators included in the Protocol’s oper-
ative text other provisions that are relevant to
the Protocol’s relationship to other interna-
tional agreements:

� Article 2(4) reflects the same counterbal-
anced logic of the tenth and eleventh para-
graphs of the Preamble. Article 2(4)
reserves the right of a Party to take measures
that are more “protective” than those pro-
vided for in the Protocol. However, it then
constrains the exercise of that right to action
consistent with the “objective and the pro-
visions” of the Protocol, as well as Parties’
“other obligations under international law”
(see commentary on Article 2).54

� Article 14(1) applies to any future bilateral,
regional and multilateral agreements the
Parties may enter into “regarding intentional
transboundary movements of LMOs”. Such
agreements must be “consistent with the ob-
jective of this Protocol” and may “not result
in a lower level of protection than that pro-
vided for by the Protocol”. This provision
aims to ensure the Protocol provides an
agreed minimum standard of protection and
these standards would, presumably, apply to
later international agreements, including
those developed under the WTO (see com-
mentary on Article 14).

� Article 18(1) and 18(3), which requires
Parties to take into consideration relevant
international rules and standards when
dealing with the handling, transport, pack-
aging and identification of LMOs (see
commentary on Article 18).

� Article 24, which authorizes Parties to
enter into agreements and arrangements

with non-Parties if they are consistent with
the objective of the Protocol (see com-
mentary on Article 24).

� Article 26(1) which allows Parties when
implementing the Protocol to take into
account, consistent with their international
obligations, socio-economic considera-
tions arising from the impact of LMOs on
the conservation and sustainable use of
biological diversity, especially with regard
to the value of biological diversity to indi-
genous and local communities (see com-
mentary on Article 26).

158. Further references to international agree-
ments and institutions in the Protocol in-
clude:

� Article 2(2) which refers to the relation-
ship between the Protocol and internation-
al law and instruments related to the law of
the sea (see commentary on Article 2).

� Article 2(5), which refers to “instruments .
. . undertaken in international forums with
expertise in the area of risks to human
health” (see commentary on Article 2).

� Article 5 of the Protocol provides that it
shall not apply to human pharmaceuticals
that “are addressed by other relevant inter-
national agreements” (see commentary on
Article 5).

� Article 17(1), which requires Parties to no-
tify, where appropriate, “relevant interna-
tional organizations”, when a release of
LMOs occurs that may have trans-
boundary consequences (see commentary
on Article 17).
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54
Article 2(4) is similar in spirit to references in the WTO TBT and SPS Agreements.
The TBT Agreement, in its sixth preambular paragraph provides:
Recognizing that no country should be prevented from taking measures necessary to ensure the quality of its exports, or for the
protection of human, animal or plant life or health, of the environment, or for the prevention of deceptive practices, at the levels it
considers appropriate, subject to the requirement that they are not applied in a manner which would constitute a means of
arbitrary or unjustifiable discrimination between countries where the same conditions prevail or a disguised restriction on
international trade, and are otherwise in accordance with the provisions of this Agreement.
The first preambular paragraph to the SPS Agreement provides:
Reaffirming that no Member should be prevented from adopting or enforcing measures necessary to protect human, animal or
plant life or health, subject to the requirement that these measures are not applied in a manner which would constitute a means of
arbitrary or unjustifiable discrimination between Members where the same conditions prevail or a disguised restriction on
international trade.



Article 1. Objective

In accordance with the precautionary approach contained in Principle 15 of the Rio
Declaration on Environment and Development, the objective of this Protocol is to
contribute to ensuring an adequate level of protection in the field of the safe transfer,
handling and use of living modified organisms resulting from modern biotechnology
that may have adverse effects on the conservation and sustainable use of biological
diversity, taking also into account risks to human health, and specifically focusing on
transboundary movements.

161. A provision on the objective is found in most
modern multilateral environmental agree-
ments. The purpose of such a provision is to
state, in fairly general terms, the aim that the
treaty is meant to achieve: the reason for its
existence. The provision on the objective es-
tablishes the frame within which actions have
to be taken, setting the basis for the subsequent
provisions with their more specific obligations.
It also provides a point of reference or bench-
mark against which to measure activities
undertaken under the treaty. The implementa-
tion of the treaty, as well as its further develop-
ment, must conform to the objective. Suspected
or alleged failure to conform to the objective
when implementing the Protocol could be a
matter for consideration by the compliance
mechanism to be established in accordance
with Article 34. In this spirit, other provisions
of the treaty often state that specific rights of
States are to be exercised “consistent with the
objective” of the treaty. The Protocol contains
such references in Article 2(4) in relation to the
right of a Party to take more protective action
than prescribed by the Protocol; Article 14(1)
in relation to the right to enter into separate
agreements on transboundary movements of
LMOs; and Article 24 in relation to trans-
actions with non-Parties. Although these pro-
visions do not contain a direct reference to
Article 1, the phrase “consistent with the
objective of this Protocol” indicates that the
objective as set out in Article 1 is to be adhered
to in exercising the relevant rights and carrying
out related activities.

162. Under the international law of treaties, a State
that has signed a treaty but has not (yet)
ratified it is under an obligation not to act
contrary to the objective of that treaty,
pending its entry into force.55 To give a
concrete example: while a signatory State
cannot be required to apply the AIA
procedure as set out in the Protocol, it is
obliged to refrain from transactions involving
LMOs that would result in unacceptable risks
to biological diversity, for example to permit
uncontrolled release of LMOs in an ecologi-
cally sensitive area.

163. By the phrase “in accordance with the pre-
cautionary approach as contained in Principle
15 of the Rio Declaration, the objective of
this Protocol is …” in the first sentence,
Article 1 of the Protocol declares the pre-
cautionary approach to be the basis and point
of reference for the Protocol. In other words,
the objective as set out in Article 1 is
understood to be in accordance with Principle
15 of the 1992 Rio Declaration. The spirit of
Principle 15 thus underlies the Protocol in its
entirety. The essence of the precautionary
approach as laid down in Principle 15 is that
lack of full scientific certainty is not to be
used as a reason for postponing measures to
prevent environmental damage, where there
is a threat of serious or irreversible damage.
The inclusion of precaution in the Protocol,
and the form in which it should be included,
was the subject of considerable contro-
versy.56
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159. The objective provision sets out what the
Protocol is designed to achieve: simply put,
why was the Protocol negotiated and adopt-
ed? What is it for?

160. The objective also has a legal effect. States
that sign the Protocol must not act against the

objective, and the implementation of the
Protocol must conform to the objective.
Several operative provisions of the Protocol
refer back to the objective in terms of the
standard of conduct required by Parties (see
for example Articles 2(4), 14, and 24)

55
Vienna Convention on the Law of Treaties, Article 18; see also Glowka et al. A Guide to the Convention on Biological Diversity
(IUCN, Gland and Cambridge, 1994), p. 15 . On entry into force see Article 37 of the Cartagena Protocol.

56
See Introduction for further discussion of Principle 15 Rio Declaration.



164. The main elements of the objective of the
Protocol as set out in Article 1 are:

to contribute to ensuring an adequate level of
protection

165. The Protocol does not set an absolute
standard of protection against adverse effects
of LMOs. There is a double qualification
built into the provision. Firstly, the Protocol
is intended to contribute to ensuring protect-
ion. It is thus not to be the only means of
ensuring protection, but should be supple-
mentary to protective action undertaken in
other forms and within other frameworks.
This presupposes that other relevant action is
being taken, or that it needs to be taken, in
addition to the action taken under the
Protocol. Such other action may be taken in
accordance with the applicable national
legislation of countries, or under other exist-
ing and future international legal instruments.
Secondly, an adequate level of protection is
envisaged, a wording which is subject to in-
terpretation. This may imply that the level of
protection should be adjusted to the specific
activity undertaken and to the particular risks
associated with it. In other words, the more
risky the activity, and the more serious the
potential consequences if the damage
materializes, the higher the level of pro-
tection required.

… in the field of safe transfer, handling and
use of living modified organisms resulting
from modern biotechnology

166. The objective of protection is to be met with
respect to a range of activities involving LMOs
resulting from modern biotechnology, namely
transfer, handling and use. These terms are not
defined in Article 3. Accordingly, they are to be
understood in their everyday meaning.57 The
reason why these three activities were singled
out is that they appear in Article 19(3) of the
CBD, which formed the basis of the mandate
for the negotiation of the Protocol. By contrast,
the list of activities set out in Article 2(2)
(General Provisions) is much broader, the idea
being that every possible situation involving
LMOs should be addressed (see commentary
on Article 2(2)). Article 4, setting out the scope
of the Protocol, refers to “transboundary move-
ment, transit, handling and use” (see com-
mentary on Article 4).

167. The terms “living modified organism” and
“modern biotechnology” are defined in

Article 3 (see commentary on Article 3). This
component of the objective is qualified in the
last part of the sentence, which provides for a
specific focus on LMOs subject to
transboundary movement.

… that may have adverse effects on the conser-
vation and sustainable use of biological
diversity

168. Protecting biological diversity against possible
adverse effects of LMOs was the first con-
sideration underlying the mandate to negotiate
the Protocol. In the negotiations on Article 1, it
was clear at quite an early stage that the pro-
tection of biodiversity against potentially nega-
tive aspects of LMOs would be the essential
element of the objective. The use of the
wording “biological diversity” in the context of
Article 1 indicates a fairly narrow definition of
the object of protection. By contrast, a number
of existing national laws extend the scope of
protection to the environment as a whole,
including not only biological diversity but also
other parts of the environment such as air,
water and soils. The reference to “conservation
and sustainable use” of biological diversity
takes up the first two elements of the objective
of the CBD (Article 1, CBD). The phrase “may
have adverse effects” indicates adherence to
the precautionary approach: protection is called
for not only if the adverse effects are a
certainty, and have been established as such by
full scientific evidence, but also if there is a
threat of adverse effects. Some take the view
that the reference in Article 1 (and in Article 4)
to LMOs “that may have adverse effects”
serves to limit the scope of the Protocol since it
is only those which may have adverse effects to
which the Protocol will apply. However, there
is no specific mechanism in the Protocol for
exempting LMOs from its scope on this basis.
By contrast, under Article 7(4), it is possible for
the COP/MOP to exempt from the AIA
procedure (but not from the Protocol as a
whole) LMOs identified as being not likely to
have adverse effects on the conservation and
sustainable use of biological diversity, taking
also into account risks to human health.

… taking also into account risks to human
health58

169. In addition to potential damage to biological
diversity, the risks to human health that
LMOs may pose must also be taken into ac-
count in assessing and managing risks asso-
ciated with LMOs. The wording “taking also
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57
Vienna Convention on the Law of Treaties, Article 31.

58
See section on human health in the Introduction for a further discussion of this issue.



into account …” constitutes a compromise
between those who wanted to see protection
of human health included in the objective of
the Protocol, and those who felt that the ob-
jective should be limited to conservation and
sustainable use of biological diversity. It is
not certain what the effect of the wording
“taking also into account risks to human
health” implies in legal and practical terms
for implementation of the Protocol. For ex-
ample, what kinds of risks to human health
will be taken into account: is it only those that
result from some impact on biological di-
versity, or also more “direct” effects on
human health (e.g. effects caused by
consumption of LMOs or products
containing LMOs)? Are these potential
effects to be assessed in the same way as risks
to biological diversity under the Protocol?
Might potential effects on human health
alone be sufficient to justify a restriction of
imports of LMOs under the Protocol?

170. There seems to be widespread agreement that
protection against indirect effects on human
health i.e. resulting from effects on biological
diversity, is part of the objective of the
Protocol. Whether protection of direct effects
on human health (e.g. effects caused by con-
sumption of products containing LMOs) is
also part of the objective is controversial,
although the phrase “taking into account risks
to human health” could support this inter-
pretation.

171. During the negotiations some countries also
proposed that other possible effects of LMOs
be mentioned in the objective – for example
socio-economic impacts or effects on animal
health. These proposals are not reflected in
the objective. There is, however, a separate
provision in the Protocol on socio-economic
considerations (Article 26).

… and specifically focusing on living modi-
fied organisms that are subject to trans-
boundary movement

172. Article 1 provides for a specific focus on
LMOs that are subject to transboundary
movements, although the use of the term
“specifically” indicates that the objective is
not limited solely to transboundary
movements of LMOs. Article 4 (on Scope)
expresses a broader approach in that it lists
“transboundary movement” as one of several
activities involving LMOs to which the
Protocol applies.

173. This somewhat convoluted wording reflects a
compromise on a fundamental controversy
that dominated the early negotiations of the
Protocol: developing countries in particular
favoured a Protocol covering all aspects of
management and use of LMOs, which could
to some extent compensate for the fact that at
the time of the Protocol negotiations many
developing countries did not have national
legislation in place regulating LMOs. Most
developed countries, on the other hand, were
in favour of clearly limiting the scope of
application of the Protocol to transboundary
movements of LMOs.

174. The Protocol reflects both approaches. A
number of provisions apply to transboundary
movements only, most notably Articles 7-14
related to the AIA procedure. But there are
also provisions covering transboundary
movements as well as other forms of
management and use. These include, among
others, Article 16 (Risk Management),
Article 22 (Capacity-Building), and Article
23 (Public Awareness and Participation). The
broader approach is also reflected in the
General Provisions (Article 2(2)), which go
beyond the issue of transboundary
movements by obliging Parties to ensure that
“the development, handling, transport, use,
transfer and release” of LMOs are carried out
in a manner that prevents or reduces risks (see
commentary on Article 2).
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Box 10. Provisions relating to transboundary movements only and provisions
addressing a broader scope of activities

Whether or not a provision applies only to transboundary movements of LMOs or has a broader scope may be
subject to interpretation and it is not possible to give definitive guidance here at this stage. The table below
makes an initial attempt to identify provisions of the Protocol applying to transboundary movement only and
those with a broader application. The distinction is made on the basis of whether or not the core of the provision
is limited to transboundary movements; in other words, looking at the general content of a provision rather than
at whether or not the wording contains the specific term “transboundary movement”. In some instances, one
paragraph of an article relates to transboundary movement only, while another one has a broader scope.

Provisions related to transboundary movements (TBM) only Provisions with a broader scope

Article Content Article Content

5 Exemption from the Protocol of TBM of certain pharmaceuticals
for human use

1 Objective

6 Exemption from AIA procedure of transit TBM and of TBM of
LMOs destined for contained use

2 General provisions

7 Application of the AIA procedure 3 Use of terms

8 Notification 4 Scope: TBM, transit,
handling and use of
LMOs

9 Acknowledgement of receipt 11(1)–(3) Procedure for LMOs
intended for use as
food/feed for proces-
sing

10 Decision procedure 15(1) Risk assessment
general

11(4)–(9) Procedure for LMOs intended for use as food/feed for proces-
sing

16 Risk management

12 Review of decisions 18(3) Handling, transport,
packaging and
identification

13 Simplified procedure 19 Competent authorities
and focal points

14 Bilateral/regional/multilateral agreements/arrangements on TBM 20 Information sharing
/Biosafety
Clearing-House

15(2),(3) Risk assessment for TBM 21(3) Confidential
information

17 Unintentional TBM 22 Capacity building

18(1),(2) Handling, transport, packaging and identification 23 Public awareness and
participation

21(1),(2),
(4)–(6)

Confidential information 24(2) Encouragement of
non-Parties to join
Protocol

24 (1) TBM with non-Parties 26 Socio-economic
considerations

25 Illegal TBM 28 Financial mechanism

33 Monitoring and
reporting

34 Compliance

35 Assessment and review



Article 2. General provisions

1. Each Party shall take necessary and appropriate legal, administrative and other
measures to implement its obligations under this Protocol.

2. The Parties shall ensure that the development, handling, transport, use, transfer
and release of any living modified organisms are undertaken in a manner that
prevents or reduces the risks to biological diversity, taking also into account
risks to human health.

3. Nothing in this Protocol shall affect in any way the sovereignty of States over
their territorial sea established in accordance with international law, and the
sovereign rights and the jurisdiction which States have in their exclusive
economic zones and their continental shelves in accordance with international
law, and the exercise by ships and aircraft of all States of navigational rights and
freedoms as provided for in international law and as reflected in relevant
international instruments.

4. Nothing in this Protocol shall be interpreted as restricting the right of a Party to
take action that is more protective of the conservation and sustainable use of
biological diversity than that called for in this Protocol, provided that such
action is consistent with the objective and the provisions of this Protocol and is in
accordance with that Party’s other obligations under international law.

5. The Parties are encouraged to take into account, as appropriate, available ex-
pertise, instruments and work undertaken in international forums with com-
petence in the area of risks to human health.

175. Article 2 sets out certain general rules and
principles that Parties must observe in imple-
mentation of the Protocol. It addresses a
diversity of issues which are not addressed in
detail elsewhere in the Protocol.

176. This is a fairly common type of provision in
modern multilateral environmental agree-
ments. Such provisions may restate generally
recognized rules of international law, or

refer to established principles of cooperation
between Parties. The purpose of the provi-
sion is not to create new obligations as such,
but to emphasize general rules that are consi-
dered especially important in the context of
this particular Protocol, thus providing
guidance to Parties for its implementation.

177. Article 2 sets out five general provisions.

1. Each Party shall take necessary and appropriate legal, administrative and other
measures to implement its obligations under this Protocol.

178. This provision is a restatement of a general
rule of international treaty law. A State that is
a Party to an international treaty is bound by
that treaty59 and must comply with its obli-
gations under the treaty. For this purpose, it
must ensure that activities carried out within
areas under its jurisdiction or control are in
accordance with the pertinent obligations.
The Party may itself decide on the legal,
institutional and other means through which
to achieve implementation. The tools gener-

ally used by States for this purpose are a
national legal framework setting out rights
and obligations of persons (natural and legal)
under its jurisdiction which aim at ensuring
the implementation of the international in-
strument, and an institutional framework to
apply and enforce the national legislation.
The obligation on Parties to develop a nation-
al framework has a catalytic role: without it,
many Parties might not have developed such
a framework in the near future.
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2. The Parties shall ensure that the development, handling, transport, use, transfer
and release of any living modified organisms are undertaken in a manner that
prevents or reduces the risks to biological diversity, taking also into account
risks to human health.

179. This obligation refers to the main component
of the objective of the Protocol set out in
Article 1, namely the conservation and
sustainable use of biological diversity, taking
also into account risks to human health (see
Introduction). By stating that activities
involving LMOs are to be carried out “in a
manner that prevents or reduces risks”,
Article 2(2) relates directly to the need for
prior risk assessment as addressed in Articles
15 and 16. The provision reflects the
preventive approach, which is widely
recognized in modern international law. It
emphasizes that legal rules should be
designed to prevent damage from occurring
rather than attempting to remedy damage
after it has occurred.

180. Article 2(2) provides that Parties should be
guided by the preventive approach in relation
to the following activities involving LMOs:

� development;

� handling;

� transport;

� use;

� transfer; and

� release.

181. These terms are not defined in Article 3 of the
Protocol. Accordingly, they are to be
understood in their everyday meaning.60 The
list of activities set out here is very broad, the
idea being that every situation involving
LMOs should be covered. By contrast,
Article 1 (Objective) only mentions “transfer,
handling, and use”, which are the terms that
appear in Article 19(3) of the CBD. Article 4,
setting out the scope of the Protocol, refers to
“transboundary movement, transit, handling
and use” (see commentary on Article 4).

182. Article 2 covers activities which are not ex-
pressly included within the provision on
scope of the Protocol in Article 4 – i.e. the
“development”, “transport” and “release” of
LMOs. Article 2 is thus wider in its appli-
cation than other provisions of the Protocol.
It establishes a requirement that Parties carry
out any of the activities mentioned in accord-
ance with the preventive approach. This ties
in with the obligation on countries to develop
the necessary mechanisms to carry out risk
management, as laid down in Article 16(1). A
similar approach is reflected in Article 8(g) of
the CBD, which requires Parties to that
Convention to control the risks associated
with the use and release of LMOs that could
have adverse effects on biological diversity.

3. Nothing in this Protocol shall affect in any way the sovereignty of States over
their territorial sea established in accordance with international law, and the
sovereign rights and the jurisdiction which States have in their exclusive
economic zones and their continental shelves in accordance with international
law, and the exercise by ships and aircraft of all States of navigational rights and
freedoms as provided for in international law and as reflected in relevant
international instruments.

183. This provision basically states that the rights
and freedoms of States under the interna-
tional law of the sea will not be affected by
the provisions of the Protocol. This applies in

particular to the provisions addressing the
transit of LMOs through a third country and
potential rights and obligations of the transit
State in this context.
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Article 2. General provisions

Box 11. Navigational rights and freedoms and transboundary movements of LMOs

The issue of navigational rights and freedoms is potentially relevant for any international legal instrument that
sets out restrictions on international transfer or trade in a substance or product, or allows Parties to impose such
restrictions. In accordance with customary international law as reflected in the 1982 UN Convention on the Law
of the Sea (UNCLOS),61 States have sovereignty over their territorial sea and the airspace above their territory.
They also have rights with respect to certain sea areas that are not part of their territory but that are adjacent to it,
notably the exclusive economic zone and the continental shelf.

The territorial sea is considered part of the territory of the coastal State. It extends to 12 nautical miles beyond
the “baseline” (which, roughly, follows the shoreline). Within its territorial sea, a State exercises sovereignty
and thus, among other things, it has the right to adopt measures for the protection of the marine environment.62

The exclusive economic zone, which extends to 200 nautical miles beyond the baseline, is not a part of the
coastal State’s territory. However, in accordance with customary international law and UNCLOS, the coastal
State has the exclusive right to exploit, manage and conserve natural resources within this zone. This includes
the right to adopt measures to protect the environment, e.g. to control pollution.63

At the same time, customary international law and UNCLOS establish the right of innocent passage through
the territorial sea, and the right of overflight.64

In the case of transit of potentially hazardous substances through the relevant areas, there is room for conflict
between the rights of a coastal State and those of a State wishing to exercise its right of innocent passage or
overflight. On the one hand, the coastal State has the right to adopt measures to reduce and control pollution in
the relevant areas. This may include restrictions regarding substances that are potentially harmful to the
environment. On the other hand, other States have the right of innocent passage or overflight with respect to
these areas. This may include transit of potentially hazardous substances through the areas in question, as long
as there is no attempt to deposit the substances. Article 2(3) of the Protocol simply reaffirms these rights, and
states that the Protocol shall not affect them. It does not address or attempt to resolve any potential conflict
between the coastal State and other States. An indication that the right to protect the environment within the
relevant zones may take precedence over transit rights can be found in Part XII of UNCLOS, which establishes a
general obligation of protecting the marine environment, including in particular rare or fragile ecosystems, as
well as the habitat of depleted, threatened and endangered species.65 This can be understood to include
protection against adverse effects of LMOs. Accordingly, States must always respect the obligation to protect
the marine environment when exercising navigational rights and freedoms, and rights over marine areas.

The wording of Article 2(3) of the Protocol is taken verbatim from Article 4(12) of another international
agreement, the 1989 Basel Convention on the Control of Transboundary Movements of Hazardous Wastes and
their Disposal (“Basel Convention”). The Basel Convention was the first international legal instrument to
address at the global level environmental aspects of transboundary movement of potentially hazardous
materials. Many of the underlying issues are similar to those of the Protocol. For this reason, the Basel
Convention served as a reference for a number of provisions of the Protocol, including Article 2(3). In the
negotiations on the Basel Convention, the rights of transit States were among the most contentious issues in the
negotiations. The resulting provision was criticized as inadequate at the time of adoption of the Basel
Convention. The legal implications of the issue have never been resolved, and there appears never to have been
a concrete case where a conflict arose.66

The wording of Article 4(12) of the Basel Convention is based on the understanding that the transit State is
given an active role in a proposed transboundary movement. Under the Basel Convention, this is indeed the
case: the prior informed consent procedure for hazardous wastes (i.e. the equivalent to the AIA procedure under

Cont.
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In matters pertaining to rights of states over certain marine areas as well as to navigational rights and freedoms, UNCLOS is
widely held to reflect customary law in the relevant areas.

62
Recognition of the international law principle of State sovereignty over the territorial sea can be found in Article 2 of UNCLOS.
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The extent of a State’s rights and jurisdiction over its exclusive economic zone and continental shelf is defined in Parts V and VI,
respectively, of UNCLOS.
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The extent and limits of the right of innocent passage by ships through a State’s territorial sea are defined by Articles 17 to 32 of
UNCLOS. Article I, sections 1-5, of the International Air Services Transit Agreement lay down the extent and limits of the
freedom to transit through the airspace of States of aircraft pursuant to scheduled international air services.
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UNCLOS, Article 192 and 194(5).
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For a discussion of Article 4(12) of the Basel Convention, and the negotiations leading to its adoption, see Kummer, K.
International Management of Hazardous Wastes – The Basel Convention and Related Rules (Oxford University Press, 2000),
p.52 et seq.
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4. Nothing in this Protocol shall be interpreted as restricting the right of a Party to
take action that is more protective of the conservation and sustainable use of
biological diversity than that called for in this Protocol, provided that such
action is consistent with the objective and the provisions of this Protocol and is in
accordance with that Party’s other obligations under international law.

184. This paragraph establishes that the rules con-
tained in the Protocol are a “floor” rather than
a “ceiling” – i.e. they are the minimum stand-
ard for achieving the objective of the Protocol
that States could agree during the negoti-
ations.67 Some countries wished to impose
more protective measures, or indeed already
had more protective measures in place or
under development. Parties will implement
the Protocol through an appropriate legal and
institutional framework at the national level.
In enacting or adapting this framework,
Article 2(4) reserves the right for Parties to
adopt protective measures that go beyond the
agreed minimum standard.

185. This freedom is not unlimited, however:

� First, Article 2(4) requires that any more
protective action taken by a Party must be
“consistent with the objective and provi-

sions” of the Protocol. The objective of the
Protocol is set out in Article 1. Protective
action that goes further than those speci-
fied in the Protocol must support this ob-
jective, not counteract it.

� Second, any such action must also be “in
accordance with that Party’s other obli-
gations under international law”. For most
Parties to the Protocol, other relevant obli-
gations under international law here will
include their obligations as a Member of
the World Trade Organization. The inter-
action between rights and obligations
under the Protocol and those under rele-
vant WTO Agreements is considered in
the Preamble and in detail in the Appendix
to this Guide. It should not be forgotten,
however, that the WTO Agreements are
not the only international legal instru-
ments to which this provision applies.

5. The Parties are encouraged to take into account, as appropriate, available ex-
pertise, instruments and work undertaken in international forums with com-
petence in the area of risks to human health.

186. This provision recalls the issue of risks to
human health (see Introduction and comment-
ary on Article 1) and “encourages” Parties to
take into account available expertise, in-
struments and work in other forums. The
provision is not couched in mandatory terms,
but serves as a reminder of the numerous
efforts by other organizations to address the

protection of human health in the context of
LMOs, which might be integrated into the
work under the Protocol but not duplicated.
There are a number of organizations dealing
with this issue, e.g. WHO and FAO: among
other things, the two organizations jointly op-
erate the Codex Alimentarius (see Introduction
and Box 12).
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Box 11. Navigational rights and freedoms and transboundary movements of LMOs
(cont.)

the Protocol) is applicable to transit States. In the negotiations on the Protocol, application of the AIA procedure
to transit States was also considered. However, the final text of Article 6(1) expressly states that the AIA
procedure is not applicable to transit of LMOs. It merely refers to “any right of a Party of transit” to control
transit unilaterally (see commentary on Article 6). As the Protocol does not accord transit States an express right
to oppose transit movement in accordance with the AIA procedure, the relevance of Article 2(3) of the Protocol
is even more limited than Article 4(12) of the Basel Convention. In fact, during the negotiations on the Protocol,
there was disagreement as to whether this provision was needed at all.

67
Stec, S., Casey-Lefkowitz, S. and Jendroska, J. The Aarhus Convention: an Implementation Guide, UNECE/CEP/72 (United
Nations, New York and Geneva, 2000) p. 45.
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Box 12. Codex Alimentarius and Genetically Modified Foods

The Codex Alimentarius Commission is a FAO/WHO body which elaborates standards, general principles,
guidelines and recommended codes of practice in relation to food safety. As of 2002, there are at least three
processes underway in the Codex Alimentarius Commission of relevance to the safety assessment and labelling
of foods derived from modern biotechnology.

In 1999, the Codex Alimentarius Commission decided to establish a Task Force on Foods derived from
Biotechnology. The Task Force met for the first time in March 2000 and decided to elaborate (a) a set of broad
general principles for risk analysis of foods derived from biotechnology; (b) specific guidance on the risk
assessment of foods derived from biotechnology; and (c) a list of available analytical methods including those
for the detection or identification of foods or food ingredients derived from biotechnology. The Task Force is
due to present its final report to the Commission in 2003. At its third meeting in March 2002 the Task Force
agreed to advance Draft Principles for the Risk Analysis of Foods Derived from Modern Biotechnology and a
Draft Guideline for the Conduct of Food Safety Assessment of Foods Derived from Recombinant DNA Plants
for consideration by the Codex Alimentarius Commission in 2003.

In the meantime, the Codex Committee on General Principles is undertaking work on Draft Working
Principles for Risk Analysis. These may address, among other things, the role of precaution in risk management.

The Committee on Food Labelling is in the process of considering draft recommendations for the Labelling
of Foods Obtained through Certain Techniques of Genetic Modification/Genetic Engineering.

Other Codex Committees undertaking work relevant to foods derived from modern biotechnology include
the Committee on Food Import and Export Inspection and Certification Systems and the Committee on Methods
of Analysis and Sampling.

Domestic food safety measures that are in conformity with standards, guidelines and recommendations of the
Codex Alimentarius are (rebuttably) presumed to be consistent with the WTO Agreement on Sanitary and
Phytosanitary Measures (see Appendix).

Further information on the work of the Codex Alimentarius Commission is available at
http://www.codexalimentarius.net

Relevant work is also underway in other fora, such as the Interim Commission on Phytosanitary Measures of
the International Plant Protection Convention (see Introduction).



Article 3. Use of terms

For the purposes of this Protocol:

(a) “Conference of the Parties” means the Conference of the Parties to the
Convention;

(b) “Contained use” means any operation, undertaken within a facility, installation
or other physical structure, which involves living modified organisms that are
controlled by specific measures that effectively limit their contact with, and their
impact on, the external environment;

(c) “Export” means intentional transboundary movement from one Party to
another Party;

(d) “Exporter” means any legal or natural person, under the jurisdiction of the
Party of export, who arranges for a living modified organism to be exported;

(e) “Import” means intentional transboundary movement into one Party from
another Party;

(f) “Importer” means any legal or natural person, under the jurisdiction of the
Party of import, who arranges for a living modified organism to be imported;

(g) “Living modified organism” means any living organism that possesses a novel
combination of genetic material obtained through the use of modern
biotechnology;

(h) “Living organism” means any biological entity capable of transferring or repli-
cating genetic material, including sterile organisms, viruses and viroids;

(i) “Modern biotechnology” means the application of:

a. In vitro nucleic acid techniques, including recombinant deoxyribonucleic acid (DNA)

and direct injection of nucleic acid into cells or organelles, or

b. Fusion of cells beyond the taxonomic family, that overcome natural physiological
reproductive or recombination barriers and that are not techniques used in traditional
breeding and selection;

(j) “Regional economic integration organization” means an organization consti-
tuted by sovereign States of a given region, to which its member States have
transferred competence in respect of matters governed by this Protocol and
which has been duly authorized, in accordance with its internal procedures, to
sign, ratify, accept, approve or accede to it;

(k) “Transboundary movement” means the movement of a living modified organ-
ism from one Party to another Party, save that for the purposes of Articles 17
and 24 transboundary movement extends to movement between Parties and
non-Parties.

187. The inclusion of an article defining certain
terms used in the text of an international
instrument is a legal technique often used in
multilateral environmental agreements. This
is intended to achieve a high degree of clarity
and accuracy in describing the meaning at-
tached to the term defined. It also facilitates
the drafting of the subsequent articles, which
then may use the term without any further
explanation – as the term may only be under-

stood as defined. Legal definitions are
specific to a particular legal text, and only
meant to facilitate its drafting. Thus they may
depart from scientific or technical defini-
tions, and often do so.

188. Many words and phrases used in the Protocol
are, of course, not specifically defined in
Article 3. Under Article 31 of the Vienna
Convention on the Law of Treaties, the terms
used in a treaty, in the absence of special
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meaning of the term expressed in the treaty by
the parties, are to be “interpreted in good
faith in accordance with the ordinary meaning

to be given to the terms of the treaty in their
context and in the light of its object and
purpose”.

(a) “Conference of the Parties” means the Conference of the Parties to the
Convention;

189. As described in the Introduction, the Protocol
was adopted under the auspices of the 1992
CBD. Article 29 of the Protocol stipulates

that the Conference of the Parties to the CBD
shall serve as the “meeting of the Parties to
this Protocol”.

(b) “Contained use” means any operation, undertaken within a facility, installation
or other physical structure, which involves living modified organisms that are
controlled by specific measures that effectively limit their contact with, and their
impact on, the external environment;

190. Contained use is addressed in Article 6(2) of
the Protocol, which excludes from the ad-
vance informed agreement procedure the
transboundary movement of LMOs destined
for contained use, provided that the contained
use is undertaken in accordance with the
standards for contained use that have been set
– for example, in domestic legislation – by
the Party of import. Documentation require-
ments for LMOs destined for contained use
are addressed in Article 18(2)(b).

191. The emphasis in the definition is on charac-
teristics which effectively limit both contact
with the external environment, and (as a
result) the impact thereon, as is normally the
case in a laboratory.

192. However, what constitutes an appropriate
barrier was the subject of much debate during

the negotiations, in particular whether physi-
cal barriers were required or whether chemi-
cal or biological barriers would be sufficient.
The essence, however, of such barriers is that
they should effectively limit the contact, and
the impact, of the LMOs intended for con-
tained use on the external environment. In
this respect, the definition provides some
flexibility for national legislation for
purposes of Article 6, but it does not provide
clear guidance in order to harmonize the use
of this term in national legislation. Several
examples of national legislation on contained
use adopted to date require chemical or bio-
logical barriers, where used, to be used in
combination with physical barriers (see Box
13 below).
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Box 13. Examples of definition of “contained use” in national legislation

Philippines Administrative Order No. 8 of 3 April 2002 on Rules and Regulations for the Importation and
Release into the Environment of Plants and Plant Products derived from the Use of Modern Biotechnology

Contained Use means the use of a regulated article for research and development inside a physical containment
facility intended to limit its contact with, and to provide for a high level of safety for, the general population and
the environment which has been inspected and approved by NCBP (the National Committee on Biosafety of the
Philippines).

Norway’s Gene Technology Act No. 38 of 2 April 1993

The term contained use means any operation in which genetically modified organisms are produced, grown,
stored destroyed or used in some other way in a closed system which physical barriers are employed, either
alone or together with chemical and/or biological barriers, to limit contact between the organism on the one
hand and humans and the environment on the other.

Swiss Ordinance on the Contained Use of Organisms (Containment Ordinance 814.912) of 25 August 1999

Contained use shall mean any containment measure using physical barriers or a combination of physical and
chemical or biological barriers to limit or prevent contact between organisms and people or the environment.



(c) “Export” means intentional transboundary movement from one Party to
another Party;

(d) “Exporter” means any legal or natural person, under the jurisdiction of the
Party of export, who arranges for a living modified organism to be exported;

(e) “Import” means intentional transboundary movement into one Party from an-
other Party;

(f) “Importer” means any legal or natural person, under the jurisdiction of the
Party of import, who arranges for a living modified organism to be imported;

193. The cluster of definitions on import, export,
importer and exporter is at the core of many
Protocol provisions. Only intentional, i.e. de-
liberate, transboundary movements consti-
tute export or import, and exclusively those
respectively from and to Parties. Uninten-
tional, or accidental, transboundary move-
ments are dealt with in Article 17.

194. It is important to note that both export and
import are defined as “transboundary move-
ment”, with the result that the use of the term

“transboundary movement” in the Protocol
may mean either export or import. The defi-
nition of exporter and importer refers to per-
sons carrying out these activities under the
jurisdiction of a Party.

195. A “natural” person is an individual; a “legal”
person is a company or any other institution
which, according to the national legislation
under which it is constituted, has a separate
legal personality.

(g) “Living modified organism” means any living organism that possesses a novel
combination of genetic material obtained through the use of modern
biotechnology;

(h) “Living organism” means any biological entity capable of transferring or repli-
cating genetic material, including sterile organisms, viruses and viroids;

196. The definition of LMO is central to defining
the scope of the Protocol itself. During the
negotiations a special working group was
established to consider technical definitions
and the annexes to the Protocol.

197. The definitions in Article 3(g) and (h) are
closely intertwined, and their elements are

considered together below. The term “genetic
material” is considered first, as this is an
important concept in the subsequent consi-
deration of the terms “living organism” and
“modified organism”.

Genetic material

198. Genetic material is not defined in the
Protocol. The CBD, however, provides a de-
finition in Article 2, which reads: “Genetic
material’ means any material of plant,
animal, microbial or other origin containing
functional units of heredity.” In biological
and genetic terms, functional units of here-
dity are made up of nucleic acids containing
genetic information: the functioning of the
unit as a whole is affected by any change that
occurs within the unit – for example, a
change modifying the unit by altering, insert-
ing or deleting one or more nucleotides with-
in the unit. A further description of genetic
material, and of chromosomes, genes and
nucleic acids which comprise such material,
is provided in Box 14.

199. The definition provided in the CBD therefore
covers nucleic acids of plant, animal,
microbial or other origin, that contain genetic
information; but, in addition, also covers any
material of plant, animal, microbial or other
origin – such as whole organisms or parts of
organisms – which contains nucleic acids that
contain genetic information. This reflects the
CBD’s concern to address access to genetic
resources and benefit sharing (Article 1 and
Article 15, CBD).

200. The context in which the term “genetic
material” is used in Articles 3(h), 20(3)(c),
Annex I(i) and Annex III(5) of the Protocol
suggests that the term is being used speci-
fically to refer to nucleic acids that contain
genetic information. Article 3(h) refers to a
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“biological entity capable of … replicating
genetic material”. In biology and genetics,
replication is a term that is applied speci-
fically to the process of making copies of
nucleic acids – therefore “replicating genetic
material” would only be possible if the
material being replicated were a nucleic acid.
Similarly, Article 20(3)(c), Annex I(i) and
Annex III(5), refer to “replicable genetic
material” – again, in biological and genetic
terms, the only material that is replicable is
nucleic acid.

201. The term “genetic material” is therefore used
in the Protocol in a manner that is consistent
with the definition provided in Article 2 of
the CBD, but refers specifically to nucleic
acids containing genetic information. Based
on this, it is suggested that the term “genetic
material” in the Protocol can be understood to
refer to nucleic acids that contain functional
units of heredity.

Living organism

202. A living organism is defined in Article 3(h) as
a biological entity that can replicate and/or
transfer genetic material.

203. Replication is the process whereby exact
copies of nucleic acids – the molecules which
contain genetic information – are produced.

204. The phrase “or transfer genetic material” was
included in Article 3(h) to ensure that entities
such as viruses and viroids, which by

themselves cannot actively replicate genetic
material, are nonetheless covered by the defi-
nition of living organism in the Protocol.
Viruses are non-cellular micro-organisms
which consist of protein and of nucleic acid
(DNA or RNA) containing genetic material,
which are incapable of self-replication, and
which can insert their genetic material into
other (animal, plant or microbial) cells where
it is then replicated by the machinery of those
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Box 14. Genetic material: chromosomes, genes and nucleic acids

Genetic material in organisms is mostly contained in structures called chromosomes. Within each chromosome,
genetic material is divided into genes, including various control elements and other elements of currently
unknown function. Genes represent functional units of heritable genetic information present within an
organism or a cell.

The genetic information of each gene is coded in a nucleic acid molecule: for all organisms (other than some
viruses and viroids) this nucleic acid molecule is DNA – for some viruses and viroids the genetic information is
stored on molecules of the nucleic acid, RNA. These nucleic acid molecules contain and transmit genetic
information. The collective term “genome” is applied to all the nucleic acid molecules carrying heritable genetic
information that are present within an organism or a cell. This may include sequences of “junk” or “nonsense”
DNA, which on the basis of current knowledge and understanding of genetics, is not believed to have any
functions.

The nucleic acid molecules are made up of sequences of nucleotides. The overall sequence of nucleotides in
chromosomes – comprising genes including control elements, and other nucleotide sequences – can affect gene
activity and expression; changes to this overall nucleotide sequence can therefore result in changes to gene
activity and expression. It is also important to note that chromosomes incorporate a variety of proteins and other
biological molecules which provide important structural components and control mechanisms that participate in
the regulation of gene activity.

For all organisms (except for bacteria, blue-green algae, viruses and viroids) the chromosomes are contained
in a cellular structure called the cell nucleus, which also contains various proteins and other biological
molecules. While the chromosomes contain most of the genetic material of such organisms, some further
genetic material is contained in other organelles (such as chloroplasts and mitochondria) and in the cytoplasm
(including plasmids and other discrete genetic elements, termed episomes, that are not part of the chromosomes
in the nucleus).

For bacteria or blue-green algae, the chromosomes are found free in the cytoplasm, and are of a much less
complicated structure – and usually are a single circular structure formed of either single or double-stranded
DNA. In viruses, the chromosome is either single or double-stranded DNA or RNA, which may be packaged in
an envelope of proteins and other molecules.

Cellular structures and controls of all organisms and their genetic material, including bacteria and blue-green
algae, are complex, and there remains a long way to go in understanding the way in which genes are controlled
and expressed. This is one of the reasons for invoking the precautionary provisions in relation to LMOs covered
by the Protocol.



cells.68 Viroids are plant pathogenic infect-
ious agents comprising small, naked RNA
molecules (i.e. not encased in protein) that
contain approximately 240–380 monomer
units in a closed circle.69 Viroids, like viruses,
use the cells of host organisms to replicate
their genetic material. Viruses and viroids are
both explicitly mentioned in Article 3(h), re-
flecting the intention of the negotiators that
they be included.

205. Sterile organisms are also explicitly mention-
ed. Although such organisms cannot repro-
duce themselves through the processes of
sexual reproduction, they can replicate their
genetic material, and may be able to repro-
duce themselves through non-sexual or vege-
tative processes. A sterile plant growing in
the field is most certainly alive, and many
plants used in agriculture – such as potatoes

and bananas – are often not grown from seed,
but are propagated by vegetative means.

Naked DNA and plasmids

206. There was consensus not to include plas-
mids70 and naked DNA71 as such within the
definition of living organism in Article 3(h).

207. However, where a novel combination of
genetic material is introduced into a recipient
living organism through the use of naked
DNA or plasmids as part of a technique of
modern biotechnology, the resultant or-
ganism will qualify as an LMO as defined in
Article 3(h). The same goes for a living
organism in which a plasmid created by
modern biotechnology and which contains a
novel combination of genetic material is
present, even where the plasmid is not
integrated into the chromosomes of that or-
ganism.

Living modified organism

208. The term “living modified organism” is de-
fined in the Protocol to include only those
living organisms that:

� contain novel combinations of genetic ma-
terial; and

� have been produced using the techniques
of modern biotechnology.

Novel combination of genetic material

209. A novel combination may be regarded as a
combination that was not previously known
to exist at the time it was first produced.
Based on the Protocol’s usage of the term
“genetic material” (see paragraphs 198–201),
it is suggested that the Protocol’s references
to “novel combination of genetic material”
can be understood to refer to a novel combi-
nation of nucleic acid containing functional
units of heredity.

210. It is important to note that the novel com-
bination relates solely to a combination of

genetic material; it does not depend on any
other changes that may or may not occur to
material in a LMO, other than its genetic
material. Even if a novel combination of
genetic material did not result in an observ-
able change in, for example, the phenotype or
appearance and behaviour of an organism,
the combination would still be novel.

211. The novelty of a combination could arise
through the presence of a novel form of a
functional unit of heredity – resulting from a
change that modifies the unit by altering,
inserting or deleting one or more nucleotides
within the unit, so that the overall sequence of
nucleotides is changed within the unit – or as
a novel arrangement of functional units of
heredity. Such novel arrangements arise, for
example, from introduction of genetic
material from different species into a reci-
pient organism. Novel arrangements could
also arise from rearrangement of genetic
material of the same species.
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68
Dictionary of Microbiology and Molecular Biology (Second Edition) (1987, Reprinted 1989) A. Wiley Interscience
Publications, Editors Diana Sainsbury and Paul Singleton, pp. 945–946.

69
Dictionary of Microbiology and Molecular Biology (Second Edition) (1987, Reprinted 1989) A. Wiley Interscience
Publications, Editors Diana Sainsbury and Paul Singleton.

70
Plasmids are linear or circular molecules of DNA which can replicate autonomously and which may encode products and/or
functions that modify the phenotype of the host cell. They do not form part of the chromosome of an organism, but incorporate
functional units that are heritable (Dictionary of Microbiology and Molecular Biology (Second Edition) (1987, Reprinted 1989)
A. Wiley Interscience Publications, Editors Diana Sainsbury and Paul Singleton, pp. 682-683). Plasmids may either be
maintained by incorporation within appropriate vector organisms, such as bacteria, or they may be kept as isolated DNA in
which case they are not incorporated into any organism.

71
‘Naked DNA’ is DNA that is not attached to or in close association with other biological molecules.



212. A novel combination could arise from a
change to even just a single nucleotide in a
nucleotide sequence, as well as from larger
changes, such as the introduction of genes
hundreds or thousands of nucleotides in
length.

Obtained through the use of modern

biotechnology

213. The novel combination of genetic material
must be “obtained through the use of modern
biotechnology”, the term “modern biotech-
nology” being defined by the Protocol (see
article 3(i)).

214. This fundamental criterion for definition of
LMO applies irrespective of whether the
resulting genotype or phenotype could have
arisen naturally or not. The question as to

whether the genotype or phenotype of an
organism could also have occurred naturally
has no bearing on whether an altered organ-
ism is a LMO under the Protocol or not.
Whether an organism is, or is not, a modified
organism under the Protocol, is only depend-
ent on the use of specific techniques defined
by the Protocol as techniques of modern
biotechnology (see Article 3(i)), to create a
novel combination of genetic material.
Furthermore, any organism into which such a
novel combination of genetic material that
has been obtained through the use of modern
biotechnology, is subsequently transferred,
even if that transfer is achieved through tra-
ditional breeding and selection techniques,
will also be a LMO under the terms of the
Protocol.

(i) Modern biotechnology” means the application of:

a. In vitro nucleic acid techniques, including recombinant deoxyribonucleic acid (DNA)

and direct injection of nucleic acid into cells or organelles, or

b. Fusion of cells beyond the taxonomic family, that overcome natural physiological
reproductive or recombination barriers and that are not techniques used in traditional
breeding and selection;
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Box 15. Comparison of the term LMO in the CBD and in Article 3 of the Protocol

The term “LMO resulting from biotechnology” is used in Article 8(g) and 19(2) of the CBD. The term had been
interpreted as covering all organisms resulting from biotechnology that are alive. During the CBD negotiations
there had been seen to be two distinct categories of LMOs: the first being those modified using traditional
techniques; and the second being “genetically modified” organisms, a sub-set produced using modern bio-
technology, particularly recombinant techniques.72

In the negotiations on the CBD, there was a great deal of discussion as to whether to refer to “LMOs resulting
from biotechnology” or to “genetically modified organisms”. The former term is much wider in that it does not
require the insertion of genetic material. Because some of the concerns directed towards GMOs – such as the
risk of invasiveness, the spread of introduced traits, selection for resistant organisms from bio-pesticides, and
displacement of traditional methods of agriculture and traditional crops – might be, under some circumstances,
equally applicable to traditionally developed or bred organisms, it was decided to use the wider term.73

However, in CBD COP decision II/5 which provided the terms of reference for the negotiation of the Protocol
and, therefore in the Protocol itself, the definition has been narrowed by the reference to modern biotechnology,
the term being defined in the Protocol in such a way as to exclude LMOs produced using traditional breeding
methods.

In many countries, the terms “genetically modified organism”, “genetically engineered organism”, and
“transgenic organism”, are widely used, including in domestic legislation, to describe LMOs covered by the
Protocol.

72
Glowka et al, p.45.

73
Glowka et al, p.45.

72
Glowka et al, p.45.

73
Glowka et al, p.45.



215. The Protocol defines modern biotechnology
as both the application of in vitro nucleic acid
techniques, and fusion of cells beyond the
taxonomic family. This includes, but is not
limited to, in vitro nucleic acid techniques
applied to insertion of genetic material, de-
letion of such material or the alteration of
genetic material (see Box 16). The techniques
applied must also overcome natural

physiological reproductive or recombination
barriers.

216. In vitro nucleic acid techniques, or cell fu-
sion, are techniques which allow very large
evolutionary barriers to be crossed, and for
genes to be moved between organisms which
have not been known to have genetic con-
tact.74 It is now possible directly to insert
genetic material using laboratory techniques.
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Box 16. Description of gene constructs used in in vitro nucleic acid techniques

Once a gene has been isolated from a donor organism, it is modified in the laboratory so that it can be inserted
effectively into the intended recipient organism. The modifications include making a large number of copies of
the gene to be introduced, and possibly introducing changes to the sequence of nucleotides in the isolated gene
in specific ways to enhance the expression of the gene once it is introduced into the intended recipient organism.

Following this, the gene to be introduced is built into a “gene construct”. The gene construct includes a
“promoter sequence” which is necessary to ensure that the gene is expressed correctly in the recipient organism.
Different promoter sequences control gene expression in different ways – some allow continuous expression of
the gene, while others switch expression of the gene on or off at different stages of the life-cycle of the
organisms, or control the particular tissues or organs in which the gene will be expressed. “Termination” and
“signalling” sequences are also incorporated into the gene construct. The termination sequence acts as a signal
that flags where the end of the introduced gene is located: like the promoter sequence, the termination sequence
is also important in ensuring that the introduced gene is expressed correctly. The signalling sequence provides
information about the processing of the product produced from the gene construct.

A “marker gene” is often incorporated into the gene construct – this helps to make it easier to identify which
individuals of a recipient organism have been modified by the introduction of the gene construct. Commonly
used markers genes are those for antibiotic resistance: following introduction of the gene construct, individuals
of the recipient organism are grown in the presence of antibiotics, and under these conditions, only those
individuals that have been modified by the gene construct will show antibiotic resistance and therefore will be
able to grow. Marker genes may be removed from the LMOs formed by this process at a later stage. Because of
concerns over possible spread of antibiotic resistance traits, the use of antibiotic resistance marker genes is being
phased out.

Finally, a vector may be incorporated into the gene construct. The purpose of the vector is to assist transfer
the gene construct into the recipient organism. An example of a gene construct including a bacterial DNA
vector (Agrobacterium plasmid), is shown below.

The following diagram gives an example of a very simple gene construct:

(Note: Gene constructs currently used may include multiple elements – for example, several promoter
sequences and desired genes)

The gene construct is built from genetic material isolated from several different organisms, for example, a
promoter from the Cauliflower Mosaic Virus, a bacterial DNA vector (Agrobacterium plasmid), one or more
genes that may have been modified artificially in the laboratory, termination and signalling sequences, and a
selectable marker gene, for example for resistance to the antibiotic kanamycin.

Promoter sequence
(e.g. from

Cauliflower Mosaic

Virus)

Desired gene(s)

(may be laboratory
modifications of

gene(s))

Termination &
signalling
sequences

(various sources)
(e.g. nos

termination

sequence)

Selectable marker
gene (e.g.

Kanamycin

resistance)

Vector (e.g. Agrobacterium Ti plasmid)

74
Sidney Brenner (1978), from Wright, S. in Molecular Politics – Developing American and British Regulatory Policy for Genetic
Engineering 1972–1982 (University of Chicago Press, 1994), p. 76.



A gene or genes may be copied from any
(donor) organism, modified so as to look like
a gene from an organism similar to the recipi-
ent organism, and inserted into the recipient.
Even without crossing evolutionary barriers,
these techniques allow for rearrangements of
genetic material into combinations that
would not occur through recombination
events during normal cell and organism re-
production.

217. New techniques of modifying the genetic in-
formation within organisms are being dis-
covered all the time. The negotiators of the
Protocol recognized that it was necessary to
provide a definition of “modern biotechno-
logy” that would cover new techniques not
yet envisaged at the time that the Protocol
was adopted, but which may emerge in the
future. Any definition, therefore, needed to

be drafted so as not to exclude new tech-
nological processes not yet identified but
which may give rise to novel combinations of
genetic material through the use of modern
biotechnology.

218. The negotiators agreed that it would not be
possible to cover future developments by in-
cluding detailed lists of existing techniques in
the Protocol. Indeed, such lists would tend to
have the effect of excluding future tech-
niques. The definition in Article 3(i) seeks to
reflect the need to cover future techniques, by
using the wording “in vitro nucleic acid tech-
niques”, giving two existing examples of
such techniques, and leaving open whether
new techniques will be regarded as “in vitro
nucleic acid techniques” or not; and by re-
ferring to fusion of cells.
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Box 18. Stages in making a new LMO using insertion of recombinant DNA

There are usually at least four stages in making a new LMO using insertion of DNA, which is currently the most
commonly applied in vitro nucleic acid technique. It should be noted that other techniques of modern
biotechnology, some of which also involve application of in vitro nucleic acid techniques, and others which
involve cell fusion, may also be applied to produce LMOs.

Stage 1
An organism (the “donor”) with a desired characteristic (trait) is found, and a gene (or more than one) is
identified that confers that trait. The characteristic may be found in micro-organisms, plants or animals. An
example might be tolerance of a particular herbicide or a particular pesticidal property. These genes are
abstracted from the “donor organism”.

Stage 2
Copies of the gene are made, possibly changing the sequence to take into account the preferential codon usage
found in the intended recipient organism.75 Other genes including control elements that may be needed for the
system to work may be added to form a package, termed a “gene construct”: the new genes including their
control units may be derived from different organisms.

Cont.

Box 17. Cell fusion

Cell fusion involves cells from two different organisms that are fused resulting in an organism containing the
genetic information from both parental cells. Recombination between the two sets of genetic material becomes
possible before the fused cell once again splits into two cells each containing a part of the genetic information
from the fused cell. This produces hybrid cells in which a variety of things may occur, including recombination
and segregation, or a chromosome doubling to allow segregation in subsequent cell divisions. Cell fusion can be
applied to bacterial, fungal, plant or animal cells, using a variety of techniques to promote fusion.

219. The insertion of specific foreign DNA into a
bacterial, fungal, plant or animal cell –
which is one of the techniques included
covered by the term “in vitro nucleic acid

techniques” – is discussed in Section III of
the Introduction and described in Box 18
below.

75
The genetic code has many redundancies; it uses a three letter code constructed from the four units that make up the polymeric
nucleic acid, hence there are 64 possible combinations. Approximately twenty of these combinations are actually needed, hence
there may be many different combinations coding for the same ‘amino-acid’ that will be incorporated into a protein. It was found
that different organisms use different sets of these codons preferentially.

75
The genetic code has many redundancies; it uses a three letter code constructed from the four units that make up the polymeric
nucleic acid, hence there are 64 possible combinations. Approximately twenty of these combinations are actually needed, hence
there may be many different combinations coding for the same ‘amino-acid’ that will be incorporated into a protein. It was found
that different organisms use different sets of these codons preferentially.
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Box 18. Stages in making a new LMO using insertion of recombinant DNA (cont.)

Stage 3

The ‘gene construct’ is usually inserted into some form of transfer system that is used to introduce the
modification into the recipient organism.

There are a number of methods used to insert the genetic material, depending on the recipient. In bacteria and
fungi changes are easily accomplished. The single-cell organisms are transformed76 – genes are usually inserted
into a plasmid that is then inserted into the cell, effecting the desired change in phenotype. This results in a
change to the characteristics of the single-cell organism which is heritable and also separable from the main
genetic information.

The most common method for modifying animals is micro-injection. This involves the injection of the
foreign DNA into a fertilized egg, which is then inserted into a mother (in the case of mammals) and allowed to
develop to term. The DNA may be incorporated into a chromosome or exist as an autonomous DNA fragment
which may be replicated and passed on to offspring which may express the inserted characteristics. The first
animal modified in this way was made in the early 1980s and the technique has been applied to many animals,
including cattle, pigs, sheep, fish and insects.

Another method for modifying animals uses retroviruses – a widespread group of viruses – as vectors for
transferring information into animal cells. Retroviruses contain information which causes part or all of their
sequence to be inserted into the genome of the animal they infect; it is possible to remove genes that make these
viruses virulent and introduce genes that are likely to provide the desired characteristics. Retroviruses have been
isolated from a wide variety of vertebrates, including mammals, birds and reptiles and similar organisms have
been found in insects. They are ribonucleic acid (RNA) molecules that are copied to form a complementary
DNA molecule that is then transported to the cell nucleus and one or more copies inserted into the recipient’s
DNA. This integrative step is apparently an essential step in virus replication and appears to occur at random
sites in the recipient DNA.

For plants two principal methods are currently used to introduce new genetic material into the cells. The first,
often called biolistics is a non-biological method of insertion. It involves the direct insertion of the nucleic acid
package using a ballistic method. Very small metal particles (usually gold) are coated with the nucleic acid and
fired at a high velocity into plant cells. For reasons not fully understood, some of the DNA enters a tiny
proportion of the cells and is incorporated into the genome. A whole plant can be regenerated from a single cell,
hence some selection system is used where one of the inserted genes codes for tolerance to a particular chemical
or stress. If the cells that have been subjected to the bombardment are separated and grown under these
conditions, only those that have not been badly harmed and which contain the package are able to grow.
Traditional methods may then be used to select from those cells (or plants) that have successfully been modified
those that might be commercially (or scientifically) useful.

The second method is microbiological. It uses a bacterium, Agrobacterium tumifaciens, that infects plants by
inserting a small plasmid (or circular piece of DNA) into the plant. The genes that this plasmid contains then
become incorporated into the genome of the plant. Scientists have adapted the system that this bacterium has
evolved, to provide a tool to insert novel genetic material, modified by in vitro nucleic acid techniques, into
plants. The cells are separated, and as for biolistics, selection of those that have been successfully modified and
have the right agronomic characteristics follows. There are many plants that are susceptible to infection by
Agrobacterium.

Stage 4

A selection marker is often introduced into the modified organisms. Whatever technique is used to modify the
organism, the number of cells that have been effectively modified may be very small. A technique which detects
un-transformed cells is essential. Transformed cells may also have been irreparably harmed by the process, and
even if they contain the desired characteristics, may now not be viable or have unwanted characteristics, so
further selection is essential.

In the case of plants, the cells are treated and cultured under appropriate conditions (including chemical
treatments) so that they grow into a complete plant. These modified plants and their offspring may be grown for
several generations to ensure that they are stable and maintain the inserted characteristics over a period of time.
During this stage many individual modified organisms may be excluded from further use as they display
unwanted characteristics or the change introduced is not as effective as desired. Changes that work in the
laboratory may also not be effective when tested in the field.

76
Transformation is a process whereby DNA is taken up by a cell or organisms from outside and is incorporated into the genetic
material of the organism.

76
Transformation is a process whereby DNA is taken up by a cell or organisms from outside and is incorporated into the genetic
material of the organism.



221. The definition of modern biotechnology is also
qualified by the requirement that the tech-
niques are not techniques used in traditional
breeding and selection. Traditional breeding
methods are based on selecting and using those
individuals – within a species, or amongst
closely related species – which exhibit desired
traits, as breeding stock for new varieties.
Traditional breeding methods include methods
that involve use of inter-specific hybrids,
which may form under natural conditions.
They also include methods which can be used
to assist exchange of genetic material between
species that would not normally come into
contact and which are not normally sexually
compatible. Other traditional techniques used
for breeding and selection include the use of
vegetative (non-sexual) reproduction through a
variety of mechanisms, including the use of
tissue culture.

222. The initial and most important technique
used was the selection of those organisms
displaying desired characteristics, their mul-
tiplication and subsequent use. A simple ex-
ample would be the retention of the best
produce obtained in a season for use as seed
for a following season rather than its con-
sumption. “Best”, however, will have de-
pended upon where the product was grown.
The “best” seed selected by a grower in one
climatic region may not be the best for use
elsewhere. Techniques that subject the

organism to “stress” allow for selection of
those individuals most adapted to the harsh
conditions that stress implies. These stresses
could include cold, heat, disease, insect de-
predation, competition with weeds, drought
or excess water, too much or too little sun-
light.

223. Cross-breeding techniques are important in
assuring that a variety of desired
characteristics may be incorporated into an
organism used in agriculture. These tech-
niques include crossing and subsequent back-
crossing to achieve the desired set of charac-
teristics and various forms of aided pol-
lination or insemination. Modern breeding
techniques inlude embryo rescue and haploid
techniques.

224. Methods to assist exchange of genetic
material between species mostly are applied
with plants, especially in taxonomic groups
within which interspecific hybridization
occurs naturally. In some cases, mutagenic
agents, such as certain chemicals or ionizing
radiation, have been used to cause mutations
in an organism’s genetic material, following
which selection and further breeding are
undertaken to select those changes that are
both non-lethal and which appear to provide a
desired improvement in the behaviour of the
organism.
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Box 19. Description of natural physiological reproductive and recombination

barriers

A natural physiological barrier is one where the physiology of the individuals concerned would normally
prevent exchange of genetic material – an example is where physiological conditions would prevent fertilization
of a female gamete by a male gamete, even though those gametes could come into contact with each other
through the reproductive process; another example is where fertilization occurs, but physiological factors
prevent the full development of an embryo into a viable individual.

A natural reproductive barrier is one where various mechanisms, which could include, but are not limited to,
physiological mechanisms, prevent exchange of genetic material. Natural reproductive barriers also include
geographical separation, separation in time of the reproductive periods of individuals, or separation in the
ecology of the individuals concerned.

A natural recombination barrier is one beyond which recombination would not be possible under normal
conditions for an organism’s genetic system. Recombination under natural conditions is associated with the
ordered pairing of gene sequences, such that like genes pair with each other along the arms of chromosomes, and
segments of gene sequences may be exchanged between the chromosome pair. This exchange process is called
recombination. Since genes for various traits can exist in various forms (termed “alleles”), the exchange of
genes during recombination results in new combinations of alleles of the genes on each chromosome.

220. The definition of modern biotechnology is
qualified by the requirement that the tech-
niques applied should be techniques that over-

come natural physiological reproductive or
recombination barriers. Descriptions of these
various barriers are provided in Box 19 below.



225. Thus, there are now many techniques available
to the plant breeder by which to seek to
introduce and select for desired improvements
to particular organisms. With care, it is possible
to make crosses, and achieve hybrids between
organisms which are less closely related, and
which would not interbreed under natural con-
ditions, by techniques which are accepted as
part of traditional breeding.

226. It should be noted that selection techniques are
used, following use of in vitro nucleic acid
techniques, or of cell fusion techniques, to
select those individuals that exhibit desired
traits; and that these individuals are used for

further reproduction using a variety of
techniques, which may include techniques of
traditional breeding. The criterion that de-
termines whether an organism is a LMO under
the terms of the Protocol is the application of an
in vitro nucleic acid technique, or a cell fusion
technique beyond the taxonomic family, to
obtain an organism that contains a novel com-
bination of genetic material. Any organism into
which such a novel combination of genetic
material is subsequently transferred, even if
that transfer is achieved through traditional
breeding and selection techniques, will also be
a LMO under the terms of the Protocol.

(j) “Regional economic integration organization” means an organization con-
stituted by sovereign States of a given region, to which its member States have
transferred competence in respect of matters governed by this Protocol and
which has been duly authorized, in accordance with its internal procedures, to
sign, ratify, accept, approve or accede to it;

227. This definition reproduces the definition of
this term in Article 2 of the CBD. The
European Union is so far the only “regional
economic integration organization” to satisfy
the definition. The transfer of competence is

particularly relevant, in the context of this
Protocol, to the right to vote, as described in
Article 31(2) of the CBD, applicable to
Protocols concluded thereunder.

(k) “Transboundary movement” means the movement of a living modified
organism from one Party to another Party, save that for the purposes of Articles
17 and 24 transboundary movement extends to movement between Parties and
non-Parties.

228. The purpose of this definition is to indicate
that, generally, the term transboundary
movement in the Protocol is restricted to
movements of LMOs between Parties to the
Protocol – except for the purposes of two
specific articles. Article 17 addresses un-
intentional transboundary movements of

LMOs, and Article 24 addresses trans-
boundary movements of LMOs involving
non-Parties. In these Articles, transboundary
movement does not have, and logically can-
not have, the meaning provided in the
definition in Article 3(k).
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Article 4. Scope

This Protocol shall apply to the transboundary movement, transit, handling and use
of all living modified organisms that may have adverse effects on the conservation
and sustainable use of biological diversity, taking also into account risks to human
health.

229. Article 4 specifies the activities and organ-
isms to which the Protocol applies: i.e. in
what circumstances must a Party apply the
provisions of the Protocol.

230. Articles 4, 5, and 6 of the Protocol are closely
linked to each other.

� Article 4 states the general rule as to the
Protocol’s areas of applicability;

� Article 5 exempts, under certain condi-
tions, the transboundary movement of one
specific class of LMOs – i.e. LMOs “which
are pharmaceuticals for humans” – from
the applicability of the Protocol; and

� Article 6 provides a more limited except-
ion – it exempts LMOs “in transit” and
LMOs “destined for contained use” from
the application of the advance informed
agreement (AIA) procedure laid down in
Articles 7 to 10 and 12 of the Protocol.

231. Some of the terms used in Article 4 are speci-
fically defined in Article 3 – so the applic-
ability of the Protocol to specific organisms

and activities also depends upon these de-
finitions – in particular the definitions of
“LMO” (including the terms “living
organism” and “modern biotechnology”)
and “transboundary movement”.

232. The scope of the Protocol was the subject of
intense negotiations among States as early as
the 1995 negotiations at CBD COP2 on the
mandate to negotiate a Protocol. It was a
major issue in the meetings of the BSWG and
in the two sessions of ExCOP. Generally
speaking, developing countries pushed for
the application of the Protocol to all LMOs.
Developed countries in general pushed for a
more limited scope to the Protocol. Among
the major issues in dispute here was the
applicability of the Protocol to LMOs that
are pharmaceuticals, and to the transit and
contained use of LMOs. The structure and
content of Articles 4, 5, and 6 of the Protocol
reflects the compromises finally agreed upon
during the resumed session of the ExCOP in
Montreal, Canada, in January 2000.
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Box 20. Understanding the concept of “scope” in the Protocol

In many ways, the scope of the Protocol is a function of how the Parties eventually defined the many technical
terms in the text. Through its definitions of “LMO”, “living organism”, “modern biotechnology” and
“transboundary movement”, the Protocol effectively defines its areas of applicability.

“Scope”, in the context of the Protocol should always be understood by distinguishing between the scope of
the Protocol (Article 4) and the scope of the Advance Informed Agreement procedure (Articles 6 and 7 provide
for exemptions from this procedure). Through this distinction, competing interests found ways to accept the
Protocol. On one hand, those who wanted a broad application of the Protocol could legitimately claim that all
LMOs were covered by Article 4. On the other hand, those who wanted a limited scope for the Protocol found
comfort in the limitations on the application of the provisions of the Protocol as exemplified by Articles 5, 6 and
7. This “innovative mathematics” – the balancing between these two concepts of scope – made it possible for
the debate on this issue to be resolved in a satisfactory fashion.



233. The concept of scope in Article 4 has two ele-
ments:

(1) the activities to which it is applicable; and

(2) the subject matter to which it is appli-
cable, i.e. to which organisms it applies.

234. The Protocol is made applicable to the fol-
lowing activities:

� transboundary movement – this term is de-
fined in Article 3(k) as follows. “the move-
ment of a LMO from one Party to another
Party, save that for the purposes of
Articles 17 and 24 transboundary move-
ment extends to movement between Parties
and non-Parties”. This appears to exclude
from the scope of the Protocol any
movement of a LMO from the territory of
one Party into an area beyond national
jurisdiction, e.g. the high seas. The
Protocol addresses both intentional and
unintentional transboundary movement of
LMOs although, as will be seen, most of
its operative provisions are concerned with
intentional transboundary movements.
Unintentional transboundary movements
are specifically addressed in Article 17.

� transit – the Protocol does not contain a
definition of “transit”. However, the ordi-
nary meaning of “transit” within the con-
text of the Protocol and in the light of the
Protocol’s objective and purpose is the
passage of a LMO across or through the
territory of one or more States.77

� handling and use – the Protocol also does
not contain any definition of the terms

“handling” or “use”. The ordinary mean-
ing of “handling” would appear to refer to
the manual or mechanical process or
method by which LMOs are moved, car-
ried, transported, delivered, or worked
with. The term “use” is also not defined,
although Article 3(b) provides a definition
of “contained use”. Seen in its ordinary
meaning and within the context of the defi-
nition of “contained use” in the Protocol
and in the light of the Protocol’s objective
and purpose, the term “use” would appear
to refer to any operation involving LMOs.

235. As to subject matter, the Protocol applies to
“all living modified organisms”. The term
“living modified organism” is expressly de-
fined in the Protocol as containing three es-
sential elements (see commentary on Article
3(g)–(i)):

(1) it must be a “living organism”;

(2) it must possess a “novel combination of
genetic material”; and

(3) such genetic material must have been
“obtained through the use of modern bio-
technology”.

236. For the implications on the scope of the
Protocol of the phrase “that may have adverse
effects on the conservation and sustainable
use of biological diversity, taking also into
account risks to human health”, see com-
mentary on Article 1.
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The terms used in a treaty, in the absence of a special meaning of the term expressed in the treaty by the parties, are to be
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Article 5. Pharmaceuticals

Notwithstanding Article 4 and without prejudice to any right of a Party to subject all
living modified organisms to risk assessment prior to the making of decisions on
import, this Protocol shall not apply to the transboundary movement of living
modified organisms which are pharmaceuticals for humans that are addressed by
other relevant international agreements or organizations.

237. Article 5 exempts from the application of the
Protocol the transboundary movement of
LMOs that are pharmaceuticals for humans.
LMOs that are pharmaceuticals for humans
are principally genetically engineered vac-
cines (e.g. micro-organisms genetically modi-
fied to transmit the hepatitis B vaccine). In
order to be exempt, such LMOs must be ad-
dressed by other relevant international agree-
ments or organizations. The principal relevant
international organization in this area appears
to be the World Health Organization.

238. Despite this exemption, Article 5 recognizes
the rights of Parties to subject all LMOs to
risk assessment prior to any decision on
import. – i.e. although the transboundary
movement of the LMOs mentioned in Article
5 is not subject to the provisions of the
Protocol, Parties may still decide to subject
such LMOs to risk assessment prior to
import.

239. The exemption in Article 5 refers only to the
transboundary movement of LMOs that are
pharmaceuticals for humans. Thus, Articles
7, 8, 9, 10 and 12 clearly do not apply to such
LMOs. Other provisions of the Protocol, such
as those on capacity building and public
awareness and participation, however, do
apply.

240. The issue of exempting pharmaceutical
LMOs from the scope of the Protocol was the
subject of much discussion during the nego-
tiations. Early proposals, especially from de-
veloped countries, involved expressly
excluding pharmaceuticals within the text of
the general provision on scope of the
Protocol (i.e. what is now Article 4). Many
developing countries opposed such propo-
sals, arguing that the general scope of the
Protocol should cover all LMOs, but they
were amenable to including such an exemp-
tion in a separate provision. This accounts
for the present structure of Articles 4 and 5.
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Box 21. Why were pharmaceuticals a controversial issue?

Article 5 is the result of intense negotiations in the BSWG meetings and during the Cartagena and Montreal
sessions of the ExCOP. During these negotiations, many developing country delegations raised concerns about
exempting pharmaceuticals for humans from the scope of application of the Protocol. Some stressed the need for
the Protocol to take into account future developments in gene therapy and the use of genetically modified plants
and animals to produce pharmaceutical substances, as well as the potential adverse effects of genetically
modified pharmaceutical viruses and micro-organisms on human health and the environment. Article 5 clearly
applies to pharmaceuticals for humans but not to the use of genetically modified plants and animals to produce
them. The cultivation of such plants and the propagation of such animals and their transboundary movement is
not exempt under this Article.

Article 5 reflects a compromise formulation, in which only transboundary movements of LMOs which are
pharmaceuticals for humans and which, as such, are also subject to other international agreements (see Box 22)
or organizations (such as the World Health Organization), will be exempt from the scope of application of the
Protocol.



241. For the Article 5 exemption to be applicable
as an exception from the general rule on
scope of the Protocol expressed in Article 4,
the following elements must be present:

� there must be a “transboundary move-
ment” (see Article 3(k));

� the transboundary movement must involve
LMOs “which are pharmaceuticals for
humans”; and

� the LMOs concerned must be “addressed
by other relevant international agreements
or organizations”.

242. The transboundary movement of such LMOs
is not subject to the AIA procedure and to the
other provisions of the Protocol that are rele-
vant to transboundary movement, except for
the right of a Party to subject the LMO to risk
assessment prior to import. Other provisions
of the Protocol will still apply.78

243. The following categories of LMOs, however,
do not satisfy the conditions in Article 5 and
will be subject to the Protocol’s provisions on
AIA and those relevant to transboundary
movement, depending upon their intended
use (see commentary on Articles 6, 7 and 11):

� LMOs which are not pharmaceuticals for
humans (e.g. LMOs that are intended for
veterinary purposes);

� LMOs which are intended to serve as raw
material for the production of pharmaceu-
ticals for humans (e.g. genetically modified
plants, animals and micro-organisms);

� LMOs which are pharmaceuticals for
humans but which are not addressed by
relevant international agreements or organi-
zations – e.g. those on which no action has
been taken as yet under a potentially rele-
vant international agreement or organiza-
tion.

244. In relation to the last of these elements, the
Protocol does not make clear what is meant
by “are addressed” – for example, to what
extent must the agreement or organization in
question explicitly address the issues and
activities addressed by the Protocol? Nor
does Article 5 specify what would constitute
an international agreement or organization
for the purposes of satisfying the exemption.
While Article 14 of the Protocol allows
Parties to enter into bilateral, regional and
multilateral agreements and arrangements re-
garding intentional transboundary move-
ments of LMOs, these must be consistent
with the objective of this Protocol and must
not result in a lower level of protection than
that provided for by the Protocol.

245. The exemption in Article 5 of phar-
maceuticals for humans is qualified in that it
is without prejudice to the right of any Party
to subject the LMO in question to risk assess-
ment “prior to the making of decisions on
import”. Thus, Parties may still subject such
pharmaceutical LMOs to a risk assessment
process prior to allowing the importation.
The right of a Party to subject LMOs that are
pharmaceuticals for humans to risk assess-
ment is a right which is inherent in every
country, which can regulate such LMOs con-
sistent with national standards on human
health.

246. While there are relevant international agree-
ments that are applicable to pharmaceuticals
for humans, many of these agreements deal
with human health concerns but do not yet
directly address the environmental and
biodiversity impacts of LMOs. A Party may,
in the context of a particular import of a
pharmaceutical for humans, wish to assess
the adequacy of these agreements and require
appropriate additional risk assessment as pro-
vided for in its national legislation.
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See Box 10, under Article 1 above, for an analysis of the provisions of the Protocol which are relevant only to transboundary
movement of LMOs, and those that apply more generally.
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Article 5. Pharmaceuticals

Box 22. Transboundary movement of pharmaceuticals for humans

The cross-border movement of pharmaceuticals for humans in general is governed by the World Health
Organization’s (WHO) “Certification Scheme on Pharmaceutical Products Moving in International
Commerce”. This Scheme is an administrative instrument that is applicable to finished dosage forms of
pharmaceutical products intended for administration to human beings or to food-producing animals, and
requires the pharmaceuticals regulatory authority of the exporting country to attest to its counterpart in the
importing country, upon application by a commercially interested party, that:

(a) “a specific product is authorized to be placed on the market within its [exporting country] jurisdiction or,
if it is not thus authorized, the reason why that authorization has not been accorded”;

(b) “the plant in which it [the pharmaceutical product] is produced is subject to inspections at suitable
intervals to establish that the manufacturer conforms to GMP [“Good Practices in the Manufacture and
Quality Control of Drugs”] as recommended by WHO”; and

(c) “all submitted product information, including labelling, is currently authorized in the certifying
country”.

The phrase “pharmaceutical products” is defined for purposes of the Scheme above as “any medicine
intended for human use or veterinary product administered to food-producing animals, presented in its finished
dosage form or as an active ingredient for use in such dosage form, that is subject to control by pharmaceutical
legislation in both the exporting State and the importing State”.

It should be noted that in the Protocol negotiations, many countries initially opposed to exempting
pharmaceuticals for humans were reassured by the incorporation of risk assessment in this certification
mechanism. It would be necessary to verify whether this is in fact part of the practice in the implementation of
the mechanism.

(See WHO, Guidelines on the Implementation of the WHO Certification Scheme on the Quality of
Pharmaceutical Products Moving in International Commerce, http://www.who.int/medicines/teams/qsm/
certifguide.html)

The 1970 Convention for the Mutual Recognition of Inspections in Respect of the Manufacture of
Pharmaceutical Products (“Pharmaceutical Inspections Convention,” available at: http://www.austlii.edu.au/
au/other/dfat/treaties/1993/2.html) defines “pharmaceutical product” in Article 1(2) thereof as:

(a) “any medicine or similar product intended for human use which is subject to control by health legislation
in the manufacturing Contracting State or in the importing Contracting State; and

(b) “any ingredient which the manufacturer uses in the manufacture of a product referred to in subparagraph
(a) above”.

The 1970 Pharmaceutical Inspection Convention provides for mutual recognition of pharmaceutical inspection
and quality control standards among the participating States, and promotes the exchange of information related
thereto. The “Pharmaceutical Inspection Cooperation Scheme” provides the institutional framework for such
information exchange and standards harmonization (available at http://www.picscheme.org/index.htm). The WHO
Certification Scheme described above is consistent with the provisions of the 1970 Pharmaceutical Inspection
Convention.



Article 6. Transit and contained use

1. Notwithstanding Article 4 and without prejudice to any right of a Party of
transit to regulate the transport of living modified organisms through its
territory and make available to the Biosafety Clearing-House, any decision of
that Party, subject to Article 2, paragraph 3, regarding the transit through its
territory of a specific living modified organism, the provisions of this Protocol
with respect to the advance informed agreement procedure shall not apply to
living modified organisms in transit.

2. Notwithstanding Article 4 and without prejudice to any right of a Party to
subject all living modified organisms to risk assessment prior to decisions on
import and to set standards for contained use within its jurisdiction, the provis-
ions of this Protocol with respect to the advance informed agreement procedure
shall not apply to the transboundary movement of living modified organisms
destined for contained use undertaken in accordance with the standards of the
Party of import.

247. Article 6 provides for two limited and quali-
fied exceptions from the general scope of
applicability of the Protocol provided for in
Article 4. These apply to:

� LMOs in transit through the territory of a
Party; and

� LMOs destined for contained use in the
importing Party.

248. These LMOs are within the scope of the
Protocol. But Article 6 exempts them from the
application of the Protocol’s provisions on
the advance informed agreement procedure
(see commentary on Articles 7, 8, 9, 10, and
12). All other provisions of the Protocol
remain applicable to such LMOs. Moreover,
Article 6 recognizes the right of Parties to
regulate the entry of such LMOs into their
territory.

1. Notwithstanding Article 4 and without prejudice to any right of a Party of
transit to regulate the transport of living modified organisms through its
territory and make available to the Biosafety Clearing-House, any decision of
that Party, subject to Article 2, paragraph 3, regarding the transit through its
territory of a specific living modified organism, the provisions of this Protocol
with respect to the advance informed agreement procedure shall not apply to
living modified organisms in transit.

249. Article 6(1) identifies the first category of
LMOs to be exempt from the application of
the AIA procedure. These are LMOs that are
“in transit” – i.e. LMOs that are moving or
passing through or across the territory of one
or more Parties to the Protocol. Thus, the
Protocol’s specific AIA rules do not apply to
LMOs in transit. However, the Protocol does
not affect the rights of a State of transit under
general international law to regulate activi-
ties within its territory. In this regard, a Party
(or a non-Party) through whose territory a
LMO in transit is passing may regulate the
transport and handling of that LMO while it is
on its territory – e.g. it may impose handling
and other transport safety and health

precautions and regulatory measures on
transiting LMOs.

250. With regard to transit of LMOs through the
territorial sea or exclusive economic zone of
a coastal State, Article 2(3) of the Protocol is
also relevant. Article 2(3) of the Protocol
recognizes the sovereignty of States over
their territorial sea, their sovereign rights and
jurisdiction over their exclusive economic
zones, and the exercise by ships and aircraft
of navigational rights and freedoms provided
for under international law (see commentary
on Article 2(3) and Box 11).

251. In sum, subject to international law, Parties
(and non-Parties as well) can require prior
notification of transit through their national
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law. While Article 6(1) exempts LMOs in
transit from the AIA procedure, there is noth-
ing in the Protocol which prohibits Parties from
imposing such regulatory and safety rules as
they deem necessary, including requiring risk
assessment, and positive consent by State
authorities before transit is permitted. These
rights arise under general international law
(and the law of the sea) and thus are also
available to non-Parties to the Protocol.

252. Any decision made by a Party with respect to
the transit of LMOs through its territory
should be made available to the Biosafety
Clearing-House established under Article 20
of the Protocol.

253. Although the AIA provisions of the Protocol
do not apply to LMOs in transit, other
provisions of the Protocol remain applicable.
In particular it should be noted that Article
18, which provides the rules for handling,
transport, packaging and identification of
LMOs, applies to LMOs in transit.

254. Finally, if a LMO moves from one Party to
another through a transit State, subject to the

terms of Article 7 (see below), that LMO may
still be subject to the AIA procedure as be-
tween the Party of export and the Party of
import. Article 6(1) simply provides that the
AIA procedure does not apply as between the
Party of export and the transit Party.

255. During the negotiation of the Protocol, speci-
fic concerns were raised by some countries,
particularly small island developing States,
regarding transshipment of LMOs. Simply
put this is where LMOs are moved from one
ship (or mode of transport) to another whilst
on the way to their final destination. There
was some discussion as to whether this acti-
vity should be subject to special notification,
consent or documentation requirements. It
appears to be addressed now within the gen-
eral provision in Article 6, i.e. the AIA pro-
cedure does not apply, but the right of a Party
(or non-Party) through whose territory a
LMO is being transshipped may, in accord-
ance with its rights under general inter-
national law, regulate the handling of that
LMO while it is on its territory.

2. Notwithstanding Article 4 and without prejudice to any right of a Party to
subject all living modified organisms to risk assessment prior to decisions on
import and to set standards for contained use within its jurisdiction, the pro-
visions of this Protocol with respect to the advance informed agreement pro-
cedure shall not apply to the transboundary movement of living modified
organisms destined for contained use undertaken in accordance with the
standards of the Party of import.

256. Article 6(2) of the Protocol identifies the ele-
ments for a second category of LMOs to be
exempted solely from the coverage of the
AIA procedure, but not from the other pro-
visions of the Protocol. The conditions to be
fulfilled for this exception to apply are:

� there must be a “transboundary movement
of a LMO”;

� that LMO must be “destined for contained
use” (see Article3(b)); and

� the contained use must be “undertaken in
accordance with the standards of the Party
of import”.

257. All of these must be present for the exception
to be applicable. Thus, if the LMO is not
destined for contained use, or if the contained
use is not undertaken in accordance with the
importing Party’s standards relating to such

contained use of LMOs, the LMO in question
will continue to be subject to the AIA pro-
cedure under the Protocol.

258. A number of countries have adopted stand-
ards for contained use of LMOs. For ex-
ample, in the European Union Directive
90/219/EEC (as amended by Directives
94/51/EC, 98/81/EC and Council Decision
2001/204/EC)79 lays down common mea-
sures for the contained use of genetically
modified micro-organisms (GMMs) with a
view to protecting human health and the
environment. The Directive requires users of
GMMs to carry out an assessment of the
contained use as regards the risks to human
health and the environment that the
contained use may incur, using as a minimum
the elements of assessment and the procedure
set out in an annex to the Directive. This
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assessment “shall result in the final classifi-
cation of the contained uses in four classes
applying the procedure set out in Annex III,
which will result in the assignment of con-
tainment levels”. These four classes refer to
activities of no or negligible risk, activities of
low risk, activities of moderate risk and acti-
vities of high risk. Prior to the contained use
of the GMMs the user shall submit a noti-
fication, which varies according to the classi-
fication of the contained use to the competent
authorities, including the information listed
in Annexes to the Directive. The competent
authorities will in turn “examine the con-
formity of the notification,…the accuracy of
the information,…the correctness of the
assessment,…the class of contained uses
and, where appropriate, the suitability of the
containment and other protective measures,
the waste management, and emergency re-
sponse measures”.

259. Despite Article 6(2), Parties (and non-
Parties) still have the right to subject all
LMOs to risk assessment and to set standards

and regulations for the contained use of
LMOs within their territorial jurisdiction.
Serious concerns were voiced during the final
negotiations regarding the potential implica-
tions of the contained use provisions of the
Protocol. The AIA procedure in the Protocol
is essentially triggered by the exporter (see
commentary on Article 7). However, there is
no specific obligation in the Protocol on the
exporter or the Party of export to ensure that
the final use of the LMO in the Party of
import conforms to the intended use. Thus if
an exporter intends to export a LMO for con-
tained use in the Party of import, it is not
required to ensure that the LMO is subse-
quently used only in containment nor that
standards of containment in the Party of im-
port are adequate. In cases where there is a
possibility or where it is likely that a LMO
initially imported for contained use may sub-
sequently be introduced into the environ-
ment, the Party of import may be justified in
requiring the application of the AIA pro-
cedure prior to the first import.
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Article 7. Application of the Advance Informed
Agreement procedure

1. Subject to Articles 5 and 6, the advance informed agreement procedure in
Articles 8 to 10 and 12 shall apply prior to the first intentional transboundary
movement of living modified organisms for intentional introduction into the
environment of the Party of import.

2. “Intentional introduction into the environment” in paragraph 1 above, does not
refer to living modified organisms intended for direct use as food or feed, or for
processing.

3. Article 11 shall apply prior to the first transboundary movement of living
modified organisms intended for direct use as food or feed, or for processing.

4. The advance informed agreement procedure shall not apply to the intentional
transboundary movement of living modified organisms identified in a decision
of the Conference of the Parties serving as the meeting of the Parties to this
Protocol as being not likely to have adverse effects on the conservation and
sustainable use of biological diversity, taking also into account risks to human
health.

260. Article 7 identifies those LMOs which will be
subject to the advance informed agreement
procedure set out in Articles 8–10 and 12. It
also identifies a specific category of LMOs
which will be subject instead to a separate

procedure, set out in Article 11. Finally, it
provides a procedure for the possible future
exclusion of specific LMOs from the AIA
procedure by a decision of the COP/MOP
(see commentary on Article 29).

261. While Article 7 is titled “Application of the
Advance Informed Agreement Procedure”, it
is important to recall that other provisions of
the Protocol are also relevant to determining
whether or not the AIA procedure in Articles
8–10 and 12 of the Protocol applies to a
particular transboundary movement of a
LMO. These are:

� Article 4, which determines the scope of
the Protocol as a whole;

� Article 5, which excludes the transbound-
ary movement of certain pharmaceutical
LMOs from the scope of the Protocol;

� Article 6, which exempts two categories of
transboundary movements of LMOs from

the application of the AIA procedure,
namely:

� LMOs in transit (Article 6(1)); and

� LMOs destined for contained use
undertaken in accordance with the
standards of the Party of import (Article
6(2));

� Article 13(1)(b), which allows a Party of
import, subject to conditions, to specify
that imports of certain LMOs to it will be
exempted from the AIA procedure;

� Article 14(3), which exempts from the
provisions of the Protocol intentional
transboundary movements of LMOs that
take place pursuant to bilateral, regional or
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Box 23. What is AIA?

Advance informed agreement requires that before the first intentional transboundary movement of a specific
LMO into its jurisdiction, the Party of import:

� is notified of the proposed transboundary movement;

� receives information about the LMO and its proposed use; and

� is given an opportunity to decide whether or not to allow the import of the LMO, and upon what conditions
(if any).



multilateral agreements or arrangements
(as provided under Article 14), as between
Parties to those agreements and arrange-
ments;

� Article 14(4), which allows a Party to de-
termine (and notify to the Biosafety
Clearing-House) that its domestic regu-
lations shall apply with respect to specific
imports.

262. It should be noted that some of the Articles
listed above provide exemptions from the
AIA procedure that are applicable as between
all Parties to the Protocol (Articles 4, 5, 6 and
7), whereas some allow for potential exempt-
ions at the discretion of the Party of import,
and subject to certain conditions (Articles 13
and 14). More detail on each of these Articles
is provided in the relevant sections of this
Guide.

What is the Advance Informed Agreement procedure?

263. The central procedural mechanism set out in
the Protocol to regulate transboundary move-
ment of LMOs is the advance informed agree-
ment procedure. Article 7 (taken together with
the other Articles listed above) establishes the
scope of the application of the AIA procedure –
i.e. to which transboundary movements the
procedure applies. The AIA procedure itself is
then set out in Article 8, 9, 10 and 12. Other
provisions of direct relevance to the AIA pro-
cedure include:

� Article 15 (Risk Assessment);

� Article 19 (Competent National Authorities
and National Focal Points);

� Article 21 (Confidential Information);

� Article 26 (Socio-economic Considerations);

� Annex I (Information Required in Noti-
fications under Articles 8, 10 and 13); and

� Annex III (Risk Assessment).

264. The AIA procedure essentially requires that
before the first transboundary movement of a
LMO that is subject to the AIA procedure, the
Party of import is notified of the proposed
transboundary movement and is given an op-
portunity to decide whether or not the import
shall be allowed and upon what conditions.
This decision must be based upon a risk
assessment. The provisions in Articles 8, 9,
10 and 12 of the Protocol and related
provisions in Articles 15, 19, 21 and 26, as
well as Annexes I and III to the Protocol
attempt to address and clarify a number of
important aspects of the AIA procedure.

265. The AIA procedure is modelled loosely on
existing mechanisms in international law for
the transboundary movement of hazardous
substances, for example the prior informed
consent (PIC) procedures in the Basel

Convention on the transboundary movement
and disposal of hazardous wastes and the
Rotterdam Convention on chemicals in inter-
national trade. However, the AIA procedure
in the Protocol differs from previous models
in certain important respects. In addition, as
noted in more detail below, the Protocol
allows a significant degree of flexibility to
Parties as to whether they apply the AIA
procedure set out in the Protocol or instead
use a different domestic regulatory procedure
which must, nonetheless, be consistent with
the Protocol (see, for example, Article 9).

266. The flexibility and discretion accorded to
Parties under the Protocol means that the pro-
cedure to be followed by the Party of export,
the exporter, the importer and the Party of
import in any given case may vary signi-
ficantly depending upon, for example:

� the identity of the countries involved in the
transboundary movement (i.e. the import-
ing and exporting countries, as well as any
transit countries);

� the LMO in question; and

� the intended use of that LMO in the Party
of import.

267. In order to ensure that it is complying with the
Protocol and with the relevant national legis-
lation of the Party of import in relation to
AIA, the Party of export of a LMO (and
indeed a non-Party exporting a LMO) will
need to consider (or require the exporter to
consider) a number of questions (see Box
24).

268. As noted above, the provisions in Articles 8,
9, 10 and 12 of the Protocol and related pro-
visions in Articles 15, 19, 21 and 26, as well
as Annexes I and III to the Protocol, attempt
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to address and clarify a number of aspects of
the AIA procedure. For example:

� Who initiates the AIA procedure – i.e. who
notifies the Party of import of the proposed
import of a LMO (Article 8)?

� What information must be provided with
the notification (Article 8; Annex I)?

� Is the Party of import under any obligation
to keep information received in the AIA
procedure confidential (Article 21)?

� How long does the Party of import have to
make a decision whether to allow or to
prohibit the import of the LMO (Articles 9
and 10)?

� On what basis must the decision be made
(Articles 10 and 15; Annex III)?

� Who is responsible for undertaking the
risk assessment? And who will pay for it
(Articles 10 and 15)?

� What factors should be taken into account
in the risk assessment process (Article 15;
Annex III)?

� What happens if the Party of import fails to
respond to a notification, or fails to make a
decision on import within the time period
allowed in the Protocol (Articles 9 and
10)?

� Under what circumstances can import de-
cisions be reviewed (Article 12)?

269. However, the flexibility accorded to Parties
under the Protocol, and the terms of the AIA
provisions of the Protocol themselves, may
give rise to some ambiguity and uncertainties
in practice. Parties to the Protocol will need
to implement the AIA provisions, or similar,
in their domestic laws and regulations in
order to give effect to them. In this respect,
transparent and comprehensive domestic
regulations and procedures can assist in
clarifying some of the areas left unclear in the
Protocol.
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Box 24. Is this transboundary movement of this LMO subject to the AIA procedure?

� What type of LMO is involved?

– Is it within the scope of the Protocol (Articles 4 and 5)?

– Is it within the scope of application of the Protocol’s AIA procedure (Article 7)?

– Has it subsequently been exempted from AIA by the COP/MOP (Article 7(4))?

– Is the LMO being imported into the Party of import for the first time(Article 7(1))?

– Is it a LMO to which the Party of import has decided to apply simplified procedures (Article13)?

� What is the country of import?

– Is it a Party to the Protocol?

– Is it a party to a relevant bilateral, regional or multilateral arrangement with the Party of export under
Article 14?

– Has it indicated that it will apply the Protocol’s AIA procedure to potential imports of LMOs, or its own
domestic regulatory framework instead?

– Has it indicated through the Biosafety Clearing-House that it will apply simplified procedures to certain
LMOs (Article 13)?
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1. Subject to Articles 5 and 6, the advance informed agreement procedure in
Articles 8 to 10 and 12 shall apply prior to the first intentional transboundary
movement of living modified organisms for intentional introduction into the
environment of the Party of import.

First intentional transboundary movement

270. During the negotiation of the Protocol, there
was some debate as to whether the AIA pro-
cedure should apply to every transboundary
movement of a LMO into a Party or only to the
first transboundary movement of a specific
LMO into a Party of import. Article 7(1)
appears to resolve this issue, providing that
AIA shall only apply to the “first intentional
transboundary movement of LMOs into the
environment of the Party of import”. However,
on the face of Article 7(1), it may be somewhat
unclear whether AIA will be required each
time a particular LMO is imported into a Party
for the first time from a “new” Party of export,
or whether it only applies the first time a par-
ticular LMO is imported into the Party of im-
port from any Party – after which, assuming the
first import is allowed, imports of the same
LMO should be allowed under the same con-
ditions from all Parties. The former interpre-
tation could be supported by a strict reading of
the definition of “transboundary movement” in
Article 3(k) which indicates that this term
means the “movement of a LMO from one
Party to another Party”. In this interpretation,
“one Party” in Article 3(k) refers to a specific
Party of export – so each time a new Party of
export is involved in a transaction with the
Party of import, it would constitute the “first”
transboundary movement for the purposes of
Article 7.

271. A plain reading of Article 7(1) may provide
more support for the interpretation that the
AIA procedure applies where a particular
LMO is to be introduced into the Party of
import for the first time from any other Party
to the Protocol, and that AIA does not apply
automatically each time the same LMO is
subsequently imported from other Parties.
However, such an interpretation may give
rise to some difficulties for the Party of
import. If it approves the first import of a
specific LMO from another Party, then for
subsequent imports from that Party or from
other Parties, the Party of import will need to
be sure that what is being imported is in fact
the “same” LMO that has already been
approved under the AIA procedure. In the

absence of unique identification mechanisms
(see Box 34) this may not be a simple matter.
The Party of import will need to be aware of
subsequent imports, which suggests a need
for some notification procedure so that the
Party of import can confirm that the LMO to
be imported is the same as that which has
been approved. This issue may be appro-
priately addressed under the provision in
Article 10(3)(a) for conditions to be attached
to import approvals, or by the provision in
Article 12(4) which allows a Party of import
to require a risk assessment for subsequent
imports. In these provisions, the Protocol
provides a “safety net” for Parties of import
in that they may require approvals for subse-
quent imports of LMOs.

272. The use of the word “intentional” in Article
7(1) also raises certain interpretative diffi-
culties.

� First, in the phrase “intentional trans-
boundary movement of LMOs”, the word
“intentional” might be interpreted as refer-
ring either to the transboundary movement
or to the LMOs, or to both. By way of
practical example, suppose an exporter in-
tends to make a shipment not of LMOs but
of conventional (non-modified) seeds, but
knows or suspects that the shipment may
have unintentionally become contaminated
with a small percentage of LMOs. Would
this constitute an intentional transboundary
movement of LMOs for the purpose of trig-
gering the Protocol’s AIA procedure?

� Second, Article 7(1) and 7(2) refer to
“intentional introduction into the environ-
ment”, but do not specify whose intention
is relevant here: for example the exporter,
the importer or the Party of import. In this
regard, it is significant that it is the ex-
porter or Party of export which triggers the
AIA procedure by making the notification
of the proposed transboundary movement
to the Party of import. However, the ex-
porter and Party of export are unlikely to
be involved in the final use of the LMO in
the Party of import (see further paragraph
275 below).
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Intentional introduction into the environment of the Party of import

273. This phrase further limits the application of
the Protocol’s AIA procedure. Article 7(1)
removes from the AIA provisions of the
Protocol any LMO which is not destined for
intentional introduction into the environment
of the Party of import.

274. The phrase “intentional introduction into the
environment” is not defined. However, para-
graph 2 of Article 7 makes it clear that it
excludes LMOs which are intended for direct
use as human food or animal feed, or for

processing (see commentary on Article 11).
Intentional introduction into the environment
may include for example: the use of the LMO
in question in field trials in the Party of im-
port; the commercial scale growing of agri-
cultural LMOs; the release of transgenic fish;
or the deliberate release of genetically modi-
fied micro-organisms into the environment.
In general, the term “introduction into the en-
vironment” may be contrasted with
“contained use” in Article 3(b).

275. It is notable that the Protocol does not ex-
pressly require the exporter or the Party of
export to seek confirmation that exported
LMOs are or will only be used only for their

intended purpose once in the Party of import.
This may be contrasted with, for example,
the Basel Convention on the Transboundary
Movement of Hazardous Wastes and their
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Box 26. Intentional introduction into the environment of a LMO

As noted above, this phrase is not defined in the Protocol. Some examples of national legislation or regulations
on biosafety incorporate similar terms, but tend to use the word “release”. For example:

� EU Directive 2001/18 on the deliberate release into the environment of GMOs defines “deliberate
release” as “any intentional introduction into the environment of a GMO or a combination of GMOs for
which no specific containment measures are used to limit their contact with and to provide a high level of
safety for the general population and the environment”.

� Australia’s 2000 Gene Technology Act provides that “a dealing with a GMO involves the intentional
release of the GMO into the environment if the GMO is intentionally released into the open environment,
whether or not it is released with provision for limiting the dissemination or persistence of the GMO or its
genetic material in the environment”.

� Colombia’s Resolution 3492 of 22 December 1998 regulating and establishing a procedure for the
introduction, production, release and commercialization of genetically modified organisms uses the term
“release into the environment” defined as “the use of a product manipulated outside the limits of a normal
physical confinement in a closed area, laboratory, greenhouse, fermented, or any other closed structure
under established biosafety conditions”.

� Norway’s Gene Technology Act No. 38 of 2 April 1993 goes into more detail. It provides that “deliberate
release” means any production and use of genetically modified organisms that is not considered to be
contained use [as defined in the Act].

The following are among the activities that are considered to be deliberate release under the Act:

a) deliberate release of genetically modified organisms for research purposes (field experiments);

b) deliberate release of genetically modified organisms for commercial purposes, for remedial purposes
and the like;

c) use of genetically modified organisms in greenhouses, aquaculture facilities, animal accommodation
and the like, unless the facility in question is approved for contained use as part of an approved
laboratory or other installation;

d) routine release of genetically modified organisms from contained use;

e) disposal of waste containing living genetically modified organisms;

f) placing on the market of a product consisting of or containing genetically modified organisms;

g) import of genetically modified organisms;

h) transport of genetically modified organisms.



Disposal which contains provisions designed
to ensure, before any transboundary move-
ment of hazardous wastes takes place, that
arrangements are in place for environment-
ally sound management in the State of im-
port. However, it might be argued that both
Parties of export and Parties of import are
bound in this respect to take into account the
objective of the Protocol, in Article 1, and

their general obligation in Article 2(2) to en-
sure that activities involving LMOs are
undertaken in a manner that prevents or re-
duces the risks to biological diversity, taking
into account risks to human health. The obli-
gations of the Party of import under Article
8(g) of the CBD and Article 16 of the
Protocol are also relevant here.

2. “Intentional introduction into the environment” in paragraph 1 above, does not
refer to living modified organisms intended for direct use as food or feed, or for
processing.

3. Article 11 shall apply prior to the first transboundary movement of living modi-
fied organisms intended for direct use as food or feed, or for processing.

276. The treatment of LMOs intended for direct
use as food or feed, or for processing, or
“LMO-FFPs”, was the subject of intense de-
bate during the Protocol negotiations. The de-
bate centred on potential exports of
agricultural commodities (e.g. grains from
genetically modified crops) which, while
fulfilling the legal definition of LMO in
Article 3 of the Protocol, are intended to be
used directly for food, feed or processing use
and are not intended to be introduced into the
environment of the Party of import.

277. During the negotiation of the Protocol, some
argued that to include LMO-FFPs within the
scope of the Protocol’s AIA provisions could
be unworkable and have severe implications
for trade in agricultural commodities. They
argued that since LMO-FFPs were not in-
tended to be introduced into the environment
they were not properly within the remit of the
Protocol which was intended primarily to
address potential risks to biological diversity.
On the other side, it was argued that, what-
ever the intended use of a LMO shipment in

the Party of import, in practice LMO-FFPs
might in fact end up being released into the
environment, particularly in developing
countries, and thus should be equally subject
to AIA and risk assessment if adequate safe-
guards for biological diversity were to be put
in place. It was also noted that LMO-FFPs
might accidentally be introduced into the en-
vironment of the Party of import during ship-
ment and processing.

278. The differences of view on the treatment of
LMO-FFPs threatened the conclusion of the
Protocol as a whole. The resolution found
was to include LMO-FFPs within the scope
of the Protocol, but to subject transboundary
movements of LMO-FFPs to a separate and
less onerous procedure in the Protocol, which
is set out in Article 11. Articles 8-10 and 12
do not therefore apply to LMO-FFPs. Ship-
ments of LMO-FFPs are also subject to dif-
ferent documentation and identification
requirements under the Protocol than those of
other LMOs (see commentary on Article 18).

4. The advance informed agreement procedure shall not apply to the intentional
transboundary movement of living modified organisms identified in a decision
of the Conference of the Parties serving as the meeting of the Parties to this
Protocol as being not likely to have adverse effects on the conservation and
sustainable use of biological diversity, taking also into account risks to human
health.

279. Article 7(4) allows the COP/MOP (see com-
mentary on Article 29), at a later date, to decide
collectively to exclude additional LMOs or
categories of LMOs from the application of the
AIA procedure. This will require a decision of
the COP/MOP, taken in accordance with its
rules of procedure. Any such LMOs must first
be identified as being not likely to have adverse
effects on the conservation and sustainable use

of biological diversity, taking also into account
risks to human health. The Protocol gives no
guidance as to what information or evidence
might be required to support such a conclusion.
Nonetheless, any such decision would need to
be taken in the light of the precautionary ap-
proach in Principle 15 of the Rio Declaration
which is referred to in the Protocol’s objective
in Article 1 (see Introduction).
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280. This provision for the “collective” exclusion of
additional LMOs from the AIA procedure is
distinct from the provision in Article 13 which
allows individual Parties to exempt imports of
particular LMOs from AIA at domestic level,

provided that adequate measures are applied to
ensure the safe intentional transboundary
movement of LMOs in accordance with the
objective of the Protocol (see commentary on
Article 13).
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Article 8. Notification

1. The Party of export shall notify, or require the exporter to ensure notification to,
in writing, the competent national authority of the Party of import prior to the
intentional transboundary movement of a living modified organism that falls
within the scope of Article 7, paragraph 1. The notification shall contain, at a
minimum, the information specified in Annex I.

2. The Party of export shall ensure that there is a legal requirement for the
accuracy of information provided by the exporter.

281. Article 8 addresses the first step in the AIA
procedure: the notification of the proposed
transboundary movement to the Party into
which the LMO is to be imported. Article 8
establishes:

� Who makes the notification?

� To whom is the notification addressed?

� What is the content of the notification?

1. The Party of export shall notify, or require the exporter to ensure notification to,
in writing, the competent national authority of the Party of import prior to the
intentional transboundary movement of a living modified organism that falls
within the scope of Article 7, paragraph 1. The notification shall contain, at a
minimum, the information specified in Annex I.

Notification

282. As noted above, Articles 8, 9, 10 and 12 set
out the procedure to be followed under
AIA. The first step in the AIA procedure is
the notification to the Party of import of a
proposed transboundary movement to it of

a LMO that falls under the scope of appli-
cation of the AIA procedure.

283. Of course, the notification must take place
before the first transboundary movement of
the LMO into the Party of import is initiated.

Who notifies?

� The Party of export has the legal obli-
gation to ensure that the Party of import
receives notification of the proposed trans-
boundary movement.

� In practice, the “notifier” is likely to be a
private entity, the exporter.

284. During the negotiation of the Protocol, there
were extensive discussions as to who should
provide notification of a proposed trans-
boundary movement to the Party of import.
Three options were considered:

(i) the importer; or

(ii) the exporter; or

(iii) the Party of export.

285. As adopted, Article 8 places the primary obli-
gation regarding notification on the Party of
export – i.e. the State Party from which the
transboundary movement of the LMO in
question originates. The Party of export may

in turn, through its national law, require the
exporter (most often a private entity) to pro-
vide the notification. In practice, depending
upon the circumstances of the transboundary
movement, other entities may also be in con-
tact with the competent national authority of
the Party of import during the AIA pro-
cedure, for example, the importer of the LMO
or some other entity. However, it is clear that
under the Protocol it is the Party of export that
has a legal obligation to ensure that the Party
of import receives proper notification of a
proposed transboundary movement of a
LMO.

286. In later provisions of the Protocol, the term
“the notifier” is used, for example in Articles
10, 12 15 and 21. This term is not defined in
the Protocol. However, on the basis of Article
8, the “notifier” will be either the Party of
export itself or the exporter.
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Who receives the notification?

� Notification must be made to the com-
petent national authority of the Party of
import (see commentary on Article 19).

� Under Article 19, each Party must
designate one or more competent national

Content of notification

� The notification must contain, at a mini-
mum, the information specified in Annex I
of the Protocol.

� The Party of export must ensure that it
imposes a legal requirement for the ac-
curacy of information provided by the ex-
porter.

287. Article 8 does not specify in what language
the notification should be made – whether it
is the language of the Party of export, the
Party of import, or some other language. In
practice, this issue is likely to be dealt with in
national legislation of the Party of import on
import procedures for LMOs.

288. The requirement that the notification must
contain “at a minimum” the information spe-
cified in Annex I of the Protocol could imply
that:

� the notifier may provide additional infor-
mation if available;

� a Party of export may require additional
information to be provided to the Party of
import in respect of exports of LMOs from
its territory; and/or

� the Party of import may require additional
information to be provided in respect of
LMO imports into its territory.

289. A Party of import may also request additional
information at a later stage, prior to making a
decision on import, under Article 10(3)(c).

290. As part of the information to be made avail-
able under Annex I, the notifier must describe
the intended use of the LMO or products of
that LMO (Annex I(i)). It should be noted
that the AIA procedure relates to approval of
imports (or transboundary movements) of
LMOs (in accordance with Article 7). It does
not expressly relate to approval for specific
final uses of the LMO once it is in the Party of
import: for example, for field trials, com-
mercial growing or placing on the market.
(Nonetheless, the final intended use of the
LMO would need to be known in order to
initiate the appropriate procedure under the
Protocol). Depending upon the national legis-
lation of the Party of import, and the request
made by the notifier, approval of specific
final uses of the LMO in the Party of import
may be dealt with as part of the import ap-
proval procedure, or it may be subject to a
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Box 27. Possible notification ‘routes’ under Article 8

authorities to perform the administrative
functions under the Protocol.

� Details of the competent national authori-
ties will be available through the Biosafety
Clearing-House.



subsequent and separate approval. This is a
matter which will need to be clarified in the
domestic legislation of Parties of import.

291. Information provided under Article 8 may be
subject to confidentiality requirements in ac-
cordance with Article 21.

National implementation

292. As with other provisions of the Protocol, in
order to be effective, Article 8 will need to be
implemented in the domestic law of Parties –
in relation to both exports and imports of
LMOs. In relation to exports, Parties will
need to ensure that there is an obligation to
provide notification to a Party of import of
proposed first exports of LMOs that are
within the scope of the AIA procedure. The

type of information to be provided by the
notifier should also be specified. In relation
to proposed imports, Parties may wish, in
their domestic regulations, to require prior
notification to be made to the competent na-
tional authority (or authorities); to specify the
information to be provided in the notifica-
tion; and to specify the form and language in
which that information should be submitted.

2. The Party of export shall ensure that there is a legal requirement for the
accuracy of information provided by the exporter.

293. The Party of export is under a general obli-
gation under Article 2(1) to take the neces-
sary measures at the national level to
implement its obligations under the Protocol.
Article 8(2) places a specific obligation on
the Party of export with regard to notifica-
tions. It obliges the Party of export to require
the exporter to provide accurate information
about the LMO under national law. The

information referred to here is that required
for the notification, i.e. as indicated in Annex
I. The requirement applies whether or not,
under the domestic law of the Party of export,
it is the Party of export itself or the exporter
who is required to notify the Party of import
of the proposed transboundary movement of
LMOs.
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Article 9. Acknowledgement of receipt of
notification

1. The Party of import shall acknowledge receipt of the notification, in writing, to
the notifier within ninety days of its receipt.

2. The acknowledgement shall state:

(a) The date of receipt of the notification;

(b) Whether the notification, prima facie, contains the information referred to in
Article 8;

(c) Whether to proceed according to the domestic regulatory framework of the Party
of import or according to the procedure specified in Article 10.

3. The domestic regulatory framework referred to in paragraph 2 (c) above, shall
be consistent with this Protocol.

4. A failure by the Party of import to acknowledge receipt of a notification shall not
imply its consent to an intentional transboundary movement.

294. Under Article 9, the Party of import must
acknowledge receipt of the notification to the
notifier within 90 days of receipt. The ack-
nowledgement of receipt of the notification is
important as it:

� confirms, on a preliminary basis, that the
required information has been provided by
the notifier;

� identifies the next steps in the process (i.e.
either the specific AIA procedure in Article
10 or the domestic regulatory framework of
the Party of import); and

� confirms the date upon which the 270-day
period begins within which the Party of
import should reach a decision on the pro-
posed import.

295. However, if the Party of import fails to ack-
nowledge receipt of a notification within the
90-day deadline, its consent to the proposed
transboundary movement is not implied
(Article 9(4)). If a Party has difficulties re-
sponding to a notification, assistance may be
available under the procedures and mechan-
isms to facilitate decision-making that are to
be developed under Article 10(7) (see com-
mentary on Article 10).

1. The Party of import shall acknowledge receipt of the notification, in writing, to
the notifier within ninety days of its receipt.

2. The acknowledgement shall state:

(a) The date of receipt of the notification;

(b) Whether the notification, prima facie, contains the information referred to in Article 8;

(c) Whether to proceed according to the domestic regulatory framework of the Party of
import or according to the procedure specified in Article 10.

296. The purpose of the acknowledgement of re-
ceipt of notification is to confirm receipt to
the notifier and to confirm on a preliminary
basis whether the notification is in order – i.e.
that it contains the required information. The
acknowledgement of receipt of notification
also identifies the next steps in the process, in
that it indicates whether the AIA procedure in
the Protocol will be applied to the import of

the LMO or whether the Party of import will
apply its own domestic regulatory framework
in dealing with the import. This regulatory
framework need not exactly replicate the pro-
cedure set out in Article 10 of the Protocol,
but it must be “consistent with this Protocol”
(see Article 9(3)).

297. Confirmation of the date of receipt of the
notification is important in that it is this date
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which marks the beginning of the 270-day
period within which the Party of import

should reach its import decision under Article
10 (see commentary on Article 10).

3. The domestic regulatory framework referred to in paragraph 2 (c) above, shall
be consistent with this Protocol.

298. As noted previously, countries that become
Parties to the Protocol will need to put in
place regulatory procedures to implement it
at the domestic level. Thus, a decision by a
Party on the proposed import of a particular
LMO will take place within a domestic regu-
latory framework.

299. The effect of Article 9(2)(c) is to allow any
Party to the Protocol either:

� to implement new domestic measures to
implement the procedure set out in Article
10; or

� to use its existing national biosafety regu-
latory framework, provided it is consistent
with the Protocol; or

� to implement new domestic measures
which are consistent with the Protocol, but
which do not exactly replicate the pro-
cedure set out in Article 10.

300. The right to use a domestic regulatory frame-
work consistent with the Protocol, rather than
be bound to use its specific AIA procedure,
was insisted upon during the Protocol negoti-
ations by a number of developed countries
which had existing biosafety regulatory
frameworks in place which they wished to
continue to use.

301. The phrase “consistent with this Protocol” is
not defined, and is not made subject to any
specific oversight mechanism in the Protocol.
In other provisions of the Protocol, the phrase
“consistent with the objective of this
Protocol” is used (for example, in Articles
11(4), 14(1) and 24(1)). The requirement of
consistency with “this Protocol” would ap-
pear to place more limits on the flexibility
accorded to the Party than a requirement of
consistency only with the objective of the
Protocol.

302. From a review of Article 1, one might expect
that the consistency of a domestic regulatory

framework with the objective of the Protocol
would be assessed in terms of the following
issues:

� Avoidance of adverse effects on the con-
servation and sustainable use of biological
diversity;

� Risks to human health;

� Provision of an adequate level of protec-
tion in the field of the safe transfer,
handling and use of LMOs;

� Reference to the precautionary approach
referred to in Article 1.

303. On the basis of the broader content of the
Protocol, and particularly its AIA provisions,
a domestic regulatory framework consistent
with the Protocol (as required under Article
9(3)) might be expected to reflect, in ad-
dition, for example:

� Decision-making based on risk assessment
carried out in a scientifically sound man-
ner and taking into account recognized
risk assessment techniques (and the guid-
ance provided in Annex III);

� Decision-making within a predictable time
frame (perhaps not exceeding 270 days);

� Procedures for review of decisions in light
of new scientific information;

� Procedures for public consultation and for
confidential information, in view of
Articles 23 and 21 respectively.

304. Thus, it might be expected that while any
domestic regulatory framework followed
under Article 9(2)(c) may differ somewhat in
procedural terms from the AIA procedure
specified in Article 10, the core elements of
the decision-making procedure should be
similar. In accordance with Article 2(4), a
Party’s domestic regulatory framework may
be more protective of the conservation and
sustainable use of biological diversity than
called for in the Protocol.
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4. A failure by the Party of import to acknowledge receipt of a notification shall not
imply its consent to an intentional transboundary movement.

305. During the Protocol negotiations, there were
extensive discussions over whether, in the ab-
sence of any response to a notification from a
Party of import, the proposed transboundary
movement of a LMO could proceed as if the
Party of import had in fact consented. Article
9(4) provides that, in such circumstances, no
consent to the transboundary movement shall
be implied – i.e. the exporter cannot simply
assume that the transboundary movement can
go ahead.

306. A similar provision is contained in Article 10
below, with regard to the failure of a Party of
import to communicate a decision to the
notifier within 270 days (see commentary on
Article 10).

307. Procedures and mechanisms developed under
Article 10(7) of the Protocol may be relevant to
the acknowledgement of receipt of notifica-

tions under Article 9 (see commentary on
Article 10). The Intergovernmental Committee
for the Cartagena Protocol, after consideration
of appropriate procedures, has recommended
to the COP/MOP a procedure whereby a Party
of import may, after receiving a notification,
contact the Secretariat to seek assistance from
the roster of experts,80 among other mechan-
isms, in order to deal with the notification.
Under the ICCP recommendation, a Party of
export may also facilitate the Party of import to
obtain assistance from the roster of experts
where the Party of import does not acknow-
ledge receipt of a notification within ninety
days.81

308. Another provision which may potentially be
relevant in the context of a continued failure
to acknowledge receipt of notifications is
Article 34 on compliance.
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80
A roster of experts was established by the CBD COP under Decision EM-I/3 and its functions have been elaborated by the ICCP.
See commentary on Article 10(7).

81
ICCP Recommendation 2/7, UNEP/CBD/ICCP/2/15, Annex I.



Article 10. Decision procedure

1. Decisions taken by the Party of import shall be in accordance with Article 15.

2. The Party of import shall, within the period of time referred to in Article 9,
inform the notifier, in writing, whether the intentional transboundary move-
ment may proceed:

(a) Only after the Party of import has given its written consent; or

(b) After no less than ninety days without a subsequent written consent.

3. Within two hundred and seventy days of the date of receipt of notification, the
Party of import shall communicate, in writing, to the notifier and to the
Biosafety Clearing-House the decision referred to in paragraph 2 (a) above:

(a) Approving the import, with or without conditions, including how the decision will
apply to subsequent imports of the same living modified organism;

(b) Prohibiting the import;

(c) Requesting additional relevant information in accordance with its domestic regu-
latory framework or Annex I; in calculating the time within which the Party of
import is to respond, the number of days it has to wait for additional relevant
information shall not be taken into account; or

(d) Informing the notifier that the period specified in this paragraph is extended by a
defined period of time.

4. Except in a case in which consent is unconditional, a decision under paragraph 3
above, shall set out the reasons on which it is based.

5. A failure by the Party of import to communicate its decision within two hundred
and seventy days of the date of receipt of the notification shall not imply its
consent to an intentional transboundary movement.

6. Lack of scientific certainty due to insufficient relevant scientific information and
knowledge regarding the extent of the potential adverse effects of a living modi-
fied organism on the conservation and sustainable use of biological diversity in
the Party of import, taking also into account risks to human health, shall not
prevent that Party from taking a decision, as appropriate, with regard to the
import of the living modified organism in question as referred to in paragraph 3
above, in order to avoid or minimize such potential adverse effects.

7. The Conference of the Parties serving as the meeting of the Parties shall, at its
first meeting, decide upon appropriate procedures and mechanisms to facilitate
decision-making by Parties of import.

309. Article 10 sets out the procedure to be fol-
lowed by the Party of import in reaching its
decision on whether to allow the first trans-
boundary movement of a LMO into its
territory for intentional introduction into the
environment. The Article addresses:

� the basis on which the Party of import
should take its decision;

� the time limit within which the decision
should be taken; and

� the consequences of a failure to communi-
cate a decision to the notifier within the
specified time limit.

310. Article 10 needs to be read in conjunction
with Article 15. Article 10 provides that the
decision of the Party of import must be based
on a risk assessment. Risk assessment is
addressed in more detail in Article 15 and
Annex III to the Protocol.
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311. It is the responsibility of the Party of import
to base its decision on a risk assessment (see
commentary on Article15(2)). However,

� the Party of import can require the ex-
porter to carry out the risk assessment
(Article 15 (2)); and

� the Party of import can require the notifier
to bear the cost of risk assessment (Article
15(3)).

312. In reaching a decision on whether to allow
the import of a specific LMO, the Party of
import can also take into account:

� the precautionary approach, under cer-
tain circumstances (see commentary on
Article 10(6), and Introduction);

� certain socio-economic considerations
(see commentary on Article 26).

313. Article 23 on public awareness and parti-
cipation also imposes obligations on Parties
which are relevant during the decision-
making process in Article 10 (see com-
mentary on Article 23 below).

314. Essentially, under Article 10 the Party of
import has to communicate to the notifier
(and to the Biosafety Clearing-House) its de-
cision on whether to allow the import within
270 days of receiving the notification of the
proposed transboundary movement (see
commentary on Articles 8 and 9). If the Party
of import does not communicate its decision
within this period, the import cannot go
ahead – i.e. the Party of import’s consent
cannot be implied.

315. The decision of the Party of import may:

� Approve the import, with or without con-
ditions;

� Prohibit the import;

� Request additional information from the
notifier; or

� Extend the time period for the decision to
be taken.

316. The Party of import has to give the notifier
reasons for its decisions, unless it uncon-
ditionally approves the import.

1. Decisions taken by the Party of import shall be in accordance with Article 15.

317. The decision of the Party of import on the
proposed transboundary movement must be
based on a risk assessment carried out in a
scientifically sound manner, in accordance
with Annex III and taking into account recog-
nized risk assessment techniques. Article 15
sets out the risk assessment requirements in
more detail. Annex III contains guidance on

the objective of risk assessment, general prin-
ciples of risk assessment, the methodology to
be applied, and points to consider in risk
assessment.

318. The Party of import may also take into ac-
count certain socio-economic considerations
pursuant to Article 26 of the Protocol, in
reaching a decision on the proposed import.

2. The Party of import shall, within the period of time referred to in Article 9,
inform the notifier, in writing, whether the intentional transboundary
movement may proceed:

(a) Only after the Party of import has given its written consent; or

(b) After no less than ninety days without a subsequent written consent.

319. Under Article 9, when a Party of import re-
ceives notification of the proposed trans-
boundary movement of a LMO, it has 90 days
within which to acknowledge receipt of the
notification. Under Article 10(2), the Party of
import is also required at that stage to tell the

notifier in writing whether the import can
only take place once written consent has been
given. In practice, a Party of import may
select to impose a general requirement in its
national legislation for written consent prior
to the first import of a specific LMO.
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3. Within two hundred and seventy days of the date of receipt of notification, the
Party of import shall communicate, in writing, to the notifier and to the
Biosafety Clearing-House the decision referred to in paragraph 2 (a) above:

(a) Approving the import, with or without conditions, including how the decision will
apply to subsequent imports of the same living modified organism;

(b) Prohibiting the import;

(c) Requesting additional relevant information in accordance with its domestic regu-
latory framework or Annex I; in calculating the time within which the Party of
import is to respond, the number of days it has to wait for additional relevant
information shall not be taken into account; or

(d) Informing the notifier that the period specified in this paragraph is extended by a
defined period of time.

320. Paragraph 3 defines the time limit for an import
decision and the possible content of that
decision.

Time limit

321. The 270-day period specified in the Protocol
is a maximum (subject to Article 10(3)(c) and
(d)). There is nothing to prevent Parties from
specifying a shorter decision period in their
national biosafety legislation if they so wish
and if they have the capacity to reach a de-
cision within a shorter time. If not, then the
270-day period will apply.

322. Moreover, in certain circumstances, the 270-
day period may be extended. These circum-
stances are:

� Where additional information has been re-
quested from the notifier, the time during
which the Party of import is waiting for the

additional relevant information is “added
to” the 270-day period. (Article 10 (3)(c)).

� Where the Party of import informs the
notifier that an additional defined period
of time is required (Article 10(3)(d)).
Where the Party of import requires addi-
tional time in which to assess the proposed
transboundary movement of a LMO, it
may so inform the notifier. This provision
may not be used by the Party of import
simply to extend the decision period in-
definitely – the Party of import must spe-
cify the amount of additional time that is
required.

Content of decision

323. As specified in Article 10(3), the Party of
import may approve the transboundary
movement, with or without conditions, pro-
hibit the import, request additional inform-
ation, or specify an additional time period
within which the decision will be taken. Con-
ditions attached to a consent may address, for
example, risk management measures, includ-
ing monitoring, that may be required in rela-
tion to Article 16.

324. The focus of the AIA procedure is on the
transboundary movement of LMOs. The

decision to be taken by a Party of import
under Article 10 is a decision on whether or
not to allow the import of a particular LMO
and under what conditions (if any). As noted
in paragraph 290 above, this decision of the
Party of import may not necessarily cover the
final use of a LMO in the Party of import
once it has been imported. Any proposed use
of the LMO may thus potentially be subject to
a separate approval procedure in the Party of
import. This is a matter for clarification in the
relevant national legislation.

Notification of decision

325. The decision on whether or not to allow the
import of LMOs must be communicated in
writing to the notifier, i.e. the exporter or the
Party of export (see commentary on Article
8) and to the Biosafety Clearing-House (see
commentary on Article 20).

326. Notification to the Biosafety Clearing-House
allows other Parties, as well as exporters, im-
porters and others, to find out which LMOs
have been approved for import for intentional
introduction into the environment by a Party to
the Protocol, and under what conditions (if
any).
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Subsequent imports of the same LMO

327. If the Party allows the import of the LMO in
question, it must, in its decision, specify how
that decision will apply to subsequent imports
of the same LMO. For example, the Party of
import may simply permit future imports of
that LMO, under the same conditions, without
further administrative requirements. Alterna-
tively, it may, for example:

� require notification of future imports of
the same LMO; or

� attach conditions to future imports, such as
shipment through a specified entry point.

328. As mentioned previously in relation to
Article 7(1), it may not always be simple to
determine whether a LMO being imported
into a Party of import is the “same” as one
that has already been approved for import
(see paragraph 271).

329. Under Article 12(4), a Party of import may in
any event require risk assessment for future
imports of the same LMO. This may be rele-
vant where the circumstances under which
the LMO is imported change – for example,
there is a change in the intended use, or in the
receiving environment, or in the quantities of
the LMO being imported into the Party of im-
port.

330. A Party of import may also wish to consider
at this stage the need to impose an ongoing
obligation on the notifier, and/or on other
persons/entities such as the importer, to in-
form the Party of import of any new informa-
tion which may become available about the
LMO in question, for example as to its po-
tential effects upon the environment or
human health (see commentary on Article
12(4)). New information may necessitate a
review of any risk assessment and/or of an
import decision.

4. Except in a case in which consent is unconditional, a decision under paragraph 3
above, shall set out the reasons on which it is based.

331. A Party of import must give reasons to the
notifier for its decision. Under the Protocol,
reasons are not required where an uncon-
ditional consent is given. The reasons given
for a decision are likely to be important in the
event that the notifier wishes to challenge the

decision (or conditions attached to an import)
under any available domestic procedures in
the Party of import. They will also be import-
ant if the notifier subsequently requests the
review of the decision (see commentary on
Article 12).

5. A failure by the Party of import to communicate its decision within two hundred
and seventy days of the date of receipt of the notification shall not imply its
consent to an intentional transboundary movement.

332. As noted in relation to Article 9(4), there
were extensive discussions during the
Protocol negotiations as to whether, and if so
in what circumstances, consent to an import
of a LMO could be implied, or whether in all
cases explicit consent of the Party of import
should be required before a transboundary
movement could proceed.

333. Article 10(5) addresses the situation where a
notifier submits a notification to the Party of
import of a proposed transboundary move-
ment of a LMO subject to the AIA procedure,
but does not receive any response from the
Party of import within 270 days. Under the
AIA procedure established in the Protocol,
there can be no implied consent to a trans-
boundary movement of a LMO into a Party of
import. If the Party of import does not com-
municate its decision in accordance with
Article 10, i.e. within 270 days, the exporter

is not authorized under the Protocol to pro-
ceed with the export.

334. This provision is largely intended to protect
countries which may, for whatever reason,
have been unable to communicate a response
within the 270-day period specified. How-
ever, it is not intended to make way for an
open-ended delay. Where a Party of import
has difficulties in reaching a decision, it may
be able to avail itself of the procedures and
mechanisms established under Article 10(7)
– for example utilizing assistance of the
roster of experts.

335. As noted in relation to Article 9, the Protocol
is not entirely clear as to what the conse-
quences of non-response in these circum-
stances are. It is not explicitly stated in the
Protocol that transboundary movement of
LMOs for intentional introduction into the
environment cannot take place without
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written consent. Article 10(7) provides only
that a failure by a Party of import to com-
municate its decision within 270 days “shall
not imply its consent to an intentional
transboundary movement”. However, in this
regard, it is interesting to compare the word-
ing of Article 10(5) with that of Article 11(7),
which deals with the failure to communicate
a decision on the proposed import of LMO-
FFPs. Article 11(7) provides that a failure by
a Party to communicate its decision “shall not
imply its consent or refusal to the import”
(emphasis added). It might be argued that this
difference in wording can be understood to
imply that a failure to communicate a de-
cision under Article 10 can be taken as im-
plied refusal of the import.

336. In any case, the Protocol makes it possible for
Parties to make explicit written consent a
precondition for imports through their do-
mestic regulations (see commentary on
Article 10(2)(a)), and this seems to accord
with the intent of an AIA procedure. Once
again, clarity can be achieved through a
Party’s national implementing legislation.
For the sake of certainty, Parties could con-
sider incorporating into their national law a
clear requirement for explicit consent prior to
the first import of a LMO.

337. A related question is whether there is any
obligation upon Parties of export to specify in
their national legislation that a transboundary

movement of a LMO covered by the AIA
procedure must not proceed without the ex-
press written consent of the Party of import.
This is complicated by the fact that the de-
finition of “transboundary movement” in the
Protocol (see commentary on Article 3 (k))
does not specify when a transboundary
movement has actually occurred – i.e. is there
a transboundary movement as soon as the
LMO leaves the Party of export, or only when
that LMO arrives in the Party of import?
And, in practical terms, can the trans-
boundary movement begin before the con-
sent of the Party of import has been received,
as long as it is given before the LMO arrives
in the Party of import? (Although in such
circumstances the notifier would bear the risk
that approval may not be given). The
Protocol does not explicitly require Parties of
export to hold back exports of LMOs until the
consent of the Party of import has been re-
ceived. Nonetheless, such a measure on the
part of exporting Parties may promote full
implementation of the Protocol, and would
also promote certainty.

338. In terms of its obligations under the Protocol,
the Party of import would prima facie be in
breach of its obligation under Article 10 if it
failed to respond within 270 days in one of
the ways identified in Article 10(3)(a)–(d),
even if such a failure would not result in
consent to the import being implied.

6. Lack of scientific certainty due to insufficient relevant scientific information and
knowledge regarding the extent of the potential adverse effects of a living modi-
fied organism on the conservation and sustainable use of biological diversity in
the Party of import, taking also into account risks to human health, shall not
prevent that Party from taking a decision, as appropriate, with regard to the
import of the living modified organism in question as referred to in paragraph 3
above, in order to avoid or minimize such potential adverse effects.

339. Article 10(6) is generally taken to reflect the
precautionary approach (see Introduction).
The inclusion of operative provisions in the
Protocol on the right of Parties to take pre-
cautionary measures in relation to imports of
LMOs was among the most contentious
issues in the Protocol negotiations.

340. Article 10(6) addresses the situation where,
having carried out a risk assessment based on
information provided in accordance with
Annex I, and on the basis of Article 15 and
Annex III, the Party of import concludes that
there remains a lack of certainty about the
extent of potential adverse effects of the
LMO on the conservation and sustainable use
of biological diversity, taking also into

account risks to human health. It is also rele-
vant to a situation where there is insufficient
information to carry out a risk assessment.
The basic question addressed during the ne-
gotiation was: in such circumstances, should
a Party be able to prohibit the proposed im-
port, or attach conditions to it, on the basis of
the precautionary approach?

341. As adopted, Article 10(6) represents one of
the most explicit examples of the imple-
mentation of the precautionary approach in
any multilateral environmental agreement.
Where the conditions in Article 10(6) are
met, a Party of import has the right under the
Protocol to base its import decision on the
precautionary approach.
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7. The Conference of the Parties serving as the meeting of the Parties shall, at its
first meeting, decide upon appropriate procedures and mechanisms to facilitate
decision-making by Parties of import.

342. This provision requires the first meeting of the
COP/MOP (see commentary on Article 29) to
decide on procedures to facilitate decision-
making on imports. The potential scope of this
provision remains somewhat unclear. On the
one hand, it could relate primarily to building
capacity in countries which have yet to put in
place or implement national biosafety frame-
works, and which need assistance in develop-
ing the legal, institutional or technical capacity
to do so. On the other, it might conceivably
extend to the development of supplementary
procedural standards under the Protocol, such
as the development of standard notification and
import decision formats, decision guidance
documents, or other technical guidelines.

343. In preparation for the first meeting of the
COP/MOP, Article 10(7) was addressed at
the first and second meetings of the ICCP.
The ICCP has made a recommendation to the
COP/MOP setting guidelines for procedures
and mechanisms to facilitate decision- mak-
ing, as well as procedures relating to access to
the roster of experts, which was established
in accordance with decision EM–I/3 of the
CBD COP.82 The ICCP has recommended
that procedures and mechanisms to facilitate
decision-making should be demand-driven
by Parties of import. The main mechanisms
envisaged to provide support for decision-
making are the roster of experts and the
Biosafety Clearing-House.
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Article 11. Procedure for living modified
organisms intended for direct use
as food or feed, or for processing

1. A Party that makes a final decision regarding domestic use, including placing on
the market, of a living modified organism that may be subject to transboundary
movement for direct use as food or feed, or for processing shall, within fifteen
days of making that decision, inform the Parties through the Biosafety
Clearing-House. This information shall contain, at a minimum, the information
specified in Annex II. The Party shall provide a copy of the information, in
writing, to the national focal point of each Party that informs the Secretariat in
advance that it does not have access to the Biosafety Clearing-House. This
provision shall not apply to decisions regarding field trials.

2. The Party making a decision under paragraph 1 above, shall ensure that there is
a legal requirement for the accuracy of information provided by the applicant.

3. Any Party may request additional information from the authority identified in
paragraph (b) of Annex II.

4. A Party may take a decision on the import of living modified organisms intended
for direct use as food or feed, or for processing, under its domestic regulatory
framework that is consistent with the objective of this Protocol.

5. Each Party shall make available to the Biosafety Clearing-House copies of any
national laws, regulations and guidelines applicable to the import of living modi-
fied organisms intended for direct use as food or feed, or for processing, if
available.

6. A developing country Party or a Party with an economy in transition may, in the
absence of the domestic regulatory framework referred to in paragraph 4 above,
and in exercise of its domestic jurisdiction, declare through the Biosafety
Clearing-House that its decision prior to the first import of a living modified
organism intended for direct use as food or feed, or for processing, on which
information has been provided under paragraph 1 above, will be taken
according to the following:

(a) A risk assessment undertaken in accordance with Annex III; and

(b) A decision made within a predictable timeframe, not exceeding two hundred and
seventy days.

7. Failure by a Party to communicate its decision according to paragraph 6 above,
shall not imply its consent or refusal to the import of a living modified organism
intended for direct use as food or feed, or for processing, unless otherwise
specified by the Party.

8. Lack of scientific certainty due to insufficient relevant scientific information and
knowledge regarding the extent of the potential adverse effects of a living
modified organism on the conservation and sustainable use of biological
diversity in the Party of import, taking also into account risks to human health,
shall not prevent that Party from taking a decision, as appropriate, with regard
to the import of that living modified organism intended for direct use as food or
feed, or for processing, in order to avoid or minimize such potential adverse
effects.
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9. A Party may indicate its needs for financial and technical assistance and
capacity- building with respect to living modified organisms intended for direct
use as food or feed, or for processing. Parties shall cooperate to meet these needs
in accordance with Articles 22 and 28.

344. As noted under Article 7, while they fulfil the
definition of “living modified organism” in
Article 3 of the Protocol, living modified
organisms for direct use as food or feed or for
processing (LMO-FFPs) are not intended to be
introduced into the environment. They are in-
tended to be used directly as food for humans,
as animal feed, or processed. Examples of
LMO-FFPs are genetically modified fruits or
vegetables for human consumption (i.e. for
direct use as food) or genetically modified soya
or corn intended for processing into edible oils.
Non-food examples include genetically modi-
fied grain intended for feeding to animals.
LMOs may also be used in industrial pro-
cessing, for example in the production of
plastics and oils.

345. During the negotiations, arguments centred
first on whether LMO-FFPs should be within
the scope of the Protocol at all. Once it was
agreed that they would be, debate focused on
whether they should be subject to the
Protocol’s AIA procedure. Those in favour of
subjecting LMO-FFPs to the AIA procedure,
along with other LMOs, argued that notwith-
standing their intended use in the Party of
import, in practice, such LMOs may end up
being released in the environment of the
Party of import either accidentally, for ex-
ample where there is spillage during a ship-
ment or in processing operations, or
deliberately, where the LMO in question is
planted in the environment. They also noted
that the objective of the Protocol refers to
risks to human health. Most developing
countries argued in favour of subjecting
transboundary movements of LMO-FFPs to
AIA. Those who opposed the application of
AIA to LMO-FFPs argued that since they
were intended for direct consumption by
humans or animals or for processing use,
LMO-FFPs posed no threat to the biological
diversity in the Party of import, and thus were
properly outside the scope of Protocol. They
also argued that subjecting LMO-FFPs to
AIA would subject trade in agricultural com-
modities to prohibitive delays and expense.

346. Negotiations and consultations in the period
between the Cartagena session of the ExCOP
in February 1999 and the resumed ExCOP in
Montreal in January 2000 focused on finding
a solution to differences over LMO-FFPs. In
the end, LMO-FFPs were exempted from the
Protocol’s AIA procedure (see commentary
on Article 7). But the provisions of Article 11
in effect provide a special, and in principle
simpler, procedure for transboundary move-
ments of LMO-FFPs. Essentially, in contrast
to the “bilateral” AIA procedure, Article 11
establishes a multilateral information ex-
change mechanism for LMO-FFPs, centred
around the Biosafety Clearing-House. It
places the onus on an importing Party to
check the Biosafety Clearing-House for in-
formation on new LMO-FFPs which may
enter international trade, and, if it wishes, to
subject such imports to domestic regulation.
Article 11 explicitly permits Parties to
subject first imports of LMO-FFPs to prior
risk assessment and approval.

347. It is important to note that Article 11 applies to
LMO-FFPs, and not to all foods and feeds
derived from LMOs. Thus, while Article 11 is
relevant to regulation of transboundary move-
ment of what are commonly referred to as
“genetically modified foods”, it is applicable
only where the product being exported and
imported fulfils the definition of “living mo-
dified organism” in Article 3 of the Protocol.
Article 11 does not apply directly to processed
food products derived from, but not consisting
of or containing a LMO (e.g. a refined pro-
cessed oil derived from genetically modified
soya). It does however apply to transboundary
movement of LMOs destined for use in the
production of processed foods, as well as to
LMOs for direct use as food or animal feed.
Issues related to the safety assessment and
labelling of foods derived from modern
biotechnology are being addressed in another
intergovernmental forum, the Codex
Alimentarius (see Box 12).
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1. A Party that makes a final decision regarding domestic use, including placing on
the market, of a living modified organism that may be subject to transboundary
movement for direct use as food or feed, or for processing shall, within fifteen
days of making that decision, inform the Parties through the Biosafety
Clearing-House. This information shall contain, at a minimum, the information
specified in Annex II. The Party shall provide a copy of the information, in
writing, to the national focal point of each Party that informs the Secretariat in
advance that it does not have access to the Biosafety Clearing-House. This
provision shall not apply to decisions regarding field trials.

348. Under Article 11(1), where a Party makes a
final decision regarding the commercial
growing or placing on the market of a LMO at
the domestic level, and that LMO may be
exported for direct use as food or feed, or for
processing, then that Party must notify the
Biosafety Clearing-House (and thereby other
Parties) within 15 days of reaching the de-
cision. In some cases, the Party may have to
inform competent national authorities of
other Parties directly, as well as the Biosafety
Clearing-House.

349. The minimum information to be provided to
the Biosafety Clearing-House at this stage is
set out in Annex II, and corresponds in large
part to the information required in notifi-
cations made under Article 8 of the Protocol,
although there are some significant differ-
ences.

350. The obligation to notify the Biosafety
Clearing-House in Article 11(1) will apply
where, for example, a Party decides to permit
the commercial growing or marketing of a
genetically modified corn, soya or oilseed
rape within its territory which may subse-
quently be exported for animal feed or for
processing for food or other use. It would also
apply to a decision permitting the growing
and/or marketing of genetically modified
tomatoes, which may be exported for direct
use as food, or for processing.

351. The requirement to inform other Parties
through the Biosafety Clearing-House does
not apply where the Party concerned has ap-
proved the LMO in question only for field
trials – i.e. for research and development pur-
poses. However, if the same LMO were to be
sent to another Party for field trials then,
subject to the provisions of Article 7, it would
likely be subject to the Protocol’s AIA pro-
cedure (since it would be then intended for
introduction into the environment of the
Party of import).

352. The reference to “direct” use in Article 11(1)
suggests that Article 11 will only apply where
there is no intermediate use of the LMO in
question in a Party of import.

353. During the negotiations, the controversy over
Article 11 centred on agricultural commodi-
ties. However, Article 11 as adopted also
applies to LMOs for direct use for proces-
sing. Examples of such LMOs may include
those used in industrial processes for the pro-
duction of plastics or oils.

354. The purposes of the notification to the
Biosafety Clearing-House under Article
11(1) are:

� to put other Parties “on notice” that the
LMO in question may be exported for
food, feed or processing use; and

� to provide relevant information on that
LMO that another Party can use when de-
ciding whether or not to allow the import
of that LMO for food, feed or for pro-
cessing in its territory.

355. It is therefore essential that all Parties have
access to this information. It was recognized
during the negotiation of Article 11 that for
some Parties access to the Biosafety
Clearing-House may be problematic,
particularly where it depends upon regular
and reliable internet access (see commentary
on Article 20). Thus, if the national focal
point (see commentary on Article 19) of a
Party does not have access to the Biosafety
Clearing-House it should inform the
Secretariat of this fact. It should then receive
instead a written copy of the information on
any new LMO-FFP direct from the Party
which has approved that LMO for domestic
use. Although Article 11(1) states that this
facility is available to a Party that “does not
have access to the Biosafety Clearing-
House”, it presumably extends beyond those
that have no access to those Parties that have
limited or unreliable access to the Biosafety
Clearing-House. It may therefore be prudent
for any Party which may experience dif-
ficulties accessing the Biosafety Clearing-
House through the internet on a regular and
reliable basis to notify the Secretariat upon
entry into force of the Protocol, so that it will
receive hard copies of any information on
new LMO-FFPs.

87

Article 11. Procedure for living modified organisms intended for direct use as food or feed, or for processing



356. In contrast to the AIA procedure, Article 11
of the Protocol does not require a Party
exporting a LMO-FFP, or an exporter of a
LMO-FFP, to provide any notification or
information directly to the importing Party.
Any such obligation needs to be triggered by
the domestic regulations of the importing
Party (see commentary on Article 11(4) and

(6)). In practice, however, in some instances
the domestic requirements of the importing
Party may result in first imports of a
LMO-FFP being subject to procedures
similar to AIA – e.g. the importing country
may well require prior notification of a first
import of a LMO-FFP, as well as a risk
assessment, and explicit approval.

2. The Party making a decision under paragraph 1 above, shall ensure that there is
a legal requirement for the accuracy of information provided by the applicant.

357. As in Article 8(2) of the Protocol, Parties are
required to ensure that under their domestic
law there is a requirement for accuracy of
information provided in relation to the
LMO-FFP. The “applicant” is not defined in

the Protocol, but will presumably be the
person or entity which submits the
application relating to the domestic use of the
LMO-FFP in the Party that makes the final
decision on such use.

3. Any Party may request additional information from the authority identified in
paragraph (b) of Annex II.

358. Once the Annex II information has been
conveyed to the Biosafety Clearing-House by
the Party which has made a final decision
regarding domestic use of a LMO-FFP, any

Party may request additional information
from the national authority responsible for
taking that decision.

4. A Party may take a decision on the import of living modified organisms intended
for direct use as food or feed, or for processing, under its domestic regulatory
framework that is consistent with the objective of this Protocol.

359. Article 11(4) asserts the right of Parties to
require prior approval of imports of LMO-
FFPs. Thus although LMO-FFPs are outside
the scope of application of the Protocol’s
AIA procedure, in their domestic regulatory
framework Parties may still choose to require
advance notification and approval of a pro-
posed transboundary movement of a LMO-
FFP. The domestic regulatory framework
must be consistent with the objective of the
Protocol. As discussed in relation to Article
9, on the basis of Article 1, consistency with
the objective of the Protocol might be cons-
idered in terms of the following kinds of
issues:

� Avoidance of adverse effects on the con-
servation and sustainable use of biological
diversity;

� Risks to human health;

� Provision of an adequate level of pro-
tection in the field of the safe transfer,
handling and use of LMOs;

� Reference to the precautionary approach
referred to in Article 1.

(See commentary on Article 9, paragraph
302).

360. A number of countries already have in place
domestic regulatory frameworks which re-
quire prior approval for the import or placing
on the market for the first time of a LMO for
food, feed or processing use, or for some such
uses. In general terms, these frameworks pro-
vide for the risk assessment of the LMO-FFP
in question, taking into account the charac-
teristics of the LMO, and its intended use.

361. Beyond consistency with the objective of the
Protocol, Article 11 does not specify any par-
ticular procedural requirements to be reflect-
ed in domestic regulatory frameworks
applicable to imports of LMO-FFPs. Of
course, a Party may also be subject to other
relevant international obligations, including
those under the WTO Agreements (see
Appendix). In addition, a Party may decide to
take action that is more protective of the con-
servation and sustainable use of bioogical
diversity than that called for in the Protocol,
subject to the proviso set out in Article 2(4).

88

An Explanatory Guide to the Cartagena Protocol on Biosafety



5. Each Party shall make available to the Biosafety Clearing-House copies of any
national laws, regulations and guidelines applicable to the import of living modi-
fied organisms intended for direct use as food or feed, or for processing, if
available.

362. Article 11(5) is intended to promote trans-
parency and predictability, by requiring Parties
to notify through the Biosafety Clearing-House
relevant national frameworks that they will
apply to imports of LMO-FFPs. Thus domestic
regulatory frameworks under Article 11(4)
should be notified to the Biosafety Clearing-
House under Article 11(5). In this way, a Party
or person who intends to export a LMO-FFP to
a Party to the Protocol should be able to find
out through the Biosafety Clearing-House what
national regulations of the importing Party will
apply to the proposed export.

363. The Protocol does not specify in which
language or format the information on rele-
vant national regulations is to be made avail-
able. This is an issue which will need to be
resolved by the COP/MOP if the system en-
visaged in Article 11 is to be workable, and it
is currently being addressed in discussions on
the operation of the Biosafety Clearing-
House (see commentary on Article 20).

364. Similar notification requirements apply
under WTO agreements, for example in re-
lation to notification of sanitary and phyto-
sanitary measures and technical regulations.

6. A developing country Party or a Party with an economy in transition may, in the
absence of the domestic regulatory framework referred to in paragraph 4 above,
and in exercise of its domestic jurisdiction, declare through the Biosafety
Clearing-House that its decision prior to the first import of a living modified
organism intended for direct use as food or feed, or for processing, on which
information has been provided under paragraph 1 above, will be taken
according to the following:

(a) A risk assessment undertaken in accordance with Annex III; and

(b) A decision made within a predictable timeframe, not exceeding two hundred and
seventy days.

365. Article 11(6) was intended to ensure that de-
veloping country Parties and Parties with eco-
nomies in transition which do not yet have in
place a domestic regulatory framework addres-
sing imports of LMO-FFPs could nonetheless
subject such imports to prior notification and
approval procedures in a manner consistent
with the Protocol’s objective.

366. Any such Party which does not have a do-
mestic regulatory framework for LMO-FFP
imports in place, but which wishes to subject
such imports to prior assessment and ap-
proval, should indicate this to the BCH. In
practice, any Party which does not have such
a framework in place upon entry into force of
the Protocol for it, may wish to consider mak-
ing such a declaration. For practical pur-
poses, a Party making such a declaration

should also indicate the national authority to
which notification of any proposed import
should be made – this will be the competent
national authority of the importing Party
under Article 19 (or one of them).

367. One question which arises here is whether the
“domestic regulatory framework” referred to
here must be a national biosafety framework
or a framework specifically designed to ad-
dress LMO-FFPs, or whether it could also
include more general import procedures,
such as existing quarantine measures. The
better view would appear to be that where a
Party does not have a comprehensive do-
mestic framework addressing LMO-FFPs,
then it may make a declaration under Article
11(6).

Risk assessment and predictable time frame

368. Article 11(6) provides that decisions on im-
ports are to be undertaken in accordance with
a risk assessment under Annex III of the
Protocol, and within a predictable timeframe

not exceeding 270 days. In effect this pro-
vision allows an importing Party to utilize an
AIA-type procedure for reaching a decision
on the first import of a LMO-FFP. However,
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some potential difficulties might be noted
here:

� First, Annex III addresses risk assessment
guidelines for LMOs intended for inten-
tional introduction into the environment.
Since the Protocol itself differentiates be-
tween LMOs and LMO-FFPs one might
expect certain different or supplementary
criteria to be applicable for risk assess-
ment for LMO-FFPs. For example, while
Annex III sets out primarily an environ-
mental risk assessment rather than addres-
sing food safety and related issues, risk
assessment for LMO-FFPs, in addition to
potential risks associated with their intro-
duction into the environment, might ad-
dress in more detail human health aspects
of the food, feed and processing use of the
LMO in question. In this regard, principles
and methodologies such as those adopted
under the Codex Alimentarius may be of
relevance (see Box 12) In addition, the
reference in Annex III to risks associated
with products of LMOs (“products
thereof”) may be of particular relevance to
risk assessment for LMO-FFPs.

� Second, in relation to the time frame for
decision-making, unlike Article 10, Article
11(6) does not explicitly allow for an
extension of the 270-day time period where
the importing Party has either requested
additional information about the LMO-FFP
or where it simply requires additional time
in order to reach a decision.

This might create difficulties for an im-
porting Party which does not have a full
domestic regulatory framework in place
within which to reach its decision. In par-
ticular, the lack of a provision to extend the
time period for decision-making may be
problematic given the language of Article
11(7). On the other hand, there is also
nothing in Article 11 which indicates when
the 270-day period begins in relation to
decision-making on imports of LMO- FFPs.

369. Although Article 11(6) is intended as a pro-
ective measure for developing country
Parties and Parties with economies in transi-
tion, it may be challenging in practice for a
country which does not have a domestic regu-
latory framework in place to take a decision
on the potential import of a LMO-FFP based
on a risk assessment in accordance with
Annex III and within a predictable time frame
of not more than 270 days. It is perhaps feasi-
ble that interim guidelines and procedures
could be applied. However, in practical
terms, it may make sense for a Party de-
veloping a national biosafety framework to
deal with LMO-FFP imports within the same
framework as LMOs, while taking into ac-
count that different or supplementary consi-
derations relating to food safety may need to
be taken into account in relation to LMO-
FFPs. As in the case of the AIA procedure,
gaps and ambiguities in the Protocol may best
be resolved through clear national regu-
lations.

7. Failure by a Party to communicate its decision according to paragraph 6 above,
shall not imply its consent or refusal to the import of a living modified organism
intended for direct use as food or feed, or for processing, unless otherwise
specified by the Party.

370. Article 11(7) reflects the approach taken in
Articles 9 and 10 of the Protocol in relation to
AIA, that consent to a transboundary move-
ment of a LMO cannot be implied.

371. Article 9(4) and Article 10(5) provide that
failure by a Party of import to acknowledge
receipt of a notification or to communicate a
decision respectively “shall not imply its con-
sent” to an intentional transboundary move-
ment of a LMO. In contrast to Article 9(4)
and Article 10(5), Article 11(7) states that
failure by a Party to communicate a decision
shall not imply its consent or refusal to the
import of the LMO-FFP. Since this addi-
tional wording was added intentionally, it is
to be presumed that the negotiators intended

the consequences of a failure to communicate
a decision under Article 11 to be different to a
failure under Article 9 or Article 10. It cannot
be presumed that the words “or refusal” are
simply redundant.

372. Nonetheless, the practical implication of the
additional wording remains unclear. In these
circumstances, for practical purposes and to
enhance certainty and predictability, a Party
may wish to put in place a domestic regu-
latory framework for imports of LMO-FFPs
under Article 11(4) rather than rely on Article
11(6) and (7). This domestic regulatory
framework could then set out the procedure
and time frame by which an import decision
on LMO-FFPs would be reached, and specify
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whether explicit written consent is required
prior to the first import of a LMO-FFP.

373. In the event that a Party of import has dif-
ficulties in assessing potential imports of
LMO-FFPs, it may be that some assistance
would be available through the procedures
and mechanisms to facilitate decision-

making adopted by the COP/MOP under
Article 10(7).83 Strictly speaking, it would
appear that Article 10, and hence Article
10(7), is not applicable to LMO-FFPs as it
relates to the Protocol’s AIA procedure.
Nonetheless, it seems likely that similar types
of assistance may be required in relation to
LMO-FFPs.

8. Lack of scientific certainty due to insufficient relevant scientific information and
knowledge regarding the extent of the potential adverse effects of a living modi-
fied organism on the conservation and sustainable use of biological diversity in
the Party of import, taking also into account risks to human health, shall not
prevent that Party from taking a decision, as appropriate, with regard to the
import of that living modified organism intended for direct use as food or feed,
or for processing, in order to avoid or minimize such potential adverse effects.

374. Like Article 10(6), Article 11(8) allows
Parties of import to take a precautionary ap-
proach to decision-making on imports. While
the debate over the inclusion of precautionary

language in Article 10 was protracted, once
the language of Article 10(6) was agreed it
was also included in Article 11 without ad-
ditional debate.

9. A Party may indicate its needs for financial and technical assistance and
capacity- building with respect to living modified organisms intended for direct
use as food or feed, or for processing. Parties shall cooperate to meet these needs
in accordance with Articles 22 and 28.

375. Article 11(9) appears to recognize that there
may be additional specific capacity-building
needs in Parties regarding LMO-FFPs – for
example regarding risk assessments. Al-
though Parties may “indicate” these needs,
Article 11(9) does not specify to whom such
needs should be indicated. The reference to

Article 22 and Article 28 would appear to
suggest that such capacity-building needs
should be addressed through the COP/MOP
and the financial mechanism as well as
through bilateral, regional and multilateral
channels.
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Article 12. Review of decisions

1. A Party of import may, at any time, in light of new scientific information on
potential adverse effects on the conservation and sustainable use of biological
diversity, taking also into account the risks to human health, review and change
a decision regarding an intentional transboundary movement. In such case, the
Party shall, within thirty days, inform any notifier that has previously notified
movements of the living modified organism referred to in such decision, as well
as the Biosafety Clearing-House, and shall set out the reasons for its decision.

2. A Party of export or a notifier may request the Party of import to review a
decision it has made in respect of it under Article 10 where the Party of export or
the notifier considers that:

(a) A change in circumstances has occurred that may influence the outcome of the risk
assessment upon which the decision was based; or

(b) Additional relevant scientific or technical information has become available.

3. The Party of import shall respond in writing to such a request within ninety days
and set out the reasons for its decision.

4. The Party of import may, at its discretion, require a risk assessment for subse-
quent imports.

376. Article 12 addresses the changing state of
knowledge about LMOs and their potential
impacts on biological diversity and human
health. It provides for the review of decisions
on imports of LMOs in the light of new in-
formation or circumstances. It addresses:

� Who can initiate a review of a decision of
the Party of import? and

� On what basis?

377. Under Article 12 a review of an import
decision relating to a particular LMO can be
initiated by either:

� the Party of import;

� the Party of export; or

� the notifier (see commentary on Article 8).

378. A request for a review of a decision may be
made at any time provided the requirements
of Article 12 are met.

1. A Party of import may, at any time, in light of new scientific information on
potential adverse effects on the conservation and sustainable use of biological
diversity, taking also into account the risks to human health, review and change
a decision regarding an intentional transboundary movement. In such case, the
Party shall, within thirty days, inform any notifier that has previously notified
movements of the living modified organism referred to in such decision, as well
as the Biosafety Clearing-House, and shall set out the reasons for its decision.

2. A Party of export or a notifier may request the Party of import to review a
decision it has made in respect of it under Article 10 where the Party of export or
the notifier considers that:

(a) A change in circumstances has occurred that may influence the outcome of the risk
assessment upon which the decision was based; or

(b) Additional relevant scientific or technical information has become available.
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3. The Party of import shall respond in writing to such a request within ninety days
and set out the reasons for its decision.

379. Paragraphs 1 and 2 of Article 12 set out the
circumstances which may give rise to a re-
view of a decision.

380. For the Party of import to initiate a review,
there must be:

� new scientific information on potential ad-
verse effects on the conservation and sus-
tainable use of biological diversity, taking
also into account the risks to human health.

381. This suggests that scientific information must
be available which was not available at the
time the original decision was taken. While
not explicitly stated in Article 12, it appears
that the Party of import may review any type
of decision, i.e. an approval of an import; a
prohibition of import; or conditions attached
to the import of a LMO.

382. For a Party of export or notifier to request a
review, there must be either:

� a change in circumstances that may in-
fluence the outcome of risk assessment on
which the original decision was based; or

� additional relevant scientific or technical
information.

383. Again, a Party of export or notifier may pre-
sumably request any type of decision to be
reviewed. It can be envisaged that various
factors may give rise to a change in circum-
stances for the purposes of Article 12 such as
to prompt a request to review a decision.
Presumably, the types of factors to be consi-
dered in determining whether or not such a
change in circumstances has occurred are the
factors reflected in Annexes I and III – i.e.
information provided in the notification, and
the guidance on risk assessment. For ex-
ample, one relevant change in circumstances
which might occur could be a change in the
proposed receiving environment of the LMO
in question. Others might be the availability
of improved detection and identification
methods for the LMO, or a change in the
intended use of the LMO.

384. If the Party of export or notifier does request
review of a decision, the Party of import has
90 days in which to respond to that request
with reasons. In order to fulfil the require-
ment to give reasons the Party of import is
likely to have to review the original decision

and the risk assessment on which it was based
in the light of the new information or circ-
umstances. However, Article 12 does not
provide that the decision procedure in Article
10 should apply anew to requests for review.
In contrast to Article 10, Article 12 does not
explicitly give the Party of import an op-
portunity to request additional information
from the notifier during this period or uni-
laterally to extend the time period within
which the result of its review will be com-
municated. Nonetheless, it may be necessary
for a Party of import to request additional
information from the Party of export or noti-
fier in order to ascertain whether the change
in circumstances or additional relevant scien-
tific and technical information is such as to
warrant a change to the original decision. The
90 days time limit within which to respond to
requests for review may prove problematic
for certain countries with limited human,
technical and/or financial resources. In par-
ticular, and in contrast to Article 15(3),
Article 12 does not explicitly provide that the
Party of import may require the Party of ex-
port or the notifier to bear the costs of the
review. This may be addressed in the do-
mestic law of the Party of import.

385. Article 12 does not provide an “appeal” as
such against the original import decision of
the Party of import – i.e. the Party of export or
the notifier cannot use Article 12 simply to
challenge the decision of the Party of import
taken in accordance with Article 10, unless
they can point to changed circumstances or
additional relevant scientific information,
However, if they can identify such circum-
stances or information, the Party of export or
notifier may ask for a review of the decision
at any time. During the negotiations, there
was discussion of including a provision in
Article 12 whereby a Party of export or noti-
fier could request a review of a decision if
there was reasonable evidence that the ori-
ginal decision was not based on scientific
principles and evidence. This provision was
not agreed.84 Of course, it is open to a Party of
import to make provision for an additional
appeal procedure in its national regulations or
other procedures may already exist in its
national law for the review of administrative
decisions.
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386. The possibility to review decisions provided
by Article 12 of the Protocol is an important
element in assessing the compatibility of the

Protocol with relevant WTO agreements (see
Appendix).

4. The Party of import may, at its discretion, require a risk assessment for subse-
quent imports.

387. As noted previously, the Protocol’s AIA pro-
cedure applies to the first intentional trans-
boundary movement of a LMO for
intentional introduction into the environment
of the Party of import. Article 12(4) addres-
ses the situation in which, having taken a
decision allowing the first import of a par-
ticular LMO for intentional introduction into
the environment, the Party of import may
nonetheless wish to subject subsequent im-
ports of the same LMO to risk assessment.
The Party of import may wish to do this
where, for example, the intended use of the
LMO changes, the receiving environment
changes, or the volume of imports changes so
as to increase the risk of adverse impacts on
the conservation and sustainable use of bio-
diversity, taking into account risks to human
health.85 It is conceivable that a decision of a

Party of import allowing the first import of a
LMO could specify, as a condition of import,
that if any of the above-mentioned circum-
stances arise (or others) then a new risk as-
sessment would be required. However,
Article 12(4) suggests that it is not necessary
for the Party of import to do this in order to be
able at a later stage to exercise its discretion
to require a further risk assessment to be
carried out.

388. During the negotiations, there was discussion
on whether Article 12 should include a list of
the circumstances under which the Party of
import might exercise its discretion to require
risk assessments for subsequent imports.
However, these proposals were not included
in the final text.
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Article 13. Simplified procedure

1. A Party of import may, provided that adequate measures are applied to ensure
the safe intentional transboundary movement of living modified organisms in
accordance with the objective of this Protocol, specify in advance to the
Biosafety Clearing-House:

(a) Cases in which intentional transboundary movement to it may take place at the same
time as the movement is notified to the Party of import; and

(b) Imports of living modified organisms to it to be exempted from the advance informed
agreement procedure.

Notifications under subparagraph (a) above, may apply to subsequent similar
movements to the same Party.

2. The information relating to an intentional transboundary movement that is to
be provided in the notifications referred to in paragraph 1 (a) above, shall be the
information specified in Annex I.

389. Article 13 represents another example of the
discretion that the Protocol leaves to Parties
of import in how they address potential im-
ports of LMOs for intentional introduction
into the environment.

390. Under Article 13(1)(a), a Party of import may
indicate that certain transboundary move-
ments of LMOs to it may take place on the
basis of a mere notification to the Party of
import.

391. Under Article 13(1)(b), a Party of import may
indicate that it will exempt certain imports of
LMOs from the AIA procedure.

392. Parties which intend to utilize Article
13(1)(a) or (b) must notify to the Biosafety
Clearing-House the LMOs to which such
procedures will apply.

393. It should be emphasized that this “exception”
to AIA operates at the domestic level only –

i.e. it is only proposed imports of the speci-
fied LMO to the Party of import in question
that are affected. Transboundary movements
of the same LMO to all other Parties remain
subject to the Protocol’s AIA procedure.

394. A Party may only avail itself of the simplified
procedure in Article 13 if “adequate meas-
ures are applied to ensure the safe intentional
transboundary movement of living modified
organisms in accordance with the objective
of this Protocol”. This proviso is intended to
provide a minimum level of protection below
which no Party should fall. No supervisory
mechanism for Article 13 is established in the
Protocol. However, this may be an issue
which could be addressed, if necessary, under
the compliance procedures and mechanisms
which are to be adopted under Article 34 of
the Protocol.
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Article 14. Bilateral, regional and multilateral
agreements and arrangements

1. Parties may enter into bilateral, regional and multilateral agreements and
arrangements regarding intentional transboundary movements of living
modified organisms, consistent with the objective of this Protocol and provided
that such agreements and arrangements do not result in a lower level of
protection than that provided for by the Protocol.

2. The Parties shall inform each other, through the Biosafety Clearing-House, of
any such bilateral, regional and multilateral agreements and arrangements that
they have entered into before or after the date of entry into force of this Protocol.

3. The provisions of this Protocol shall not affect intentional transboundary move-
ments that take place pursuant to such agreements and arrangements as
between the parties to those agreements or arrangements.

4. Any Party may determine that its domestic regulations shall apply with respect
to specific imports to it and shall notify the Biosafety Clearing-House of its
decision.

395. Article 14(1)-(3) addresses the situation
where Parties to the Protocol have
concluded, or intend to conclude, a separate
agreement or arrangement on intentional
transboundary movement of LMOs. For ex-
ample, it is possible that two neighbouring
countries, with an active trade in LMOs, may
decide to conclude an agreement that is more
specific than the Protocol, addresses the
issues in more detail, and is adjusted to those
countries’ particular situation and needs.

396. Article 14 states that the provisions of the
Protocol “shall not affect” intentional trans-
boundary movements of LMOs that take
place in accordance with such an agreement
or arrangement entered into by a Party to the
Protocol. However, such agreements or
arrangements must be consistent with the ob-
jective of the Protocol and must not result in a
lower level of protection (for biodiversity and
for human health) than that provided for by
the Protocol.

397. One issue which arises in relation to Article
14 is whether it applies to agreements and
arrangements between Parties only, or also
to agreements and arrangements between
Parties and non-Parties. This is important
considering the standard that is set in Article
14(1) for such agreements and arrange-
ments. This issue is addressed further in the
commentary on Article 24.

398. One specific application of Article 14 relates
to the special situation of the European
Union and its member States. As future
Parties to the Protocol, the European
Community and its members will want to con-
tinue to apply the relevant EU legislation
both within the internal market of the EU and
to imports of LMOs from third States into the
EU, in precedence over the provisions of the
Protocol. Article 14 was intended to provide
the basis for this. In an earlier draft of the
Protocol, there was a provision dealing spe-
cifically with the issue of regional economic
integration organizations applying their own
legal provisions to transboundary move-
ments of LMOs involving their region. The
definition of “regional economic integration
organization” in Article 3 was included in the
context of that provision. In the final nego-
tiations, the provision in question was de-
leted with the understanding that Article 14
would serve the relevant purpose. According
to the interpretation of the European
Commission, Article 14(3) provides the basis
for giving precedence to EU legislation in
relation to movements of LMOs within the
EU, and Article 14(4) in relation to the
import of LMOs into the EU from third States
(see below).86
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1. Parties may enter into bilateral, regional and multilateral agreements and
arrangements regarding intentional transboundary movements of living
modified organisms, consistent with the objective of this Protocol and provided
that such agreements and arrangements do not result in a lower level of
protection than that provided for by the Protocol.

399. This provision establishes a double require-
ment for separate agreements or arrange-
ments regarding intentional transboundary
movements of LMOs among Parties:

(i) such agreements and arrangements must
be consistent with the objective of the
Protocol; and

(ii) they may not result in a lower level of
protection than that provided by the
Protocol.

The rationale is to give Parties the oppor-
tunity to establish and apply bilateral or mult-
ilateral systems for the management of the
transboundary movement of LMOs other
than the system provided by the Protocol.
However, at the same time, Article 14 seeks
to ensure that the objective of the Protocol is
not undermined by such alternative arrange-
ments. Parties may not use a separate agree-
ment or arrangement to avoid their

obligations under the Protocol.

400. Article 14 refers to “bilateral, regional and
multilateral agreements and arrangements”.
This wording indicates that a Party may con-
clude a treaty with one other Party (bilateral)
or with more than one other Party
(multilateral). A multilateral treaty can be
limited to a particular region (regional), or it
can be wider in scope.

401. The reference to “arrangements” in addition
to “agreements” can be understood to mean
that international legal instruments that do
not assume the form of treaties but imply an
engagement on the part of the States con-
cerned are also covered. These may include
for example arrangements on LMOs within
the OECD or the European Union, or within
other regional bodies that do not take the
form of treaties.

402. The difficulty in relation to Article 14(1) lies
in the interpretation of the terms “consistent
with the objective of the Protocol” and “do
not result in a lower level of protection”,
which set a standard for agreements and
arrangements under Article 14. These terms
are not defined and no specific mechanism is
established to monitor and assess whether
Article 14 agreements and arrangements
have met these requirements. If difficulties

should arise in relation to such agreements
and arrangements, the COP/MOP or the com-
pliance mechanisms to be adopted under
Article 34 of the Protocol may be called upon
to play a role in their resolution.

403. In order to be consistent with the Protocol’s
objective, an Article 14 arrangement or
agreement would need to be in accordance
with the precautionary approach contained in
Principle 15 of the Rio Declaration, contri-
bute to ensuring an adequate level of pro-
tection in the field of the safe transfer,
handling and use of LMOs that may have
adverse effects on biological diversity, taking
also into account risks to human health.
While the agreement or arrangement would
not need to replicate the same procedures and
techniques, such as the AIA provisions, con-
tained in the Protocol it should provide for
equivalent measures necessary to achieve an
adequate level of protection. Thus, as a min-
imum, it should provide for a mechanism to
ensure safe transfer, handling and use of
LMOs, and for a method to provide the im-
porting country with an opportunity and a
basis for deciding whether or not to consent
to the import of LMOs. (See also comment-
ary on Article 9, paragraphs 302–303).

404. The requirement that such agreements and
arrangements “do not result in a lower level
of protection than that provided for by the
Protocol” indicates that at least an equivalent
level of protection must be achieved. This
requirement is in conformity with the general
obligations of Parties to adhere to the
Protocol’s objective and to ensure that acti-
vities involving LMOs are undertaken in a
manner that prevents or reduces the risks to
biological diversity, taking also into account
risks to human health (see commentary on
Article 2(2)). It is also consistent with the
right of Parties to take action that is more
protective than that called for in the Protocol,
provided such action is consistent with the
provisions of the Protocol and its other obli-
gations under international law (see com-
mentary on Article 2(4)). Parties are not
entitled to take action that is less protective of
the conservation and sustainable use of biolo-
gical diversity than that called for in the
Protocol. It should be noted that the level of
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protection provided by the Protocol, as it
enters into force and is applied by its Parties,
may evolve over time, and may differ from
LMO to LMO. An Article 14 agreement or

arrangement must be similarly flexible to
keep pace with developments under the
Protocol.

2. The Parties shall inform each other, through the Biosafety Clearing-House, of
any such bilateral, regional and multilateral agreements and arrangements that
they have entered into before or after the date of entry into force of this Protocol.

405. The purpose of Article 14(2) is to provide
transparency as regards the international
legal rules that govern transboundary move-
ments of LMOs for States that are Parties to
the Protocol.

406. Article 14(2) refers to agreements and
arrangements entered into by a Party before
or after the date of entry into force of the
Protocol. The “date of entry into force” of the
Protocol is addressed in Article 37(1). The
difference between agreements and arrange-
ments entered into before or after the date of
entry into force of the Protocol is primarily
relevant in the case where a separate agree-
ment does not conform to the requirements of
Article 14(1). Agreements or arrangements

that are compatible with the Protocol take
precedence in accordance with Article 14(3)
(see below). Parties that have already entered
relevant agreements or arrangements before
the Protocol comes into force are entitled to
maintain these provided they meet the con-
ditions set out in Article 14(1). If an incom-
patible agreement was entered into before the
entry into force of the Protocol, the rules of
international treaty law stipulate that the
Protocol takes precedence over the older
treaty as between Parties to both treaties. If an
incompatible agreement is entered into after
the entry into force of the Protocol, it would
be in contravention of Article 14, and of the
Party’s duty to fulfil its obligations under the
Protocol in good faith.87

3. The provisions of this Protocol shall not affect intentional transboundary move-
ments that take place pursuant to such agreements and arrangements as
between the parties to those agreements or arrangements.

407. This is the key provision of Article 14. It
explains why the consistency requirement in
Article 14(1) is important. Article 14(3) sti-
pulates that a separate agreement or arrange-
ment, if it fulfils the conditions of Article
14(1), takes precedence over the Protocol,
but only with regard to transactions between
the States that are parties to it.

� In a transboundary movement between
State A and State B, both of which are
Parties to the Protocol and to the separate
agreement under Article 14, the separate
agreement applies.

� By contrast, in a transboundary movement
between State C, which is a Party to the
Protocol as well as to the separate agree-
ment under Article 14, and State D, which
is a Party to the Protocol but not to the
separate agreement, the Protocol applies.

408. In each case, the separate agreement must
fulfil the Article 14(1) conditions. This is in
fact a re-statement of a rule of international
treaty law that governs the relationship be-
tween successive treaties on the same subject.

Under Article 30(2) of the Vienna
Convention on the Law of Treaties, a treaty
may accord precedence to another treaty en-
tered into by its parties, as the Protocol does
in this instance. Article 30(4)(b) of the
Vienna Convention stipulates that in a re-
lationship between a State that is a Party to
two agreements and a State that is a Party to
one of the agreements only, the agreement to
which both States are Parties shall apply.

409. Article 14(1)-(3) refers to agreements and
arrangements regarding intentional trans-
boundary movement of LMOs, and Article
14(3) provides that the Protocol provisions
shall not affect intentional transboundary
movements that take place pursuant to such
agreements and arrangements. Thus other
provisions of the Protocol which are not
applicable only to transboundary movements
of LMOs will continue to apply even as
between parties to the separate agreement
(see Box 10 for an analysis of the distinction
between the two types of provisions).
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410. With regard to the EU, relevant EU legis-
lation is considered a “regional agreement or
arrangement” in accordance with Article 14.
This means that EU legislation shall apply to

transboundary movements of LMOs within
the EU in precedence over the provisions of
the Protocol, in accordance with Article
14(3).88

4. Any Party may determine that its domestic regulations shall apply with respect
to specific imports to it and shall notify the Biosafety Clearing-House of its
decision.

411. This provision does not relate specifically to
the title of Article 14, as it does not concern
separate agreements or arrangements on the
transboundary movement of LMOs. Its rele-
vance and aim here are not immediately ob-
vious. In order to understand the meaning and
significance of Article 14(4) and the reason
for its placement in this Article, one needs to
look at the negotiating history of the
Protocol. In fact, the placement of this pro-
vision was subject to discussion, and it was
moved several times during the negotiation
process.

412. The Protocol contains three provisions deal-
ing with the possibility for Parties to subject
certain imports of LMOs to domestic legis-
lation rather than the precise requirements of
the AIA procedure:

� Article 9(2)(c) provides for a decision to be
taken by the Party of import, after receipt of

notification of an intended transboundary
movement under the AIA procedure, to
apply its domestic regulatory framework to
that particular movement in preference to
the AIA procedure, provided that the
national framework is consistent with the
Protocol (see commentary on Article 9);

� Article 13(1)(b) sets out a simplified
procedure by which specified LMOs may
be exempted from the AIA procedure by a
Party through advance notification to the
Biosafety Clearing-House, provided cer-
tain requirements are met (see comment-
ary on Article 13); and

� Article 14(4) allows for a general appli-
cation of domestic regulations to specific
imports in preference to the AIA pro-
cedure, also by advance notification to the
Biosafety Clearing-House.
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Box 28. Example of a regional arrangement

Directive 2001/18/EC of the European Parliament and the Council on the deliberate release
into the environment of genetically modified organisms

Objective

In accordance with the precautionary principle, the objective is to approximate the legislation of the Member
States and to protect human health and the environment in two cases:

– Deliberate release into the environment of genetically modified organisms; and

– Placing on the market of genetically modified organisms in the European Union.

General obligations

– Ensuring that appropriate measures are taken to avoid adverse effects on human health and the environment, in
accordance with the precautionary principle;

– Genetically modified organisms may only be deliberately released or placed on the market in conformity with
the procedures set out in the Directive.

Authorization procedures

Procedures are established for the authorization of release into the environment and placing on the market of
genetically modified organisms in the European Union. Subject to a safeguard clause in the Directive, once
consent has been given for the placing on the market of a GMO as or in a product, that product may be used

88
See Proposal for a Regulation of the European Parliament and of the Council on the transboundary movement of genetically
modified organisms, COM(2002)85 final, Explanatory Memorandum.



413. The negotiating history of the Protocol shows
that Article 14(4) was intended to take account
of the need of the EU for a mechanism to apply
its own legislation to movements of LMOs
taking place from third parties into the EU. By
allowing the application of “its domestic

regulations” (i.e. the relevant EU legislation,
see Box 28), Article 14(4) takes account of this
need.89 However, the application of Article
14(4) is not limited to regional economic
integration organizations. It can be invoked by

any Party to the Protocol.
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See Proposal for a Regulation of the European Parliament and of the Council on the transboundary movement of genetically
modified organisms, COM(2002)85 final, Explanatory Memorandum.



General introduction to Articles 15–16
and Annex III

414. Articles 15 and 16, and Annex III, introduce
the concepts of risk assessment and risk man-
agement into the Protocol.

415. Risk may be defined as the likelihood that an
organism introduced into the environment
may cause harm to that environment. It is
comprised of two factors:

� the consequence of a particular event (i.e.
of a potential adverse effect, including its
magnitude); and

� the likelihood of the event occurring.

416. Risk assessment is an important first step in
any attempt to minimize or prevent possible
adverse effects to the environment. It is in-
tended to enable informed decisions to be
made about the transboundary movement of
LMOs. Risk management addresses the issue
of how to manage, in an appropriate and
effective manner, any risk that may have
been identified during the assessment pro-
cess.

417. In the context of LMOs, thorough risk assess-
ment and effective risk management meas-
ures are particularly important since it is
likely to be virtually impossible to recall
LMOs once released into the environment,
and since most organisms have abilities to
spread or propagate, or to disseminate genes
to other varieties of the same species or to
other species.

418. Possible adverse effects of a LMO depend
not only on the LMO itself, but also on the
potential receiving environment into which
the LMO is to be introduced. They also de-
pend upon the interactions between that
LMO, the receiving environment, and other
organisms present in that environment. A po-
tential receiving environment is an eco-
system or habitat, including humans and
animals, which is likely to come in contact
with a released organism.90

419. Many of the LMOs which may be considered
for growing or use within the territory of a
Party to the Protocol will have been

produced, and possibly grown or reared com-
mercially, in other countries which may have
very different ecosystems and indigenous or-
ganisms. Although these LMOs may have
been subject to risk assessment and risk man-
agement procedures in all the countries
where they have previously been used
(particularly in the country of manufacture
and first use), these assessments and pro-
cedures may not be adequate to protect a new
and different receiving environment and its
biological diversity, taking also into account
risks to human health.

420. Risk assessment and risk management are re-
lated processes. Risk management measures
will be proposed following a risk assessment. It
is likely to be necessary to reassess risks after
risk management measures are applied. There-
fore, it may be necessary to iterate between risk
assessment and consideration of appropriate
risk management measures to achieve preven-
tion of any risk, or its minimization or
reduction to an acceptable level. Assessment of
risk management measures could include con-
sideration of the possibility that risk manage-
ment measures, while appropriate, may not be
applied effectively, or that even where effect-
ively applied, the risk management measures
specified may not in fact sufficiently control
risks.

421. Risk assessment involves a number of steps,
including identification of potential adverse
effects, an assessment of the likelihood that
the potential adverse effects occur, and an
evaluation of the consequences that may arise
where these adverse effects come to be re-
alized. As part of the risk assessment, Annex
III provides for a recommendation to be made
as to whether or not the risks are acceptable or
manageable, including, where necessary,
identification of strategies to manage these
risks.
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Article 15. Risk assessment

1. Risk assessments undertaken pursuant to this Protocol shall be carried out in a
scientifically sound manner, in accordance with Annex III and taking into
account recognized risk assessment techniques. Such risk assessments shall be
based, at a minimum, on information provided in accordance with Article 8 and
other available scientific evidence in order to identify and evaluate the possible
adverse effects of living modified organisms on the conservation and sustainable
use of biological diversity, taking also into account risks to human health.

2. The Party of import shall ensure that risk assessments are carried out for
decisions taken under Article 10. It may require the exporter to carry out the
risk assessment.

3. The cost of risk assessment shall be borne by the notifier if the Party of import so
requires.

422. Article 15 establishes the basic requirements
for risk assessment under the Protocol, and
refers to Annex III for further guidance.
Article 15 and Annex III are, therefore,
closely connected. The objective of the risk
assessment under the Protocol is, as stated in
this Article and Annex III (1), to identify and
evaluate the possible adverse effects of LMOs
on the conservation and sustainable use of
biodiversity, taking also into account risks to
human health.

423. Annex III notes that risk assessment entails,
as appropriate, the following steps:

� identification of possible adverse effects in
the potential receiving environment, tak-
ing into account characteristics of the
LMO concerned and of the potential re-
ceiving environment;

� evaluation of the likelihood of these effects
occurring;

� evaluation of the consequences if those
effects should occur;

� estimation of overall risk in relation to
each adverse effect, based on evaluation of
its likelihood and consequences;

� recommendation as to whether or not the
risks are acceptable or manageable, in-
cluding, where necessary, identification of
strategies to manage the risks;

� in cases of uncertainty regarding the level
of risk it may be necessary to request fur-
ther information on the specific issues of
concern or implementation of risk man-
agement strategies to take account of the
uncertainties and/or to monitor the LMO
in the receiving environment.

424. The rest of this commentary will focus on the
risk assessment provisions of Article 15. A
separate commentary is provided on Annex
III (see paragraphs 794–843).

1. Risk assessments undertaken pursuant to this Protocol shall be carried out in a
scientifically sound manner, in accordance with Annex III and taking into
account recognized risk assessment techniques. Such risk assessments shall be
based, at a minimum, on information provided in accordance with Article 8 and
other available scientific evidence in order to identify and evaluate the possible
adverse effects of living modified organisms on the conservation and sustainable
use of biological diversity, taking also into account risks to human health.

Basis for the risk assessment

425. At a minimum, risk assessment for LMOs
subject to the AIA procedure is to be based on
information provided in accordance with
Article 8 (including Annex I), and other
available scientific evidence.

426. Relevant scientific evidence to be taken into
account will include scientific data
(including statistical data, if available),
scientific theories, models, and other sources
of scientific knowledge, that assist in the

107



identification of possible adverse effects, and
evaluation of the probability of adverse
effects occurring, and of their consequences.
Evidence that might not be regarded as scien-
tific – for example, indigenous and traditional
knowledge and information, as well as anec-
dotal information – might also be considered
where relevant, provided consideration is
carried out in a scientifically sound and trans-
parent manner, such as through a scientific
study of the issues raised.

427. There are, however, many variables that may
change the response of an organism to an
environment which have not yet been under-
stood, and due to the complexity of the eco-
systems may never be fully predictable. In
some cases it may be difficult to even identify
these effects, let alone predict the probability

of them being realized. Furthermore, avail-
able information about ecological relation-
ships and environmental factors in specific
environments, and the response of a LMO to
a specific environment, may be limited or
non-existent, due to a lack of relevant re-
search.

428. There may also be disagreement among
scientists about the possible adverse effects
associated with a LMO, including disagree-
ment about the manner in which an inserted
gene is likely to modify characteristics of the
organism other than the intended changes,
about the interpretation of data, and about the
ecological and environmental effects of
LMOs.

Scientifically sound manner

429. The risk assessment must be “carried out in a
scientifically sound manner”. Box 29, taken
from the UNEP International Technical
Guidelines on Biosafety, gives examples of
the types of scientific expertise and inform-
ation that may need to be considered in
undertaking risk assessments relating to
LMOs. Further developments in these and
other relevant scientific fields could also be
taken into account.

430. There is no definition of the phrase
“scientifically sound manner” in the
Protocol. Indeed, there appears to be no inter-
nationally agreed definition of the phrase
“scientifically sound”. Similar terms have
been used in other international guidelines
without definition.91 Identifying what consti-
tutes a “scientifically sound manner” may
give rise to disagreement between States. The
phrase implies that risk assessment needs to
proceed in a systematic way, and to be under-

taken with inputs from people with appro-
priate qualifications and experience in fields
relevant to the nature of the possible adverse
effects.

431. Possible elements of a “scientifically sound
manner” might include, for example:92 the
review and evaluation of all available rele-
vant scientific information; a case-by-case,
structured and integrated approach; analysis
using appropriate statistical techniques; peer
review; a credible, transparent and inclusive
evaluation mechanism; and the use of scien-
tific advice from a wide variety of sources,
including expertise in different disciplines
and diversity of scientific schools of thought
and opinion.

432. Specific guidance on the risk assessment pro-
cess to be undertaken under Article 15 is
provided in Annex III to the Protocol.
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For example, Statements of Principles concerning the Role of Science in the Codex Decision-Making Process and the Extent to
which Other Factors are Taken into Account, Procedural Manual of the Codex Alimentarius Commission (12th edition, 2001),
p. 165. Article 2(2) of the WTO SPS Agreement provides that any sanitary or phytosanitary measure must be “based on
scientific principles”, and the Agreement contains further references to “scientific justification” (Article 3(3)) and “scientific
evidence” (Article 2(2) and Article 5(2)).

92
See e.g. “Draft Principles for the Risk Analysis of Foods Derived from Modern Biotechnology”, Report of the Third Meeting
of the Codex Ad Hoc Intergovernmental Task Force on Foods derived from Biotechnology, Appendix II, ALINORM 03/34; A
Canadian Perspective on the Precautionary Approach/Principle: Discussion Document, September 2001, pp. 14-15, available
at Health Canada online: http://www.hc-sc.gc.ca/english/protection/ precaution.html



Possible adverse effects

433. The Protocol does not explain the term
“possible adverse effects”. The possible ad-
verse effects of LMOs that are to be identified
and evaluated are those that might affect the
conservation and sustainable use of biologi-
cal diversity, taking also into account risks to
human health. Based on the wording of
Article 15, and on the methodology for risk
assessment set out in Annex III, it would
appear that all such possible adverse effects
are to be identified. The evaluation of each

possible adverse effect that has been identi-
fied then includes an assessment of the proba-
bility or likelihood of that adverse effect
occurring, and of its consequences should it
occur. Possible adverse effects to be consi-
dered may include both short-term and cumu-
lative, long-term effects, as well as direct,
indirect and delayed effects. For example,
this approach is taken in EU legislation on
release of LMOs into the environment (see
Box 30).
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Box 29. Examples of the types of scientific expertise and information for
undertaking risk assessments relating to LMOs

Risk assessment requires a range of expertise which should be reflected in the competence and experience of
those carrying out the assessment in a scientifically sound manner.

The different fields of expertise needed for scientifically sound risk assessment may include, as appropriate:

* Nucleic acid technology * Plant biology/botany

* Molecular genetics * Veterinary science

* Population genetics * Agronomy

* Marine biology * Forestry

* Ecology * Pathology

* Taxonomy * Epidemiology

* Microbiology * Process technology

* Virology * Biochemistry

* Zoology * Toxicology

* Entomology

This list is provided as a guide to the major fields of expertise which may be required and is not intended to be
comprehensive. Not all of these are likely to be relevant in each case and, as knowledge and technology advance,
other fields of expertise will be important in risk assessment.

Source: UNEP International Technical Guidelines for Safety in Biotechnology, pp.21–22

Box 30. Categorization of direct, indirect, immediate and delayed effects

“direct effects” refer to primary effects on human health or the environment which are a result of the GMO itself
and which do not occur through a causal chain of events;

“indirect effects” refer to effects on human health or the environment occurring through a causal chain of events,
through mechanisms such as interactions with other organisms, transfer of genetic material, or changes in use or
management. Observations of indirect effects are likely to be delayed;

“immediate effects” refer to effects on human health or the environment which are observed during the period of
the release of the GMO. Immediate effects may be direct or indirect;

“delayed effects” refer to effects on human health or the environment which may not be observed during the
period of the release of the GMO but become apparent as a direct or indirect effect either at a later stage or after
termination of the release.

Source: Annex II, Directive 2001/18/EC of the European Parliament and of the Council of 12 March 2001 on the deliberate
release into the environment of genetically modified organisms. OJ L 106/1 (17 April 2001).



Taking into account recognized risk assessment techniques

434. Risk assessments of LMOs under Article 15
are to take into account recognized risk
assessment techniques. The Protocol does not
specify what constitute recognized risk as-
sessment techniques, but they may be as-
sumed to include those techniques that are
currently applied at national, regional or in-
ternational level. In addition, risk assessment
techniques that may be applied or developed
in other areas may also be relevant for risk
assessment of LMOs (e.g. techniques relating
to alien invasive species).

435. Examples of such techniques would include
the UNEP International Technical Guide-
lines on Biosafety and the OECD’s work on
risk assessment.93

436. Risk assessment strategies related to LMOs
adopted by international and national sys-
tems are very similar. They are predominant-
ly based on familiarity (i.e. knowledge and
experience) with the unmodified donor and
recipient and the likely impact due to the
changed characteristics of the organism; with
the intended application; and with the poten-
tial receiving environment.

2. The Party of import shall ensure that risk assessments are carried out for
decisions taken under Article 10. It may require the exporter to carry out the
risk assessment.

437. This provision places an obligation on Parties
of import to ensure that risk assessments are
the basis for reaching decisions on proposed
imports of LMOs that are subject to the
Protocol’s AIA procedure. The Party of im-
port may perform the risk assessment, or al-
ternatively, the Party of import may require
the exporter to carry out the risk assessment.

438. In some countries, national authorities per-
form a risk assessment, on the basis of in-
formation provided by the applicant/ notifier.
In other countries, the authority responsible
for decisions acts as an auditor of the risk
assessment provided by the applicant. In the
latter case, the applicant must provide a dos-
sier containing the information used in the
risk assessment and on proposed risk man-
agement measures, and the authorities review
the data and the assessments. National au-
thorities may ask for further information or

clarification before deciding on the validity
of the assessment in relation to the potential
receiving environment(s).

439. Under the procedures to be adopted under
Article 10(7), the Party of import may be able
to request assistance, for example, through
the roster of experts to review the information
and risk assessment provided by the
applicant/exporter.

440. The mechanisms used by Parties for carrying
out or evaluating risk assessment may vary.
Whatever mechanism is used, it is important
that the requirements of risk assessment are
clearly defined and systematically carried
out. The individuals charged with risk assess-
ment will need to be well qualified in the area
under review, be individuals of the highest
integrity, and meet requirements for public
disclosure of actual and potential conflicts of
interest.94

3. The cost of risk assessment shall be borne by the notifier if the Party of import so
requires.

441. Parties may vary as to their approach to re-
covering the costs of the risk assessment pro-
cedures that are to be carried out under
Article 15. In some cases, no charge may be
made for the regulatory processes. However
many countries may require fees from the
applicant to cover either part or all of the

costs of risk assessment (insofar as such costs
can be determined).

442. This provision enables a Party of import, if it
so wishes, to recover from the notifier the
cost of risk assessment of the proposed trans-
boundary movement.
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See, for example Report to the Working Group on Regulatory Oversight in Biotechnology (to the G8 Heads of State and
Government), May 2002, OECD Reference No. C(2000)86/ADD1.

94
See, for example, the EU-U.S. Biotechnology Consultative Forum Final Report (December 2000)
http://europa.eu.int/comm./external_relations/us/biotech/report.pdf



Article 16. Risk management

1. The Parties shall, taking into account Article 8 (g) of the Convention, establish
and maintain appropriate mechanisms, measures and strategies to regulate,
manage and control risks identified in the risk assessment provisions of this
Protocol associated with the use, handling and transboundary movement of
living modified organisms.

2. Measures based on risk assessment shall be imposed to the extent necessary to
prevent adverse effects of the living modified organism on the conservation and
sustainable use of biological diversity, taking also into account risks to human
health, within the territory of the Party of import.

3. Each Party shall take appropriate measures to prevent unintentional trans-
boundary movements of living modified organisms, including such measures as
requiring a risk assessment to be carried out prior to the first release of a living
modified organism.

4. Without prejudice to paragraph 2 above, each Party shall endeavour to ensure
that any living modified organism, whether imported or locally developed, has
undergone an appropriate period of observation that is commensurate with its
life-cycle or generation time before it is put to its intended use.

5. Parties shall cooperate with a view to:

(a) Identifying living modified organisms or specific traits of living modified
organisms that may have adverse effects on the conservation and sustainable use of
biological diversity, taking also into account risks to human health; and

(b) Taking appropriate measures regarding the treatment of such living modified org-
anisms or specific traits.

443. The purpose of risk management as provid-
ed in Article 16 is to regulate, manage and

1. The Parties shall, taking into account Article 8 (g) of the Convention, establish
and maintain appropriate mechanisms, measures and strategies to regulate,
manage and control risks identified in the risk assessment provisions of this
Protocol associated with the use, handling and transboundary movement of
living modified organisms.

444. This Article deals with the management of
risks of those organisms that fall within the
scope of the Protocol (i.e. all LMOs covered
by Article 4) and refers to the provisions of
Article 8(g) of the CBD, which requires
Parties to the CBD to:

establish or maintain means to regulate,
manage or control the risks associated with
the use and release of living modified org-
anisms resulting from biotechnology which
are likely to have adverse environmental
impacts that could affect the conservation
and sustainable use of biological diversity,
taking also into account the risks to human
health.

445. Article 16(1) places an obligation on Parties
to set up appropriate mechanisms, measures
and strategies to regulate, manage and control
risks identified in the risk assessment pro-
visions of the Protocol. The obligation im-
plies the establishment and implementation
of a regulatory system with the capacity to
manage and control such risks.

446. The Protocol does not give any specific guid-
ance on how suitable risk management strate-
gies may be identified. However in order to
manage risk, risk management strategies will
need to be effective when applied in practice
by those who will have the responsibility for
implementing them, for example, farmers or
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distributors of LMOs. In the identification of
risk management mechanisms, measures and
strategies it is therefore important to consider
the feasibility of the measures proposed in the
circumstances in which they will be carried
out in practice. Identification of risk manage-
ment strategies could also, taking into
account Article 23(2), consider the many dif-
ferent views of those affected by the intro-
duction into the environment of LMOs
covered by the Protocol, so as to ensure that
differing technical assessments, public
values, knowledge, and perceptions are con-
sidered.

447. For the release of LMOs that are plants, risk
management measures that are commonly
applied include the following:

� isolation distances or “buffer zones” (to
the next field of the same crop and to other
hybridization partners to minimize pollen
transfer);

� border rows with non-transgenic plants (to
catch pollen);

� after release treatment: inactivation of re-
maining plants and seeds, specific soil
treatment after harvest (e.g. measures for

early germination in order to destroy vol-
unteers);

� after release control (e.g. removal of vol-
unteers in the next year/s); and

� partial or full restrictions preventing plant-
ing in specified areas (e.g. to prevent hori-
zontal gene flow).

448. Risk management measures, such as those
above, have been developed and applied
mainly in countries where farms are managed
as large single units. They may well need to
be adapted if they are to work effectively
under different conditions, such as in situa-
tions where there are many small farms, each
managed separately, as is common in many
developing countries.

449. While the Protocol does not specifically re-
quire risk management measures to include a
component for monitoring the application
and effectiveness of the measures, and stra-
tegies to manage adverse effects resulting
from poor implementation, or ineffective-
ness, of these measures, it may be considered
that these elements are part of “management
and control”.

2. Measures based on risk assessment shall be imposed to the extent necessary to
prevent adverse effects of the living modified organism on the conservation and
sustainable use of biological diversity, taking also into account risks to human
health, within the territory of the Party of import.

450. “Measures based on risk assessment” refers
to the measures to regulate, manage and con-
trol those risks that are identified through the
risk assessment provisions of the Protocol, as
described in Article 15(1) and 16(1).

451. The obligation established under this Article
“to impose measures to the extent necessary
to prevent adverse effects” differs from, and
in the use of the word ‘prevent’ would appear
to be stronger than, the wording and approach
used in the wording of Articles 10(6) and
11(8) on application of the precautionary ap-

proach in the decision procedure, which
refers to avoiding or minimizing adverse
effects.

452. The management measures to be imposed
here are those necessary to prevent adverse
effects of LMOs on “the conservation and
sustainable use of biological diversity, taking
also into account risks to human health, with-
in the territory of the Party of import”.
Consistent with Article 16(1), this provision
places an obligation on Parties to impose risk
management to prevent adverse effects.

3. Each Party shall take appropriate measures to prevent unintentional trans-
boundary movements of living modified organisms, including such measures as
requiring a risk assessment to be carried out prior to the first release of a living
modified organism.

453. An unintentional transboundary movement
might occur by spread of LMOs through
growth and dispersal, for example, where a
LMO is grown close to an international
border. Unintentional transboundary move-

ment may also occur through local, informal
trade, errors in handling of shipments or
through illegal activities. Article 16(3)
requires that the risk assessment needed
before the first release of a LMO takes into
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account the possibility of unintentional trans-
boundary movements of LMOs across inter-
national borders

(for further discussion of unintentional trans-
boundary movement, see commentary on
Article 17).

4. Without prejudice to paragraph 2 above, each Party shall endeavour to ensure
that any living modified organism, whether imported or locally developed, has
undergone an appropriate period of observation that is commensurate with its
life-cycle or generation time before it is put to its intended use.

454. Article 16(4) requires each Party to
endeavour to ensure that, all LMOs undergo
an appropriate period of observation before
being put to their intended use. The use of the
word “endeavour” indicates an obligation to
put in place measures to achieve the goal set
out in Article 16(4).

455. The placing of this requirement in the Article
16 on risk management suggests that its pro-
visions are in addition to provisions for risk
assessment in Article 15 and Annex III.

456. The wording does not specify where this ob-
servation is to take place: it could take place
in the territory of the Party concerned, or in
other countries. However, if an initial risk
assessment suggests that there are significant
differences between the place where the
period of observation has occurred, and the
receiving environment, then a further period
of observation, commensurate with the life-
cycle or generation time of the LMO con-
cerned, may be necessary. This would need to
take place in the potential receiving environ-
ment, or in a comparable environment in an-
other Party, in order to be able to complete
the risk assessment in relation to the potential
receiving environment.

457. Article 16(4) specifies that this observation is
to be undertaken before the LMO is put to its
intended use.

458. The “life-cycle” or generation time will de-
pend on the LMO concerned. In the case of
trees or long-lived animals, for example, a
life-cycle could be measured in years or even
centuries. However, the generation time – the

time taken from germination or birth for the
organism to produce progeny/offspring – will
generally be shorter than the period of their
life-cycle. The reason for the reference to a
period of observation commensurate with the
life-cycle is that this would permit obser-
vation of how a LMO behaves under different
stages of its life-cycle, which may be associ-
ated with internal changes within the organ-
ism affecting physiology, biochemistry, gene
expression, etc. associated with maturation
and ageing. It also recognizes that ecological
effects may take a significant period of time
before they become apparent. The phrase
“commensurate with its life-cycle or gen-
eration time” could therefore imply a period
of observation at least as long as a generation
time, or a period in which all major stages of
the life-cycle are manifest.

459. It is important to note that for organisms with
short life-cycles (for example, insects, bac-
teria or short-lived plants) the requirements
for risk assessment may well necessitate ob-
servation and testing for periods that may be
many times longer than their short life-
cycles. In addition, many organisms, in-
cluding those with short life-cycles, may pro-
duce very long-lived spores or other resting
stages. For example, ancient viable micro-
organisms are reported to have been extract-
ed from archaeological sites; some seeds and
some invertebrates are also amongst organ-
isms known to have long-lived resting stages.
Such resting stages will need to be taken into
account in the context of the period of obser-
vation.

5. Parties shall cooperate with a view to:

(a) Identifying living modified organisms or specific traits of living modified
organisms that may have adverse effects on the conservation and sustainable use of
biological diversity, taking also into account risks to human health; and

(b) Taking appropriate measures regarding the treatment of such living modified
organisms or specific traits.
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460. Article 16(5) places an obligation on Parties
to cooperate in two specific instances. The
first relates to the sharing of information and
methods of management to identify organ-
isms or traits which may have adverse effects
on the conservation and sustainable use of
biological diversity, taking also into account
risks to human health. The second relates to
cooperation regarding appropriate treatment
of the organisms and traits identified, poten-
tially including the development and imple-
mentation of concerted strategies to counter
their adverse effects.

461. Concerns about certain characteristics intro-
duced into LMOs, such as antibiotic resist-
ance markers, were raised during the Protocol
negotiations. A specific provision to facilitate
concerted action by the Parties to the Protocol
to phase out the use of antibiotic resistance
markers was proposed by some countries.
However, in view of the rapid developments
within genetic engineering, it was felt that
the general provision provided by Article

16(5) would be more appropriate. Parties
may decide to take concerted action in rela-
tion to antibiotic resistance markers, but they
are not specifically obliged to do so. In ad-
dition, Article 16(5) enables Parties to take
concerted action in relation to any LMOs, or
specific traits of LMOs, that may have adv-
erse effects on the conservation and sustain-
able use of biological diversity, taking also
into account risks to human health.

462. Article 16(5) is also relevant in relation to
neighbouring countries that are likely to have
common interests in risk assessment and man-
agement, or countries sharing similar geo-
graphical or climatological characteristics that
may wish to share information about organ-
isms produced or grown in their territories. The
information gained about the characteristics of
growth and fitness within particular environ-
ments may provide guidance as to the behavi-
our in other similar environments, and may
assist in assessing and/or managing any risks
posed by LMOs or the inserted characteristics.
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Article 17. Unintentional transboundary
movements and emergency measures

1. Each Party shall take appropriate measures to notify affected or potentially
affected States, the Biosafety Clearing-House and, where appropriate, relevant
international organizations, when it knows of an occurrence under its
jurisdiction resulting in a release that leads, or may lead, to an unintentional
transboundary movement of a living modified organism that is likely to have
significant adverse effects on the conservation and sustainable use of biological
diversity, taking also into account risks to human health in such States. The
notification shall be provided as soon as the Party knows of the above situation.

2. Each Party shall, no later than the date of entry into force of this Protocol for it,
make available to the Biosafety Clearing-House the relevant details setting out
its point of contact for the purposes of receiving notifications under this Article.

3. Any notification arising from paragraph 1 above, should include:

(a) Available relevant information on the estimated quantities and relevant
characteristics and/or traits of the living modified organism;

(b) Information on the circumstances and estimated date of the release, and on the use
of the living modified organism in the originating Party;

(c) Any available information about the possible adverse effects on the conservation
and sustainable use of biological diversity, taking also into account risks to human
health, as well as available information about possible risk management measures;

(d) Any other relevant information; and

(e) A point of contact for further information.

4. In order to minimize any significant adverse effects on the conservation and
sustainable use of biological diversity, taking also into account risks to human
health, each Party, under whose jurisdiction the release of the living modified
organism referred to in paragraph 1 above, occurs, shall immediately consult
the affected or potentially affected States to enable them to determine appro-
priate responses and initiate necessary action, including emergency measures.

463. While much of the Protocol is concerned with
the intentional transboundary movement of
LMOs, LMOs can also cross national bound-
aries unintentionally. Article 17 deals with
issues related to inter-State cooperation and
preventive measures in the event of such un-
intentional transboundary movements of
LMOs.

464. Article 17 recognizes that LMOs may spread
across national boundaries, posing potential
risks to biodiversity and human health within
the jurisdiction of other States. With a view to
avoiding such risks, Article 17 contains a
series of obligations, which primarily ad-
dress the duty to notify and to consult in the
event of unintentional transboundary move-
ments of LMOs.

465. Under existing general international law,
States have a general obligation to prevent or
minimize transboundary harm. This implies
that States have an obligation to take appro-
priate measures to prevent incidents that may
cause such harm. The obligation of preven-
tion has a continuing character. In other
words, it applies from the planning stages of
the proposed activity to the operational stages.
In the framework of the Protocol, Parties are
required to prevent or minimize the risks of
unintentional transboundary movements of
LMOs.

466. The complement of the obligation of prevention
is the duty to cooperate in matters relating to
the unintentional transboundary movement of
LMOs. In this respect, Chapter 16 of Agenda
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21 (Environmentally Sound Management of
Biotechnology) also calls for cooperation in
providing immediate assistance in cases of
emergencies that may arise in relation to the
use of biotechnology products.

467. The Protocol does not include a definition of
“unintentional transboundary movement”.
Unintentional transboundary movement can
be contrasted with transboundary move-
ments addressed in other provisions of the
Protocol, which are covered by the definition
in Article 3(k). The key element here is
whether the transboundary movement is a
deliberate one or not. Thus, an intentional
introduction of a LMO into the environment
of a Party (i.e. a deliberate release) may in
certain circumstances give rise to an
unintentional transboundary movement of

that LMO to another State. Alternatively, an
accidental release in a Party (e.g. from a
contained use facility) may give rise to an
unintentional transboundary movement.

468. The four paragraphs of Article 17 set out
various obligations concerning notification
and consultation in cases of unintentional
transboundary movements. Article 17(1)
deals with the obligation of the Party where
the incident occurred to notify any affected or
potentially affected States as well as the
Biosafety Clearing-House. Article 17(2) re-
quires Parties to designate a point of contact
for receiving notifications. Article 17(3) de-
scribes the minimum information that any
notification should contain. Finally, Article
17(4) refers to the obligation to hold immed-
consultation to minimize any significant ad-
verse effects on biodiversity and human
health.

1. Each Party shall take appropriate measures to notify affected or potentially
affected States, the Biosafety Clearing-House and, where appropriate, relevant
international organizations, when it knows of an occurrence under its juris-
diction resulting in a release that leads, or may lead, to an unintentional
transboundary movement of a living modified organism that is likely to have
significant adverse effects on the conservation and sustainable use of biological
diversity, taking also into account risks to human health in such States. The
notification shall be provided as soon as the Party knows of the above situation.

469. Article 17(1) addresses the obligation to noti-
fy other States in the event of an unintentional
transboundary movement of a LMO. It now
seems to be recognized that customary inter-
national law requires a State to notify other
affected States where an incident within its
jurisdiction may give rise to significant harm
to the environment of other States. There are
a number of treaties that develop, to different
degree and detail, the procedural aspects of
the obligation to notify.95 In addition,

Principle 18 of the 1992 Rio Declaration on
Environment and Development calls for im-
mediate notification of any natural disasters
or other emergencies.

470. In the context of the conservation and sus-
tainable use of biodiversity, the CBD pro-
vides that Parties shall immediately notify the
potentially affected States of imminent or
grave danger of damage to biodiversity
(Article 14(1)(d) CBD).
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Box 31. Article 14(1)(d) CBD

Each Contracting Party, as far as possible and as appropriate, shall:

…

(d) In the case of imminent or grave danger or damage, originating under its jurisdiction or control, to

biological diversity within the area under jurisdiction of other States or in areas beyond the limits of

national jurisdiction, notify immediately the potentially affected States of such danger or damage, as

well as initiate action to prevent or minimize such danger or damage.

95
For example, the 1982 UNCLOS (Articles 198 and 211(7)); the 1986 Convention on Early Notification of a Nuclear Accident
(Article 2); the 1989 Basel Convention (Article 13); the 1992 UN-ECE Convention on the Transboundary Effects of Industrial
Accidents (Article 10) (which expressly excludes from its scope the cases of accidental release of genetically modified
organisms); and the 1997 Convention on the Law of the Non-Navigational Uses of International Watercourses (Article 28).



471. Although Article 17 of the Protocol focuses
on the issue of unintentional transboundary
movements of LMOs, it is worth noting
that, in certain respects, it represents a de-
velopment from Article 14 of the CBD.
Article 17 specifies in more detail the pro-
cedural aspects of the obligation to notify,
and it does so in mandatory language,
avoiding qualifications such as “as far as
possible and as appropriate” that appear in
the CBD. Additionally, the Protocol lowers
the threshold that triggers the obligation to
notify by referring to “significant adverse
effects” instead of “imminent or grave

danger or damage” as in Article 14 of the
CBD.

472. Article 17(1) describes a series of conditions
that have to be fulfilled before the obligation
of notification arises. Its main elements cor-
respond to the following questions:

� What kind of measures are Parties bound
to take?

� To whom shall the notification be addres-
sed?

� What conditions and circumstances are re-
quired to trigger the obligation to notify?

� When must the notification be made?

What kind of measures are States bound to take?

473. Article 17(1) indicates that “Each Party shall
take appropriate measures to notify affected
or potentially affected States, the Biosafety
Clearing-House, and where appropriate, rele-
vant international organizations”. The ob-
ligation to “take appropriate measures”
implies a duty of due diligence which re-
quires each Party to take the necessary legal,
administrative or other measures to
implement its duty of notification (see also
Article 2(1)). It is up to each Party in-
dividually to decide how they will give full
effect to this obligation, as long as they do it

immediately after any known incident.
Parties have the flexibility to decide which
authority will be in charge of this function.
They might mandate the designated national
focal point or competent national authority
(Article 19), or the point of contact under
Article 17(2) to perform this task. Pre-
sumably, the notification has to be made in
written form. However, if Parties so agree,
through bilateral or regional arrangements,
they may also make use of other modalities
and more expedient means of communica-
tion.

To whom shall the notification be addressed?

474. The notification shall be sent to:

� any affected or potentially affected States,

� the Biosafety Clearing-House; and

� where appropriate, relevant international
organizations.

475. Notifications have to be sent to all those af-
fected or potentially affected States. This ob-
ligation is owed by Parties to other States, not
only to other Parties to the Protocol. While
non-Parties to the Protocol are, of course, not
specifically bound by the provisions of
Article 17(1), they are nonetheless also under
some duty under customary international law
to notify other affected and potentially af-
fected States where an event occurs in their
jurisdiction which could cause significant

harm to the environment of another State (see
Box 32 below).

476. The role of the Biosafety Clearing-House (see
commentary on Article 20) is important here.
Notification to the Biosafety Clearing- House
is likely to promote effective international co-
operation to deal with unintentional trans-
boundary movements of LMOs.

477. The Party of origin may also notify relevant
international organizations in the event of an
unintentional transboundary movement. The
relevant international organizations are not
identified in the Protocol but depending upon
the circumstances of the release may include
organizations with appropriate expertise, such
as, for example, UNEP or FAO. The term
would also appear to include relevant regional
organizations.

117

Article 17. Unintentional transboundary movements and emergency measures



What conditions and circumstances are required to trigger the obligation to notify?

478. This part of Article 17(1) gives rise to a
variety of issues. The text provides that the
relevant Party shall notify

when it knows of an occurrence under its
jurisdiction resulting in a release that leads,
or may lead, to an unintentional transbound-
ary movement of a living modified organ-
ism that is likely to have significant adverse
effects on the conservation and sustainable
use of biological diversity, taking into ac-
count risks to human health.

479. The first issue is that there has to be a
“known” occurrence. Only occurrences that
come to the knowledge of the Party trigger
the obligation to notify. The expression
“when it knows” needs to be read in light of
the continuing character of the obligation of
prevention and of evolving scientific and
technological knowledge and developments
in biotechnology. Accordingly, Parties are
required to take all appropriate measures to
monitor existing activities concerning LMOs
(see also Articles 7 and 8(g) of the CBD and
Article 16 of the Protocol) during the plan-
ning and the operational stages.

480. In practice, the meaning and interpretation of
the expression “when it knows” may lead to
disagreement. Knowledge may be inferred
from the particular facts of the relevant
unintentional transboundary movement and
the particular circumstances of the Parties
involved. This may give rise to the question
of whether a developing country Party should
be subject to the same standard as a Party
with advanced capacity in modern biotech-
nology. The effective implementation of this
Article is likely to require extensive human,
financial and institutional resources. In this
respect, capacity-building cooperation (see
commentary on Article 22), in relation to, for
example, risk management and monitoring,
constitutes a crucial component for the
effective implementation of Article 17.

481. Article 17(1) refers to an “occurrence” under
the jurisdiction of the Party. The term
“occurrence” is not defined, but it may con-
sist, for example, of an accidental release of
LMOs, a failure in risk management mea-
sures, or identification of an unexpected
spread of LMOs within the Party of origin.
An intentional introduction of a LMO into the
environment of a Party would not appear, of
itself, to constitute an occurrence for the
purposes of Article 17, unless that release has
already been identified as possibly giving rise

to an unintentional transboundary movement
of the LMO concerned. In such circum-
stances, customary international law would
appear to require prior consultation with po-
tentially affected States. Article 16(3) re-
quires each Party to take appropriate
measures to prevent unintentional trans-
boundary movements of LMOs, including
such measures as requiring a risk assessment
to be carried out prior to the first release of a
LMO. More generally, Article 8(g) of the
CBD requires CBD Parties to establish or
maintain means to regulate, manage or con-
trol risks associated with the use and release
of LMOs.

482. Under Article 17(1), the “occurrence” in
question has to take place in the jurisdiction
of the Party of origin. This means in any part
of its territory, including its territorial sea,
and other maritime zones adjacent to its ter-
ritorial sea (the continental shelf and the ex-
clusive economic zone), as well as
occurrences on board its registered aircraft
and on ships flying its flag.

483. Article 17(1) further requires that the known
occurrence “leads or may lead” to an un-
intentional transboundary movement. While
in some cases this may be presumed by virtue
of the proximity to border of other States, in
other circumstances this may be difficult to
establish. Potential gaps in knowledge about
the potential spread of a given LMO may call
for the application of the precautionary ap-
proach in accordance with Article 1 of the
Protocol.

484. The precautionary approach is also relevant
for the interpretation of the expression
“likely” to have a significant adverse effect
on biological diversity and human health.
Uncertainties regarding the impacts of LMOs
on biodiversity in different environments
may complicate any conclusive answer to the
question of whether a particular LMO is
“likely” to have a significant adverse effect in
the affected or potentially affected States. In
light of these uncertainties, the precautionary
approach will be relevant, in particular if
centres of origin and of genetic diversity are
involved, or other vulnerable components of
biodiversity identified in accordance with the
CBD (Article 7 and Annex I of the CBD).

485. Article 17(1) also refers to “significant ad-
verse effects” on biodiversity, taking into ac-
count risks to human health, in affected or
potentially affected States. This wording
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introduces a threshold that needs to be reach-
ed to trigger the obligation of notification.
The term “significant” is found in a variety of
international instruments. It is also found in
the Preamble and other provisions of the
CBD. According to the International Law
Commission, the word “significant” is gen-
erally taken to refer to adverse effects which
are more than detectable but not necessarily
serious or substantial.96 Its interpretation
needs to be tested against the particular back-
ground and circumstances of each occur-

rence. In cases where it is not possible to
determine if the threshold has been exceeded,
the application of the precautionary approach
may be relevant, again perhaps especially
where centres of origin and of genetic diver-
sity may be affected.

486. Article 17 is silent on matters related to un-
intentional transboundary movements of
LMOs which affect or potentially affect areas
beyond the limits of national jurisdiction (for
example, the high seas).

When must the notification be made?

487. The last part of Article 17(1) deals with the
issue of notification “as soon as” the Party of
origin knows of the relevant occurrence. This
formulation appears to indicate that notifica-
tion has to take place immediately or without
delay after the situation is known. Generally,
customary international law, treaties and
other instruments, require States to notify

immediately or without delay in cases of
transboundary environmental emergencies.
Again, appropriate information management
systems and adequate human and financial
resources will be important factors in en-
abling Parties to fulfil their obligation to noti-
fy in a timely manner.

2. Each Party shall, no later than the date of entry into force of this Protocol for it,
make available to the Biosafety Clearing-House the relevant details setting out
its point of contact for the purposes of receiving notifications under this Article.

488. Parties to the Protocol are required to make
available to the Biosafety Clearing-House the
details of the point of contact to receive noti-
fications. They are obliged to do so before the
date of the entry into force of the Protocol for
them.

489. At the national level, the contact point might
be the same body as the national focal point
or a competent national authority designated
under Article 19. However, it could also be
some other agency.

490. Clearly, non-Parties to the Protocol cannot be
required under Article 17(2) to notify a con-
tact point for these purposes. The Protocol
does not specify to which entity in an affected
or potentially affected State notification
should be made in the event that that State is
not a Party to the Protocol. For non-Parties to
the Protocol which are nonetheless Parties to
the CBD, the obligations in Articles 5 and
14(1) of the CBD with regard to cooperation
in respect of matters of mutual interest for the
conservation and sustainable use of biologi-
cal diversity may be relevant.

3. Any notification arising from paragraph 1 above, should include:

(a) Available relevant information on the estimated quantities and relevant
characteristics and/or traits of the living modified organism;

(b) Information on the circumstances and estimated date of the release, and on the use
of the living modified organism in the originating Party;

(c) Any available information about the possible adverse effects on the conservation
and sustainable use of biological diversity, taking also into account risks to human
health, as well as available information about possible risk management measures;

(d) Any other relevant information; and

(e) A point of contact for further information.
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Commentaries on the Draft Articles on Prevention of Transboundary Harm, adopted by the International Law Commission at
its fifty-third session (2001), Article 2, para. (4), UN Document A/56/10, November 2001.



491. Article 17(3) describes the minimum inform-
ation that any notification to affected or po-
tential affected States should contain.

492. Article 17(3) (a) – (c) refers generally to
information related to the particular charac-
teristics of the LMOs concerned and the cir-
cumstances concerning the occurrence
giving rise to the unintentional transboundary
movement. It also requires information about
the possible adverse effects on biodiversity
and human health, and possible related risk
management measures.

493. Article 17(3) does not specify the format or
language in which the notification should be
provided to affected or potentially affected

States. The general obligation of due dili-
gence to prevent harm would suggest that the
Party of origin and affected and potentially
affected States should cooperate to ensure
that information is provided in an effective
and useable form.

494. An additional issue under Article 17(3) is to
what extent Article 21 of the Protocol on
confidential information affects the inform-
ation requirements under Article 17. How-
ever, Article 21(5)(d) of the Protocol
excludes from confidentiality the informa-
tion relating to any methods and plans for
emergency response. This is likely to cover
certain information made available under
Article 17.

4. In order to minimize any significant adverse effects on the conservation and
sustainable use of biological diversity, taking also into account risks to human
health, each Party, under whose jurisdiction the release of the living modified
organism referred to in paragraph 1 above, occurs, shall immediately consult
the affected or potentially affected States to enable them to determine
appropriate responses and initiate necessary action, including emergency
measures.

495. Parties of origin of unintentional transbound-
ary movements of LMOs do not discharge
their obligations by simply notifying other
States. The obligations of prevention and co-
operation require States to offer any
assistance to minimize any significant ad-
verse effects to biodiversity and human
health and to request immediate consulta-
tions to agree upon any applicable emergency
measures.

496. Article 17(4) provides for immediate man-
datory consultations. It seems clear that the
Party in which the occurrence has taken place
is obliged to offer consultations simulta-
neously with the notification. If there is more
than one potentially affected State, joint con-
sultations among all the States concerned
may be more practical.

497. The main objective of this paragraph is to
“minimize” any significant adverse effects.
The word “minimize” implies the lowest pos-
sible level of significant adverse effects to
biodiversity and human health. In order to
minimize any impacts, the primary aim of
consultations is to enable States concerned to
assess the particular situation with a view to
determining any appropriate responses and
the nature and magnitude of the necessary
actions, including emergency measures.

498. It is widely recognized that any consultation
process needs to be conducted in good faith
and with a genuine intent to arrive at agreed
solutions.

499. In order to be consistent with the continuing
character of the obligation of prevention, it
may be necessary to maintain ongoing con-
sultations throughout the emergency oper-
ation, and even afterwards, to adequately
monitor for any possible unidentified adverse
effects.

500. Finally, as part of their duties on prevention,
Parties may wish to develop bilateral or re-
gional contingency plans concerning un-
intentional transboundary movements. For its
part, the CBD encourages the development of
joint contingency plans. (Article 14(1)(e)
CBD; see also Article 5 CBD).

501. The types of responses and actions that may
be taken in relation to an unintentional trans-
boundary movement are not specified but are
to be determined by the States concerned,
presumably in the light of the nature and scale
of the transboundary movement in question
and the possible adverse effects on biodi-
versity and human health.
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Box 32. Article 17 and non-Parties

As noted above, where a relevant occurrence takes place in a Party to the Protocol, it is obliged to notify all
affected and potentially affected States, whether or not those States are themselves Parties to the Protocol. This
is consistent with the Protocol’s objective to ensure an adequate level of protection with regard to the
conservation and sustainable use of biological diversity, taking also into account risks to human health.

The situation is different where the State in which the occurrence occurs is a non-Party to the Protocol.
Under general international law, a treaty does not create obligations or rights for non-Parties, without their
consent. However, this general principle is without prejudice to existing obligations under international
customary law (Article 38, 1969 Vienna Convention on the Law of Treaties) – i.e. if a treaty or part of it reflects
customary international law then all States are bound by it (or by the relevant part of it) regardless of whether
they become parties to the treaty.

Existing international law regards as customary rules the general obligations of prevention and cooperation,
as well as their related procedural obligations of notification and consultation, in cases of transboundary
environmental emergencies. Accordingly, even non-Parties to the Protocol are bound to notify immediately
and consult with affected or potentially affected States (Parties and non-Parties alike) in the event of an
unintentional transboundary movement of LMOs from their jurisdiction that leads or may lead to significant
adverse effects in other States. However, they are not bound by the specific procedures established for such
notifications under Article 17 of the Protocol.

Even though non-Parties are not obliged to contribute information to the Biosafety Clearing-House, it seems
that by designating a point of contact for notifications, non-Parties will be contributing to ensuring an effective
response to any unintentional transboundary movement. They will also be taking steps to discharge their
respective obligations under customary international law. In addition, the Protocol requires the Parties to
encourage non-Parties to contribute appropriate information to the Biosafety Clearing-House on LMOs
released in, or moved into or out of areas within their national jurisdictions (Article 24(2)).



Article 18. Handling, transport, packaging
and identification

1. In order to avoid adverse effects on the conservation and sustainable use of
biological diversity, taking also into account risks to human health, each Party
shall take necessary measures to require that living modified organisms that are
subject to intentional transboundary movement within the scope of this Protocol
are handled, packaged and transported under conditions of safety, taking into
consideration relevant international rules and standards.

2. Each Party shall take measures to require that documentation accompanying:

(a) Living modified organisms that are intended for direct use as food or feed, or for
processing, clearly identifies that they “may contain” living modified organisms
and are not intended for intentional introduction into the environment, as well as a
contact point for further information. The Conference of the Parties serving as the
meeting of the Parties to this Protocol shall take a decision on the detailed
requirements for this purpose, including specification of their identity and any
unique identification, no later than two years after the date of entry into force of
this Protocol;

(b) Living modified organisms that are destined for contained use clearly identifies
them as living modified organisms; and specifies any requirements for the safe
handling, storage, transport and use, the contact point for further information,
including the name and address of the individual and institution to whom the living
modified organisms are consigned; and

(c) Living modified organisms that are intended for intentional introduction into the
environment of the Party of import and any other living modified organisms
within the scope of the Protocol, clearly identifies them as living modified
organisms; specifies the identity and relevant traits and/or characteristics, any
requirements for the safe handling, storage, transport and use, the contact point
for further information and, as appropriate, the name and address of the importer
and exporter; and contains a declaration that the movement is in conformity with
the requirements of this Protocol applicable to the exporter.

3. The Conference of the Parties serving as the meeting of the Parties to this
Protocol shall consider the need for and modalities of developing standards with
regard to identification, handling, packaging and transport practices, in
consultation with other relevant international bodies.

502. Article 18 addresses the handling, transport,
packaging an identification of LMOs. It has
two main functions:

� First, to ensure that LMOs are handled
and moved safely – to avoid adverse
effects on biodiversity and human health;
and

� Second, to provide information to those
handling LMOs and to the Party of import.

503. Article 18 has three elements:

� It requires Parties to take measures for the
safe handling, packaging and transport of
LMOs subject to intentional transbound-
ary movement (Article 18(1)). This applies

to all LMOs within the scope of the
Protocol, whether or not they are subject
to the specific AIA procedure in the
Protocol – i.e. it applies to LMO-FFPs,
LMOs in transit; LMOs destined for con-
tained use in the Party of import; as well
as LMOs subject to the AIA procedure.

� It sets out what information must be pro-
vided in documentation accompanying
transboundary movements of LMO
(Article 18(2)). This information provides
a means to identify and track transbound-
ary movements of LMOs; gives informa-
tion to the Party of import at the border;
and offers a contact point for further
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information about the consignment in
question. The specific requirements vary
according to the intended use of the LMOs
in question. Thus there are different docu-
mentation requirements for:

� LMO-FFPs;

� LMOs destined for contained use in the
Party of import; and

� LMOs intended for intentional intro-
duction into the environment of the
Party of import.

For LMO-FFPs more detailed require-
ments will be drawn up after the Protocol
enters into force.

� It addresses the possible future develop-
ment of standards by the COP/MOP in

relation to the handling, packaging, trans-
port and identification of LMOs (Article
18(3)).

504. The ICCP has set in motion a process for
further consideration of Article 18, including
meetings of technical experts on this issue.
One key issue for further consideration in
relation to the implementation of Article 18 is
to what extent existing relevant national and/
or international rules might be used and
adapted to address more comprehensively
the handling, packaging, transport and iden-
tification of LMOs, and to what extent new
specialized rules for LMOs will need to be
developed and applied.

1. In order to avoid adverse effects on the conservation and sustainable use of
biological diversity, taking also into account risks to human health, each Party
shall take necessary measures to require that living modified organisms that are
subject to intentional transboundary movement within the scope of this Protocol
are handled, packaged and transported under conditions of safety, taking into
consideration relevant international rules and standards.

505. Article 18(1) imposes a general obligation on
each Party to the Protocol to require safe
handling, packaging and transport of LMOs
subject to transboundary movement. This ob-
ligation extends to all LMOs subject to inten-
tional transboundary movement that are
within the scope of the Protocol in accord-
ance with Article 4 – i.e. it includes LMOs in
transit, LMOs destined for contained use in
the Party of import, and LMO-FFPs. (But not
the transboundary movement of LMOs which
are pharmaceuticals for humans that are ad-
dressed by other international agreements or
organizations (Article 5)).

506. This provision is linked to more general obli-
gations upon Parties to the Protocol and to the
CBD to regulate, manage and control risks
associated with LMOs (Article 8(g) CBD;
and Article 16 of the Protocol). A number of
countries have in place rules and standards

that are relevant to ensuring safe handling,
packaging and transport of LMOs.97

507. “Relevant international rules and standards”
could be those covering handling, packaging
and transport of LMOs and might extend to
general international rules and standards gov-
erning health, safety and the environment or
international trade. At present, specific
LMOs may be covered by relevant interna-
tional rules and standards on the basis of their
characteristics rather than because they are
LMOs as such. These may include, for ex-
ample, relevant rules and standards promul-
gated under the International Plant Protection
Convention, by the World Health
Organization, or in the UN Recommenda-
tions on the Transport of Dangerous Goods.
Relevant rules and standards may also be
developed in the future by the Parties in ac-
cordance with Article 18(3).
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See for example, the synthesis prepared by the CBD Secretariat for the first Meeting of Technical Experts on Handling,
Transport, Packaging and Identification of living modified organisms, based on information submitted by governments and
organizations, in UNEP/CBD/BS/TE-HTPI/1/2, available at http://www.biodiv.org



2. Each Party shall take measures to require that documentation accompanying:

(a) Living modified organisms that are intended for direct use as food or feed, or for
processing, clearly identifies that they “may contain” living modified organisms
and are not intended for intentional introduction into the environment, as well as a
contact point for further information. The Conference of the Parties serving as the
meeting of the Parties to this Protocol shall take a decision on the detailed
requirements for this purpose, including specification of their identity and any
unique identification, no later than two years after the date of entry into force of
this Protocol;

(b) Living modified organisms that are destined for contained use clearly identifies
them as living modified organisms; and specifies any requirements for the safe
handling, storage, transport and use, the contact point for further information,
including the name and address of the individual and institution to whom the living
modified organisms are consigned; and

(c) Living modified organisms that are intended for intentional introduction into the
environment of the Party of import and any other living modified organisms
within the scope of the Protocol, clearly identifies them as living modified
organisms; specifies the identity and relevant traits and/or characteristics, any
requirements for the safe handling, storage, transport and use, the contact point
for further information and, as appropriate, the name and address of the importer
and exporter; and contains a declaration that the movement is in conformity with
the requirements of this Protocol applicable to the exporter.

508. Article 18(2) requires Parties to take measures
to ensure that LMOs subject to intentional
transboundary movement are accompanied by
documentation identifying the LMOs and
providing contact details for individuals and

institutions responsible for the movement of
the LMOs.

509. The Protocol recognizes the need for the spe-
cific identification of shipments of LMOs.
The documentation requirements in Article
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Box 33. The United Nations Recommendations on the Transport of Dangerous
Goods (the “Orange Book”)

One of the principal collections of relevant international rules and standards in relation to handling, packaging
and transport of dangerous goods is the “Orange Book”, formally known as the United Nations Recom-
mendations on the Transport of Dangerous Goods. The Orange Book contains a list of dangerous goods most
commonly carried (including some LMOs) and their identification and classification; consignment procedures
(labelling, marking and transport documents); standards for packing, test procedures and certification; and
standards for multi-modal tank-containers, test procedures and certification.

The Recommendations adopt a system that categorizes goods by the types of risk associated with their
transportation. There are nine different classes, including division 6.2 (“Infectious Substances”) and division 9
(“Miscellaneous Dangerous Substances and Articles”).

Infectious substances are defined as substances known or reasonably expected to contain pathogens, which are
defined as micro-organisms or recombinant micro-organisms that are known or reasonably expected to cause
infectious diseases in humans or animals. “Miscellaneous dangerous substances and articles” cover substances
and articles not covered under the other divisions. Genetically modified micro-organisms that are not dangerous
for animals or humans, but which could modify animals, plants, microbiological substances and ecosystems in a
way that does not occur naturally, are included in this division. It also comprises genetically modified organisms
that are known or suspected to be dangerous to the environment, and which shall be carried in accordance with
conditions specified by the competent authority of the country of origin.

A review of division 6.2 provisions and Model Regulations on “Infectious Substances” is underway.

The outcome of the meetings of the ICCP has been brought to the attention of the Sub-Committee of Experts on
the Transport of Dangerous Goods. Cooperation was established between the Sub-Committee and the ICCP on
matters concerning handling, packaging, transport and identification. Amendment of the provisions of the
relevant Model Regulations may be possible to accommodate the transport regulatory needs of the Protocol on
the basis of proposals from the Protocol process.

Sources: ST/SG/AC.10/11/Rev.3; UNEP/CBD/ICCP/1/6; UNEP/CBD/ICCP/2/12; UNEP/CBD/ICCP/3/7



18(2) are a means of identifying and tracking
the transboundary movement of LMOs. They
will be a key element in ensuring that Parties
of import know when they are receiving a
transboundary movement of LMOs, whether
for import or in transit. In addition, in the
event of accidental releases during transport,
documentation can provide information that
might assist efforts to reduce risk of damage.
All shipments of LMOs within the scope of
the Protocol must be accompanied by details
of a contact point from which further inform-
ation about the shipment can be sought.

510. In the initial stages of negotiation of the
Protocol, documentation requirements for all

LMOs were dealt with as one issue.
However, under the agreed text of Article
18(2), the documentation requirements vary
according to the nature of the LMO con-
cerned and its intended use in the Party of
import. These distinctions were part of the
compromise agreed upon by countries in
order to bring LMO-FFPs within the scope of
the Protocol.

511. Article 18(2) does not specify the language of
documentation accompanying LMOs. If
Article 18 is to ensure safe movement of
LMOs and the provision of information to
those handling and importing LMOs, this
issue needs to be considered by the Parties.

LMO-FFPs

512. Article 18(2)(a) addresses the documentation
requirements for LMO-FFPs. These were an
extremely controversial issue in the final
stages of the negotiations of the Protocol, and
this provision was the final element to be
agreed upon before the Protocol was adopted.
Some countries in the negotiations were con-
cerned that imposing clear identification re-
quirements for transboundary movements of

LMO-FFPs would indirectly impose costly
segregation or identity preservation obliga-
tions, for example requiring genetically
modified and non-genetically modified crops
and grains to be segregated at all stages of the
production process and during shipment, and
measures to be taken to avoid any accidental
trace contamination by LMOs of non-modi-
fied grain shipments.
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ICCP Recommendation 3/3, paragraph 2, UNEP/CBD/ICCP/3/10, 27 May 2002, Annex.

Box 34. Unique identification of LMOs

Work is underway to develop an international system of unique identifiers that would apply to each individual
genetic modification. The unique identifier system is similar in concept, for example, to the ISBN system for
book publishing. The unique identifier would take the form of a code that would then provide a link to a database
which would include full information about the specific modification to which the unique identifier referred.
Further information on progress on development of a unique identifier system for the Protocol can be found
through the Biosafety Clearing-House website. The system for unique identifiers, when it is developed and
implemented, will assist the identification and monitoring of LMO-FFPs that have been approved by one or more
national authorities, and will also assist the flow of information between Parties and their competent authorities,
and with the public.

The OECD Working Group on Harmonization of Regulatory Oversight in Biotechnology has developed and
adopted “Guidance for the designation of a unique identifier for transgenic plants”.98 The purpose of this unique
identifier is to be used as a “key” to access information in the OECD product database and interoperable systems
(for example, the Biosafety Clearing-House) for modern biotechnology products approved for commercial
application. The Guidance was adopted at a meeting of the OECD Working Group in January 2002. The agreed
alphanumeric code for a unique identifier is composed of three elements using a maximum of nine digits to
designate the applicant and the transformation event (rather than other options such as a new variety), and
contains a final single digit for verification. The OECD’s Business and Industry Advisory Committee (BIAC)
played a role in the discussions of the unique identifier through their Expert Group on Biotechnology. According
to the guidance, it is the developers of transgenic products who will generate the unique identifier.

The OECD Guidance was presented at ICCP 3, which took note of the adoption of the Guidance and

recommended that “OECD product database establish interoperability with the pilot phase of the Biosafety

Clearing-House, incorporating the use of the OECD unique identifiers for transgenic plants, as appropriate and as

they become available, and to further elaborate on its applicability for the Protocol and to report on this to the first

meeting of the [COP/MOP]”.
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513. Article 18(2)(a) avoids this issue, temporarily
at least, by providing that transboundary
movements of LMO-FFPs must be ac-
companied by documentation identifying
that they “may contain” LMOs. A contact
point for further information must also be
specified. The documentation must also
specify that the LMO-FFPs are not intended
for intentional introduction into the environ-
ment. More detailed requirements for identi-
fication of LMO-FFPs are to be decided by

the COP/MOP within two years of the
Protocol entering into force. This will include
consideration of specification of the identity
of LMO-FFPs and a system of unique identi-
fication. In practice, because of the potential
timing and frequency of meetings of the
COP/MOP (see commentary on Article 29), a
decision under Article 18(2)(a) will likely
need to be taken at the first or second meeting
of the COP/MOP after the Protocol enters
into force.

LMOs that are destined for contained use

514. Article 18(2)(b) sets out the basic require-
ments for documentation accompanying
LMOs destined for contained use (see com-
mentary on Article 3(b)). This must include:

� Identification as LMOs;

� Requirements for safe handling, storage,
transport and use;

� Contact point for further information;

� Name and address of consignee.

515. Some countries already address elements of
Article 18(2)(b) in their national regulations
on contained use of LMOs.100

LMOs destined for intentional introduction into the environment

516. Article 18(2)(c) sets out the detailed infor-
mation to be provided in documentation ac-
companying transboundary movements of
LMOs intended for intentional introduction
into the environment of the Party of import,
as well as other LMOs within the scope of the
Protocol. This must include:

� Identification as LMOs;

� Identity and relevant traits/characteristics;

� Requirements for safe handling, storage,
transport and use;

� Contact point for further information;

� Name and address of exporter and im-
porter;

� Declaration that the transboundary move-
ment is in accordance with the Protocol’s
requirements.

517. The phrase “any other LMOs within the
scope of the Protocol” would appear to ex-
clude LMO-FFPs and LMOs destined for
contained use, which are addressed separate-
ly in Article 18(2)(a) and (b)). However, it
would appear to cover LMOs in transit,
which, though excluded from the AIA pro-
cedure (Article 6(1)) are within the
Protocol’s scope. This phrase would also in-
clude any LMOs that may in the future be
excluded from the scope of application of
AIA by the COP/MOP (see commentary on
Article7(4)).

The ICCP and Article 18

518. A significant amount of work on the elab-
oration of Article 18 was initiated by the
ICCP for consideration by the COP/MOP.
The ICCP mandated two meetings of experts
to consider the needs and modalities for dev-
eloping measures for Parties to meet their
future obligations under Article 18(2)(b) and

(c). It also mandated an additional meeting of
technical experts to consider Article 18(2)(a).

519. Article 18(2)(a) (LMO-FFPs) ICCP 3 consi-
dered the report and detailed recommendations
of the technical expert group meeting on
Article 18(2)(a), but was unable to make
further significant progress towards consensus.
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See for example, the synthesis prepared by the CBD Secretariat for the first Meeting of Technical Experts on Handling,
Transport, Packaging and Identification of living modified organisms, based on information submitted by governments and
organizations, in UNEP/CBD/BS/TE-HTPI/1/2, available at http://www.biodiv.org



Recommendation 3/6 of the ICCP101 submitted
the report and recommendations of the meeting
of technical experts on Article 18(2)(a) to the
first meeting of the COP/MOP, and invited
Parties and other States to closely consider the
issues and facilitate their resolution with a view
to ensure the timely implementation of the
requirements in the first sentence of Article
18(2)(a).

520. Article 18(2)(b) (LMOs destined for con-
tained use) and Article 18(2)(c) (LMOs des-
tined for intentional introduction into the
environment) ICCP recommendation 3/6
sets out the information to be provided to
meet the requirements of Article 18(2)(b) and

(c). It also urged Parties and governments to
take measures to include these information
requirements into existing documentation
practices accompanying LMOs supplied by
the originator of the shipment (e.g. commer-
cial invoices); and encouraged Parties to con-
sider whether the provision of additional
information especially the intended use of the
LMOs (e.g. commercial or research), would
facilitate implementation of Article 18(2)(b)
and (c).Model templates for the inclusion of
such information were developed by the tech-
nical experts meeting. These are annexed to
recommendation 3/6 for further considera-
tion by the COP/MOP.

3. The Conference of the Parties serving as the meeting of the Parties to this
Protocol shall consider the need for and modalities of developing standards with
regard to identification, handling, packaging and transport practices, in con-
sultation with other relevant international bodies.

521. Article 18(3) requires the COP/MOP to con-
sider whether it is necessary to develop spe-
cific standards for handling, packaging,
transport and identification of LMOs. Article
18(3) is not limited to LMOs subject to trans-
boundary movement. The ICCP has initiated
preparatory consideration of this issue.

522. As discussed above, there are a number of
existing rules and standards that would cover
aspects of handling, packaging, transport and
identification of LMOs and several interna-
tional organizations are in the process of de-
veloping more relevant rules and standards
such as the Codex Alimentarius Commission,
the OECD, the Interim Commission on

Phytosanitary Measures (under the
International Plant Protection Convention) and
the United Nations Economic Commission for
Europe.

523. It is not clear to what extent existing or draft
rules and standards cover all aspects of
handling, packaging, transport and identifi-
cation of LMOs under the Protocol. The
Parties will need to examine the existing and
draft rules and standards to determine
whether they are sufficient for the purposes
of the Protocol. If the Parties consider it nec-
essary to develop specific standards for the
Protocol, existing and draft rules and stand-
ards might provide useful models.
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Article 19. Competent national authorities
and national focal points

1. Each Party shall designate one national focal point to be responsible on its behalf
for liaison with the Secretariat. Each Party shall also designate one or more
competent national authorities, which shall be responsible for performing the
administrative functions required by this Protocol and which shall be
authorized to act on its behalf with respect to those functions. A Party may
designate a single entity to fulfil the functions of both focal point and competent
national authority.

2. Each Party shall, no later than the date of entry into force of this Protocol for it,
notify the Secretariat of the names and addresses of its focal point and its
competent national authority or authorities. Where a Party designates more
than one competent national authority, it shall convey to the Secretariat, with its
notification thereof, relevant information on the respective responsibilities of
those authorities. Where applicable, such information shall, at a minimum, spe-
cify which competent authority is responsible for which type of living modified
organism. Each Party shall forthwith notify the Secretariat of any changes in the
designation of its national focal point or in the name and address or responsi-
bilities of its competent national authority or authorities.

3. The Secretariat shall forthwith inform the Parties of the notifications it receives
under paragraph 2 above, and shall also make such information available
through the Biosafety Clearing-House.

524. Article 19 requires Parties to designate na-
tional institutions to perform functions re-
lating to the Protocol. Each Party must
designate one national focal point for the
Protocol and one or more competent national
authorities. The national focal point is the
primary contact point between a Party and

the Secretariat of the Protocol. The com-
petent national authority (or authorities) is
responsible for exercising the administrative
functions required by the Protocol (for ex-
ample, under the AIA procedure), and must
be authorized by a Party to act on its behalf in
relation to these functions.

National focal point

525. The national focal point is the primary con-
tact point between a Party and the Secretariat
to the Protocol (see commentary on Article
31). This will be the national institution that
receives, for example:

� notifications of meetings relating to the
Protocol and requests to designate dele-
gates;

� invitations to submit views on matters
under discussion in international negotia-
tions relating to the Protocol.

526. In order to facilitate the work of the ICCP,
Parties to the CBD were asked to designate
focal points for the ICCP in Decision EM-I/3.
The national institution which fulfils this
function may continue to do so after the entry

into force of the Protocol, but this is not
necessarily the case. In any event, a separate
notification of the national focal point for the
Protocol should be made to the Secretariat
not later than the entry into force of the
Protocol for a Party.

527. Parties to the CBD have already designated
national focal points for the CBD. The focal
point for the Protocol may be, but does not
have to be, the same institution. Similarly, the
focal point may be the same institution as the
competent national authority (see below).

528. The Secretariat will place a list of national
focal points on the Biosafety Clearing-
House.
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Competent national authority(ies)

529. The functions of the competent national
authority are quite different to those of the
national focal point. The competent national
authority (or authorities) is responsible for
exercising the administrative functions re-
quired by the Protocol, and must be author-
ized by a Party to act on its behalf in relation
to these functions. In effect, the functions of
the competent national authority are spelled
out in the AIA and other provisions of the
Protocol. The competent national authority
will:

� receive notification of proposed trans-
boundary movement of a LMO that falls
within the scope of the AIA procedure
(Article 8);

� acknowledge receipt of the notification
(Article 9);

� request further information from the noti-
fier, if necessary (Articles 9 and 10);

� communicate the decision of the Party of
import to the notifier and the Biosafety
Clearing-House (with reasons where re-
quired) (Article 10(3));

� respond to requests by the Party of export
or notifier to review decisions (Article 12);
and

� consult with the notifier, where necessary,
on treatment of confidential information
(Article 21).

530. The functions of the competent national au-
thority suggest that the designated institution
should be the institution which, at the do-
mestic level, has the authority to make de-
cisions about imports of LMOs. The
designation of the competent authority at the
national level may differ according to the
nature of the LMO in question or its intended
use. Thus, for example, in some countries the

Fisheries Ministry may be responsible for
imports of transgenic fish; the Ministry of
Agriculture for imports of genetically modi-
fied crops or seeds; or the Ministry of
Environment or some other Ministry or
agency may be responsible for all LMO im-
ports. The Protocol recognizes this, and
allows Parties to designate more than one
competent national authority if they wish to
do so. If a Party chooses to designate more
than one competent national authority, it
must inform the Secretariat which authority
is responsible for dealing with the different
types of LMOs. The Secretariat will make
this information available to all Parties, in-
cluding through the Biosafety Clearing-
House. Thus a notifier should be able to find
out which national authority it should
approach in the Party of import to notify a
proposed transboundary movement of a
LMO for intentional introduction into the en-
vironment.

531. While the competent national authority (or
authorities) is responsible for carrying out
administrative functions under the Protocol
vis-à-vis other Parties, the decision-making
process under a Party’s national biosafety
framework for reaching a decision on the
proposed import of a LMO is likely to in-
volve a wide range of national authorities.
The national biosafety framework should set
out the domestic level procedure, including
any necessary consultations, by which any
decision on a proposed import will be taken.

532. The competent national authority (or
authorities) must be notified to the Secretariat
at the time the Protocol enters into force for a
Party (see Article 37), so that it can begin to
exercise functions straight away.
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Article 20. Information-sharing and the
Biosafety Clearing-House

1. A Biosafety Clearing-House is hereby established as part of the clearing-house
mechanism under Article 18, paragraph 3, of the Convention, in order to:

(a) Facilitate the exchange of scientific, technical, environmental and legal information
on, and experience with, living modified organisms; and

(b) Assist Parties to implement the Protocol, taking into account the special needs of de-
veloping country Parties, in particular the least developed and small island
developing States among them, and countries with economies in transition as well as
countries that are centres of origin and centres of genetic diversity.

2. The Biosafety Clearing-House shall serve as a means through which information
is made available for the purposes of paragraph 1 above. It shall provide access
to information made available by the Parties relevant to the implementation of
the Protocol. It shall also provide access, where possible, to other international
biosafety information exchange mechanisms.

3. Without prejudice to the protection of confidential information, each Party shall
make available to the Biosafety Clearing-House any information required to be
made available to the Biosafety Clearing-House under this Protocol, and:

(a) Any existing laws, regulations and guidelines for implementation of the Protocol,
as well as information required by the Parties for the advance informed agreement
procedure;

(b) Any bilateral, regional and multilateral agreements and arrangements;

(c) Summaries of its risk assessments or environmental reviews of living modified
organisms generated by its regulatory process, and carried out in accordance with
Article 15, including, where appropriate, relevant information regarding products
thereof, namely, processed materials that are of living modified organism origin,
containing detectable novel combinations of replicable genetic material obtained
through the use of modern biotechnology;

(d) Its final decisions regarding the importation or release of living modified
organisms; and

(e) Reports submitted by it pursuant to Article 33, including those on implementation
of the advance informed agreement procedure.

4. The modalities of the operation of the Biosafety Clearing-House, including re-
ports on its activities, shall be considered and decided upon by the Conference of
the Parties serving as the meeting of the Parties to this Protocol at its first
meeting, and kept under review thereafter.

533. Article 20 establishes the Biosafety Clearing-
House (BCH). The BCH is an information
exchange mechanism to assist Parties to im-
plement the Protocol. It is established as part
of the Clearing-House Mechanism (CHM)
created under the CBD (see Box 35). The
BCH is an information repository and a cen-
tral vehicle for implementing the Protocol.
Many provisions of the Protocol require
Parties to submit information to the BCH,
and it has a special role in relation to ex-

change of information on LMO-FFPs
(Article 11).

534. The BCH will use electronic and other sys-
tems for the exchange of information relevant
to the Protocol. It will also provide access to
other international biosafety information ex-
change mechanisms. The BCH will be de-
veloped in stages, commencing with a “pilot
phase” that aims to collect basic information
and explore the mechanics of establishing
and operating the BCH. This pilot phase is
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underway. After the Protocol has entered in-
to force, the Parties will draw on the ex-
periences of the “pilot phase” to decide at
their first meeting how the BCH will function.

535. Given the central role of the BCH in the
operation of the Protocol, the availability,
accuracy and accessibility of relevant in-
formation through the BCH will be crucial.
In addition to practical considerations, one
question which may arise is the extent to
which information made available through
the BCH will be moderated and/or verified. If
such a function should be performed, then a
further question arises as to who should fulfil

this function – for example, the Secretariat,
or some other body.

536. Article 20 addresses a number of issues:

� It establishes the BCH and describes the
main objectives of the BCH (Article
20(1));

� It sets out the principal functions of the
BCH (Article 20(2));

� It specifies what information is to be made
available to the BCH (Article 20(3));

� It provides for the COP/MOP to determine
how the BCH will operate and to keep its
operation under review (Article 20(4)).

1. A Biosafety Clearing-House is hereby established as part of the clearing-house
mechanism under Article 18, paragraph 3, of the Convention, in order to:

(a) Facilitate the exchange of scientific, technical, environmental and legal inform-
ation on, and experience with, living modified organisms; and

(b) Assist Parties to implement the Protocol, taking into account the special needs of
developing country Parties, in particular the least developed and small island
developing States among them, and countries with economies in transition as well
as countries that are centres of origin and centres of genetic diversity.

537. Article 20(1) establishes the BCH as part of
the Clearing-House Mechanism that was
created by Article 18(3) of the CBD.
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Box 35. The Clearing-House Mechanism of the CBD (Article 18(3) CBD)

Article 18(3) CBD

The Conference of the Parties, at its first meeting, shall determine how to establish a clearing-house

mechanism to promote and facilitate technical and scientific cooperation.

Article 18(3) of the CBD created a mechanism to translate the goal of partnerships and cooperation into action –
the Clearing-House Mechanism. The CHM was created to “promote and facilitate technical and scientific
cooperation between the Parties to the CBD” and is a key to achieving the CBD’s three principal objectives. It
also facilitates access to and the exchange of information on biodiversity around the world. It is a network of
Parties and partners working together to facilitate implementation of the CBD. The Parties directed the CBD
Secretariat to take a leadership role in facilitating the implementation of the CHM, and also created an Informal
Advisory Committee (IAC) to provide the Secretariat with feedback and advice through the CHM development
process. The activities of the CHM are directed by the CBD COP as well as by the advice of the Subsidiary Body
on Scientific, Technical and Technological Advice. The CBD COP designated 1996-1998 as the Pilot Phase of
CHM operations, during which activities and services would evolve in response to the needs of countries and
partners working to implement the CBD. The Parties also made a commitment to commissioning an
Independent Review of the CHM after completion of the Pilot Phase. This report was published in September
1999.

The CHM depends on a decentralized process to gather and organize the information that its users need.
Driving this process are networks of focal points, international centres and institutions with expertise that
co-ordinate initiatives among themselves on topics of common interest. Each focal point also contributes to the
Clearing- House information system, which is then made accessible to all users. In this way, focal points
encourage networking among government agencies, expert groups, non-governmental organizations and
private enterprise at all levels.



538. Article 20(1) sets out two main objectives of
the BCH:

� First, the BCH is designed to facilitate the
exchange of information and experience
concerning LMOs. The types of informa-
tion to be exchanged are broadly described
as scientific, technical, environmental and
legal. Specific types of information are
detailed in Article 20(3) and elsewhere in
the Protocol (see paragraphs 551 and 552
below).

� Second, the BCH is to assist Parties to
implement the Protocol. Consistent with
the Protocol’s Preamble and other pro-
visions, this second function of the BCH
acknowledges the special needs of the fol-
lowing three groups:

� Developing country Parties, in particu-
lar the least developed and small island
developing States among them;

� Countries with economies in transition;

� Countries that are centres of origin and
centres of genetic diversity.

539. The effective operation of the BCH will de-
pend on the active participation of developed
country Parties, developing country Parties and
Parties with economies in transition. The avail-
ability of technological resources in developing
country Parties and Parties with economies in
transition is an important consideration in the
design of the BCH and will motivate efforts to
develop information exchange mechanisms
within the BCH that are not internet- or elec-
tronic-based. Operation of the BCH will also
depend on resources and training being pro-
vided to developing country Parties and Parties
with economies in transition. Prior to the entry
into force of the Protocol, the Secretariat or-
ganized regional workshops on the BCH.

540. The special role of the BCH in relation to
LMO-FFPs is addressed in Article 11.

2. The Biosafety Clearing-House shall serve as a means through which information
is made available for the purposes of paragraph 1 above. It shall provide access
to information made available by the Parties relevant to the implementation of
the Protocol. It shall also provide access, where possible, to other international
biosafety information exchange mechanisms.

541. Article 20(2) sets out three principal func-
tions of the BCH:

� First, the BCH will be the vehicle through
which information is made available for
the purposes of Article 20(1).

� Second, the BCH will provide access to
information relevant to the implementa-
tion of the Protocol that is made available
by the Parties.

� Third, the BCH will provide access to
other international biosafety information
exchange mechanisms. A number of

international biosafety information ex-
change mechanisms already exist. How-
ever, none of these alone provide the
comprehensive range of information re-
quired by the BCH. The BCH will need to
be tailored to the specific requirements of
the Protocol. The organizations managing
other international biosafety information
exchange mechanisms will be important
partners in the pilot phase (see Article
20(4)) and subsequent operation of the
BCH.
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Box 36. Existing international biosafety information exchange mechanisms:
examples

The BCH may draw on a wide variety of existing mechanisms. The following examples provide access to a range
of information, including existing national regulations on biosafety.

� Organization for Economic Cooperation and Development (OECD) – Biotrack http://www.oecd.org/biotrack

� United Nations Industrial Development Organization (UNIDO) – Biosafety Information Network and
Advisory Service (BINAS) http://binas.unido.org/binas/

� International Centre for Genetic Engineering and Biotechnology (ICGEB) – Biosafety Bibliographic
Database http://www.icgeb.org/~bsafesrv/bsfdata1.htm

� United Nations Environment Programme (UNEP), Microbial Strain Data Network (MSDN) – Information
Resource for the Release of Organisms (IRRO) http://panizzi.shef.ac.uk/msdn/



3. Without prejudice to the protection of confidential information, each Party shall
make available to the Biosafety Clearing-House any information required to be
made available to the Biosafety Clearing-House under this Protocol, and:

(a) Any existing laws, regulations and guidelines for implementation of the Protocol,
as well as information required by the Parties for the advance informed agreement
procedure;

(b) Any bilateral, regional and multilateral agreements and arrangements;

(c) Summaries of its risk assessments or environmental reviews of living modified
organisms generated by its regulatory process, and carried out in accordance with
Article 15, including, where appropriate, relevant information regarding products
thereof, namely, processed materials that are of living modified organism origin,
containing detectable novel combinations of replicable genetic material obtained
through the use of modern biotechnology;

(d) Its final decisions regarding the importation or release of living modified
organisms; and

(e) Reports submitted by it pursuant to Article 33, including those on implementation
of the advance informed agreement procedure.

542. Article 20(3) requires Parties to make avail-
able to the BCH specific categories of in-
formation. Article 20(3)(a) refers to
information required by Parties for the AIA
procedure, some of which is expressly re-
quired to be submitted to the BCH, which
includes:

� Notification of intended export from the
Party of export or exporter (Article 8);

� Information required under Annex I
(Article 8);

� Acknowledgement of the notification of
intended export from the Party of import
(Article 9);

� Decision by the Party of import on
whether to approve, prohibit or restrict the
import (Article 10(3)), and any relevant
reasons for that decision (Article 10(4));

� Where relevant, information on the do-
mestic regulatory framework governing
the import of LMOs from the Party of
import (Article 9 and 10);

� Additional information from the Party of
export (Article 10(3)(c));

� Information on risk assessment (Articles
10(1) and 15 and Annex III);

� Information on review of decisions
(Article 12); and

� Information on simplified procedures
(Article 13).

543. In addition to the categories of information
specifically mentioned in paragraphs (a) to

(e) of Article 20(3), Parties are also required
to submit to the BCH:

� Decisions by a Party regarding transit of
specific LMOs through its territory
(Article 6(1));

� Written notices of decisions approving,
prohibiting or restricting the first inten-
tional transboundary movement of LMOs
for intentional introduction into the en-
vironment (Article 10(3));

� Final decisions regarding domestic use of
LMO-FFPs (Article 11(1));

� Copies of national laws, regulations and
guidelines applicable to the import of
LMO-FFPs (Article 11(5));

� Declarations by developing country
Parties or Parties with economies in tran-
sition concerning the basis of their de-
cisions on the import of LMO-FFPs
(Article 11(6));

� Notice of reviews of decisions regarding
intentional transboundary movement
(Article 12(1));

� Notice of simplified procedures regarding
intentional transboundary movement and
LMOs exempted from the AIA procedure
(Article 13(1));

� Notice of bilateral, regional and multi-
lateral agreements and arrangements with
other Parties regarding intentional trans-
boundary movements of LMOs (Article
14(2));
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� Notice of application of domestic regu-
lations affecting specific imports (Article
14(4));

� Notice of unintentional transboundary
movement of LMOs (Article 17(1));

� Points of contact for notification of un-
intentional transboundary movement
(Article 17(2)); and

� Information on illegal transboundary
movements (Article 25(3)).

544. Information on national focal points and
competent national authorities designated in
accordance with Article 19 will also be made
available through the BCH.

545. Under Article 20(3), Parties are to make in-
formation available to the BCH “without pre-
judice to the protection of confidential
information”. Protection of confidential in-
formation is addressed in Article 21. During
the pilot phase of the BCH (see Article
20(4)), it was decided that the BCH should
not contain information which is to be treated

as confidential (for the procedure for deter-
mining whether specific information is to be
treated as confidential, see commentary on
Article 21).

546. While this approach may be helpful in
maintaining open public access to the BCH, it
may also create difficulties. In practice, cer-
tain detailed information regarding a LMO
may not be available on the BCH due to
confidentiality requirements. For example,
under the AIA provisions of the Protocol, a
Party of import should notify its decision on
the first import of a LMO to the BCH (as well
as to the notifier, see commentary on Article
10(3)). However, if certain detailed informa-
tion about that LMO has to be kept confiden-
tial, then on the basis of information available
through the BCH it may not be possible for a
subsequent exporter to determine with cer-
tainty whether a LMO which has been
authorized by a Party is the same LMO that it
intends to export to that Party.

4. The modalities of the operation of the Biosafety Clearing-House, including re-
ports on its activities, shall be considered and decided upon by the Conference of
the Parties serving as the meeting of the Parties to this Protocol at its first
meeting, and kept under review thereafter.

547. Article 20(4) requires the COP/MOP to take a
decision at its first meeting on the way the
BCH will operate, and provides for ongoing
review of the BCH. Given the role to be
played by the BCH, it is important that a fully
functioning BCH has been developed by the
time the Protocol enters into force.102 Work
on the BCH began prior to ICCP1 (in accord-
ance with ExCOP decision EM–I/3, para-
graph 13) and was continued under a pilot
phase. The pilot phase was launched in April
2001. A series of regional meetings were
launched by the Secretariat to provide the
special groups of countries identified in
Article 20(1)(b) with an opportunity to dis-
cuss their needs and expectations with re-
spect to the “pilot phase”. Issues addressed
during the pilot phase included:

� Relationship with the CBD’s CHM;

� Identification of the types of information
to be processed by the BCH;

� Special needs of developing country
Parties and Parties with economies in tran-
sition, particularly access to electronic in-
formation systems, alternative non-
electronic information systems, and re-
sources and training to use the BCH;

� Information management issues: informa-
tion requirements, common formats, data
entry, common language, content vali-
dation and quality assurance, data-
reporting;

� System architecture: whether the BCH
will be a centralized mechanism adminis-
tered by a single body or a decentralized
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Box 37. Pilot phase of the Biosafety Clearing-House

The pilot phase of the Biosafety Clearing-House can be accessed at: http://bch.biodiv.org/Pilot/

The BCH website address may change with the entry into force of the Protocol, but will be accessible through
the main CBD website at http://www.biodiv.org

102
ICCP Recommendation 3/3, paragraph 6, UNEP/CBD/ICCP/3/10, Annex.



information network that coordinates
national information systems; and

� Confidentiality considerations: methods
for protecting confidential information.

548. Options for the structure and operation of the
BCH, together with reports on the BCH
“pilot phase”, will be considered and decided
upon by the first meeting of the COP/MOP.
In addition, the BCH structure and operations
must be reviewed by the COP/MOP on an
ongoing basis after their first meeting.

549. As noted above, during the pilot phase of the
BCH it was recognized that there were a
series of challenges for its effective func-
tioning. These include:

� Access to the BCH, including:

� Who can access the BCH and how;

� Ensuring regular and reliable access to
the BCH, including issues of technical
and financial capacity; and

� Ensuring utility of the BCH, including
for example the formats and languages
in which information will need to be
submitted by Parties and made available
on the BCH.

� The authenticity and validation of inform-
ation on the BCH.

� Coordination of the BCH with other data-
bases.

Access

550. In relation to the format and language for
information, in the pilot phase, the Secretariat
developed common formats for the sub-
mission of information to the BCH on, for
example, transboundary movements of
LMOs, national laws and regulations, bi-
lateral, regional and multilateral agreements,
and risk assessment summaries. The pilot

phase of the BCH was in English, but the
BCH is being designed to accommodate all
UN languages at a later stage. In terms of
accessibility, work is also being undertaken
to identify alternatives to internet-based in-
formation exchange – for examples through
printed materials or CD-ROMs.

Validation of data

551. This is an issue which the COP/MOP will
have to consider. The ICCP recommended
that countries establish a national focal point
for the BCH which would be responsible for

validating data registered on the BCH for that
country. Entry of data onto the BCH would
be limited to certain registered entities.

Coordination and accessibility

552. Guidelines were being developed in the pilot
phase for the interoperability of the BCH
with other databases, and links to other in-
formation sources, such as the OECD
Biotrack and UNIDO BINAS systems.

Coordination and accessibility of informa-
tion may be aided by unique identification
systems for LMOs to facilitate searches for
information on specific LMOs (see Box 34).
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Article 21. Confidential information

1. The Party of import shall permit the notifier to identify information submitted
under the procedures of this Protocol or required by the Party of import as part
of the advance informed agreement procedure of the Protocol that is to be
treated as confidential. Justification shall be given in such cases upon request.

2. The Party of import shall consult the notifier if it decides that information
identified by the notifier as confidential does not qualify for such treatment and
shall, prior to any disclosure, inform the notifier of its decision, providing
reasons on request, as well as an opportunity for consultation and for an internal
review of the decision prior to disclosure.

3. Each Party shall protect confidential information received under this Protocol,
including any confidential information received in the context of the advance
informed agreement procedure of the Protocol. Each Party shall ensure that it
has procedures to protect such information and shall protect the confidentiality
of such information in a manner no less favourable than its treatment of
confidential information in connection with domestically produced living
modified organisms.

4. The Party of import shall not use such information for a commercial purpose,
except with the written consent of the notifier.

5. If a notifier withdraws or has withdrawn a notification, the Party of import shall
respect the confidentiality of commercial and industrial information, including
research and development information as well as information on which the
Party and the notifier disagree as to its confidentiality.

6. Without prejudice to paragraph 5 above, the following information shall not be
considered confidential:

(a) The name and address of the notifier;

(b) A general description of the living modified organism or organisms;

(c) A summary of the risk assessment of the effects on the conservation and sustain-
able use of biological diversity, taking also into account risks to human health; and

(d) Any methods and plans for emergency response.

553. Article 21 addresses the treatment of certain
information provided under procedures estab-
lished under the Protocol. In practice, most of
this information is likely to be submitted in the
context of the Protocol’s AIA procedure (or
consistent domestic procedures). However,
Article 21 is not explicitly limited to such
information. In principle, it could also be
relevant, for example, to information provided
on unintentional transboundary movements of
LMOs under Article 17, or on LMO-FFPs
under Article 11. Nonetheless the language
used in certain provisions of Article 21, such as
“Party of import” and “notifier”, suggest that
the Article’s primary relevance will be to in-
formation provided on a bilateral basis in the
context of the AIA procedure.

554. A number of countries pressed for a provision
on confidential information during the nego-
tiations, on the basis that information pro-
vided to the Party of import during AIA, or
other procedures, would be likely to include
proprietary commercial information that re-
quired protection. Others argued that no
such provision was necessary, since such re-
quirements were already addressed in other
international and national legal instruments
(including intellectual property law), and
that constraints on disclosure of information
may hamper the ability of the Party of import
to address emergency situations involving
LMOs.

555. While Article 21 allows certain information
to be treated as confidential, it does not
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require information concerning LMOs to be
treated as confidential as a general rule.
Rather, it is up to the provider of the infor-
mation (the notifier) to specify the inform-
ation which it considers should be treated as
confidential and then to consult with the
Party of import.

556. The provisions of Article 21:

� specify the basic procedure for ensuring
protection of confidential information
provided under the procedures of the
Protocol;

� address the situations where the Party of
import and the notifier disagree as to
whether particular information should be
treated as confidential or not, and where
the notifier decides to withdraw a
notification;

� set out a general obligation to protect
confidential information received under
the Protocol; and

� specify categories of information which
shall not be considered confidential.

1. The Party of import shall permit the notifier to identify information submitted
under the procedures of this Protocol or required by the Party of import as part
of the advance informed agreement procedure of the Protocol that is to be
treated as confidential. Justification shall be given in such cases upon request.

557. Article 21(1) requires the Party of import to
allow information provided by the notifier to
be identified and treated as “confidential”
upon request by the notifier. This may in-
clude, for example, certain information pro-
vided in accordance with Annex I, or
subsequently upon request by the Party of
import during the AIA procedure. Where the
Party of import so requests, the notifier must
provide reasons or justification as to why the
information should be treated as confidential.
The implication of Article 21(1) is that a
Party of import would not be able to make
available to others, for example to the public,
the information provided. On the contrary, it
would be under an obligation (see comment-
ary on Article 21(3)) to take steps to ensure
that the confidentiality of the information in
question is protected.

558. Article 21(1) does not specify what may be
required in terms of justification for confi-
dentiality. This is a matter for the Party of
import to determine (although consultation
with the notifier is required – see comment-
ary on Article 21(2)).

559. The language used in Article 21(1) is general,
allowing the notifier, in the first instance, to
identify as confidential any of the inform-
ation which it provides to the Party of import.
In contrast, Article 21(5), in common with a
number of other global and regional agree-
ments,103 refers to “confidentiality of com-
mercial and industrial information”. It is not

clear in what circumstances a notifier might
claim confidential treatment for information
other than commercial and industrial in-
formation.

560. Existing examples of national biosafety
frameworks often make reference to confi-
dential information, setting out the circum-
stances in which confidential treatment may
be claimed, a requirement for justification of
a claim for confidential treatment, and cate-
gories of information which may not be
treated as confidential (see commentary on
Article 21(6)). Some examples are given in
Box 38.

561. Other international agreements such as the
Stockholm Convention on Persistent Organic
Pollutants also address the issue of confi-
dentiality. Article 9(5) of that Convention, on
“the exchange of information” establishes
that information on health and safety of hu-
mans and the environment shall not be re-
garded as confidential. However, this Article
provides that Parties that exchange “other”
information pursuant to the CBD must
protect any confidential information “as
mutually agreed”. The 1998 Convention on
the Prior Informed Consent Procedure for
Certain Hazardous Chemicals and Pesticides
in International Trade (Article 14(2)) also
establishes that Parties that exchange in-
formation pursuant to that Convention must
protect any confidential information “as
mutually agreed”.
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2. The Party of import shall consult the notifier if it decides that information
identified by the notifier as confidential does not qualify for such treatment and
shall, prior to any disclosure, inform the notifier of its decision, providing
reasons on request, as well as an opportunity for consultation and for an internal
review of the decision prior to disclosure.

562. Where the notifier identifies information that
should be treated as confidential, but the
Party of import considers that the information
in question does not qualify for such treat-
ment, it must consult with the notifier. Thus
the final decision on confidentiality rests with
the Party of import. If the request by the
notifier is considered unjustified, then the
notifier must be informed before the inform-
ation is disclosed. The decision refusing con-
fidential treatment does not need to give
reasons unless the notifier so requests.

563. Although the Party of import takes the final
decision, it must allow for consultation
with the notifier and also for internal review
of its decisions refusing confidential treat-
ment. Interestingly, this appears to be the only

reference in the Protocol explicitly requiring
the Party of import to provide for internal
review of a decision (with the exception of
Article 12).

564. The Party of import is not free immediately to
disclose information which it has decided is
not subject to confidentiality. The Party of
import must notify its decision to the notifier
before the information can be disclosed so
that the notifier has an opportunity to consult
and to have the decision reviewed ahead of
any disclosure. If the consultation and review
do not resolve the issue, the consequences of
continued disagreement between the notifier
and the Party of import as to whether par-
ticular information should be treated as con-
fidential are addressed in Article 21(5).

3. Each Party shall protect confidential information received under this Protocol,
including any confidential information received in the context of the advance
informed agreement procedure of the Protocol. Each Party shall ensure that it
has procedures to protect such information and shall protect the confidentiality
of such information in a manner no less favourable than its treatment of
confidential information in connection with domestically produced living
modified organisms.

565. Article 21(3) sets out a general obligation on
Parties to protect confidential information re-

ceived under the Protocol. Parties must pro-
tect confidential information in their national
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Box 38. National provisions on confidential information: examples

� In the European Union, according to Article 25 of Directive 2001/18/EC on the deliberate release into the
environment of GMOs, “the Commission and the competent authorities shall not divulge to third parties
any confidential information notified or exchanged under this Directive and shall protect intellectual
property rights relating to the data received”. The Directive further requires the notifier to give justi-
fication for the information that has been identified as requiring confidential treatment as its disclosure
“might harm his competitive position”.

� The Swiss Ordinance on the Release of Organisms into the Environment No. 814.911 states that
authorities responsible for the enforcement of the ordinance will treat as confidential information for
which there are grounds for confidentiality, and specifies as such the protection of business and
production secrets.

� In Australia, under the 2000 Gene Technology Act, the declaration of confidentiality of commercial
information is subject to proof that the information specified in the application is: a trade secret; or any
other information that has a commercial or other value that could be destroyed or diminished if the
information were disclosed; or other information that concerns the lawful financial and commercial
affairs of a person, organization or undertaking, and that if it were disclosed it could reasonably affect that
person, organization or undertaking. In spite of that the Regulator may refuse declaring the confidentiality
of such information if it is satisfied that the public interest in disclosure outweighs the prejudice that the
disclosure would cause to any person.

� In South Africa, under the Genetically Modified Organisms Act 1997, the Executive Council for
Genetically Modified Organisms decides, after consultation with the applicant, which information will be
kept confidential and shall inform the applicant of its decision.



legislation. Adequate procedures must be set
up to this effect to prevent disclosure or the
commercial use of confidential information.

566. This paragraph also requires “non-discrimi-
nation” between imported and domestically

produced LMOs in relation to confidentiality,
i.e. the same level of protection must be
accorded to each.

4. The Party of import shall not use such information for a commercial purpose,
except with the written consent of the notifier.

567. In the case of LMOs, confidential inform-
ation is likely to be related to modern biotech-
nology techniques used in the production of
the LMO and other relevant information of a
commercially sensitive nature. While such
information will need to be made available to
the Party of import through the notification
procedure (see commentary on Article 8, and
Annex I), the Protocol forbids the commer-
cial use of that information by the Party of
import, unless written consent from the

notifier has been obtained. It should be noted
here that the notifier may not itself be the
entity which has the legal right to permit
commercial use of the information provided.
As noted under Article 9, according to the
Protocol’s AIA procedure the notifier may be
either the Party of export or the exporter. It
may be that none of these is the entity which
holds proprietary rights over the commercial
use of information in question.

5. If a notifier withdraws or has withdrawn a notification, the Party of import shall
respect the confidentiality of commercial and industrial information, including
research and development information as well as information on which the
Party and the notifier disagree as to its confidentiality.

568. Article 21(5) addresses the situation where a
notifier decides to withdraw a notification
made to a Party of import. This may occur
because the proposed transboundary move-
ment is not going ahead for a variety of
reasons, including the possibility that the
notifier and the Party of import have been
unable to agree on which information should
be treated as confidential. In such circum-
stances, the Party of import is not free to use

or disclose the disputed information. It must
respect the confidentiality of the information,
even if it is of the view that confidential
treatment has not been justified by the no-
tifier. It is noteworthy that paragraph 5 refers
specifically to “commercial and industrial in-
formation, including research and develop-
ment information”, as well as more generally
to “information”.

6. Without prejudice to paragraph 5 above, the following information shall not be
considered confidential:

(a) The name and address of the notifier;

(b) A general description of the living modified organism or organisms;

(c) A summary of the risk assessment of the effects on the conservation and sustain-
able use of biological diversity, taking also into account risks to human health; and

(d) Any methods and plans for emergency response.

569. Article 21(6) lists four categories of inform-
ation which are not to be treated as
confidential. Debate on this provision during
the negotiation focused on the categories of
information that should be included here, and
also on whether such information should
never be treated as confidential or whether a
weaker formulation should be used. The pro-
vision adopted suggests that the four cate-
gories of information cannot be identified by
the notifier as confidential, and shall not in

any circumstances be treated as confidential.
The categories identified mirror those set out
in corresponding provisions of some existing
national biosafety frameworks. National
legislation may also identify additional cate-
gories of information which the Party of im-
port will not treat as confidential. For
example, EU Directive 2001/18 on the de-
liberate release of GMOs into the environ-
ment provides that the purpose of the release,
its location and intended uses may “in no
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case” be kept confidential.104 Colombia’s
Resolution 3492 regulating and establishing
a procedure for the introduction, production,
release and commercialization of GMOs,
South Africa’s Genetically Modified
Organisms Act and Swiss Ordinance 814.911
on the Release of Organisms into the
Environment have similar provisions listing
information that will not be considered as
confidential in nature. These norms then ex-
clude as confidential the description of the
GMOs; the contact details of the applicant
(South African GMO Act 1997) or of those
responsible for the release for experimental

purposes or the placing on the market (Swiss
Ordinance 814.911) or responsible for the
project (Colombia Resolution 3494); the
methods and plans for their monitoring and
emergency measures in case of accident; and
the evaluation of foreseeable impacts (South
African GMO Act 1997). Australia’s Gene
Technology Act states that the Regulator
must refuse to declare commercial inform-
ation as confidential if such information re-
lates to field trial locations, unless the
Regulator is satisfied that disclosure would
involve significant risks to health and safety.
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Article 22. Capacity-building

1. The Parties shall cooperate in the development and/or strengthening of human
resources and institutional capacities in biosafety, including biotechnology to
the extent that it is required for biosafety, for the purpose of the effective imple-
mentation of this Protocol, in developing country Parties, in particular the least
developed and small island developing States among them, and in Parties with
economies in transition, including through existing global, regional, subregional
and national institutions and organizations and, as appropriate, through facili-
tating private sector involvement.

2. For the purposes of implementing paragraph 1 above, in relation to cooperation,
the needs of developing country Parties, in particular the least developed and
small island developing States among them, for financial resources and access to
and transfer of technology and know-how in accordance with the relevant pro-
visions of the Convention, shall be taken fully into account for capacity-building
in biosafety. Cooperation in capacity-building shall, subject to the different situ-
ation, capabilities and requirements of each Party, include scientific and
technical training in the proper and safe management of biotechnology, and in
the use of risk assessment and risk management for biosafety, and the
enhancement of technological and institutional capacities in biosafety. The
needs of Parties with economies in transition shall also be taken fully into
account for such capacity- building in biosafety.

570. It is widely recognized that, if the Protocol is
to be effective, support is needed to build the
capacity of developing countries and coun-
tries with economies in transition in the field
of biosafety. Many such countries currently
lack adequate human, technical and financial
resources to implement the Protocol fully: for
example to undertake risk assessment and
risk management of LMOs, or to monitor
LMOs once released into the environment.

571. Article 22 seeks to address these needs. It
requires Parties to cooperate in building ca-
pacity for implementation of the Protocol in
developing country Parties and Parties with
economies in transition. It particularly
recognizes the needs of least developed
countries and small island developing States
in this regard.

572. Article 22 of the Protocol is closely linked to
Articles 16 and 18 of the CBD. Article 16 of
the CBD requires Parties to the CBD to pro-
vide and facilitate access to and transfer of
technologies that are “relevant to the conser-
vation and sustainable use of biological di-
versity or make use of genetic resources and
do not cause significant damage to the en-
vironment”. Access to and transfer of tech-
nology, if directed towards developing
countries, are to be provided “under fair and
most favourable terms.” Article 18 of the
CBD requires Parties to undertake technical
and scientific cooperation, especially with
respect to the development and strengthening
of national capabilities in human resources
development and institution building.

1. The Parties shall cooperate in the development and/or strengthening of human
resources and institutional capacities in biosafety, including biotechnology to
the extent that it is required for biosafety, for the purpose of the effective imple-
mentation of this Protocol, in developing country Parties, in particular the least
developed and small island developing States among them, and in Parties with
economies in transition, including through existing global, regional, subregional
and national institutions and organizations and, as appropriate, through facili-
tating private sector involvement.

573. Article 22(1) sets out the general obligation
of cooperation in respect of capacity-

building. The inclusion of a reference to
“biotechnology” in Article 22(1) was initially
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opposed by some countries in the negotia-
tions. Some developing countries viewed it
as an attempt by developed countries with
strong biotechnology industries to promote
trade in biotechnology products and services
(including LMOs) rather than to promote bio-
safety. On the other hand, some developed
countries proposed limiting the scope of the
Article to issues relating to transboundary
movements since making an unqualified
reference to biotechnology and biosafety
would make the scope of the Article extend
beyond the Protocol, and may have obliged
them to undertake more wide-ranging acti-
vities to build biotechnology capacity.

574. The text of Article 22(1) reflects the compro-
mise solution agreed – i.e. capacity-building
efforts should cover biotechnology “to the
extent required for biosafety”. Furthermore,
the scope of Article 22(1) is further clarified
by the statement that cooperation in capacity-
building is “for the purpose of the effective
implementation of this Protocol”. The
Executive Secretary to the CBD noted, in
relation to the capacity-building provisions
of the Protocol, that:

The scope of capacity-building usually in-
cludes the assessment of needs, identifica-
tion of options at the national (and possibly
regional) level, the development and
strengthening of relevant institutions, the
development of skills and expertise in
human resources, including through educa-
tion and training, establishment of necessary
scientific and information management
facilities, and assessments for technology
transfer. These and other areas of capacity-
building are generally supported through the
provision of external technical assistance
and financial resources on a bilateral,
multilateral or private basis.105

575. Under Article 22(1), Parties are expected to
cooperate with each other to develop and
strengthen the human resources and institu-
tional capacities of developing countries and
Parties with economies in transition in the
field of biosafety. Such cooperation may be
achieved in the framework of existing
“global, regional, subregional and national
institutions and organizations”. Parties also
have the option to promote the involvement
of private sector actors in capacity-building
activities under Article 22(1).

2. For the purposes of implementing paragraph 1 above, in relation to cooperation,
the needs of developing country Parties, in particular the least developed and
small island developing States among them, for financial resources and access to
and transfer of technology and know-how in accordance with the relevant provi-
sions of the Convention, shall be taken fully into account for capacity-building in
biosafety. Cooperation in capacity-building shall, subject to the different situa-
tion, capabilities and requirements of each Party, include scientific and tech-
nical training in the proper and safe management of biotechnology, and in the
use of risk assessment and risk management for biosafety, and the enhancement
of technological and institutional capacities in biosafety. The needs of Parties
with economies in transition shall also be taken fully into account for such
capacity- building in biosafety.

576. The first sentence of Article 22(2) of the
Protocol makes reference to the provisions of
the CBD relating to the provision of financial
resources and access to and transfer of tech-
nology (see commentary on Article 28).
Under the provisions of Article 20(2) of the
CBD, developed country Parties are required
to provide “new and additional financial re-
sources” to developing country Parties to en-
able them to meet the costs of implementing
their obligations under the CBD. Under
Article 20(4) of the CBD, the implementation
by developing country Parties of their com-

mitments will depend on the degree to which
developed country Parties provide financial
resources and technology transfer to the
former. The precise implications of CBD pro-
visions on technology transfer are not clear.
Article 16(2) of the CBD requires that access
to and transfer of technology to developing
country Parties must be under “fair and most
favourable terms”. Such terms may include
preferential or concessional terms – i.e. at or
below market terms – if mutually agreed
upon. Technology transfer may also be in
accordance with, as necessary, the CBD’s
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provisions on financial resources and mech-
anism. Furthermore, such technology trans-
fer must recognize intellectual property
rights that may be attached to the tech-
nology.106 Discussion on the implementation
of Article 16 are ongoing in the CBD COP.

577. Article 22(2) of the Protocol also describes
the general areas in which capacity-building
cooperation is to be undertaken. These are:

� scientific and technical training in the pro-
per and safe management of biotechno-
logy;

� scientific and technical training in the use
of risk assessment and risk management
for biosafety; and

� the enhancement of technological and in-
stitutional capacities in biosafety.

578. Thus there are three “kinds” of capacity that
need to be addressed for the effective imple-
mentation of the Protocol:

� legal, institutional, and administrative
regulatory capacity with respect to bio-
safety;

� scientific and technical capacity with re-
spect to risk assessment; and

� scientific and technical capacity with re-
spect to risk management.

579. In providing for or developing these capa-
cities, the Protocol recognizes that no single
model will fit the situation of all countries,
but that capacity-building should be tailored
to fit the specific national context of the
country whose capacity is being assisted and
developed. Hence, cooperation in capacity-
building is subject to and must take into
account the different situations, capabilities
and requirements of each Party.

580. Furthermore, cooperative capacity-building
efforts by the Parties to the Protocol must be
targeted at ensuring the effective implement-
ation of Parties’ obligations under the
Protocol. The specific obligations in the
Protocol most relevant for purposes of
capacity-building are listed in the “tool kit”
adopted by ICCP3.107 This has been
reproduced for ease of reference in the
Supplementary Materials at the end of this
Guide. It provides a useful checklist for
reference for implementation of the Protocol.

Capacity-Building Action Plan

581. In October 2001, at its second meeting, the
Intergovernmental Committee on the
Cartagena Protocol endorsed the Action Plan
for Building Capacities for the Effective
Implementation of the Cartagena Protocol
on Biosafety. The objective of this Action
Plan is to facilitate and support the develop-
ment and strengthening of capacities for the
ratification and effective implementation of
the Protocol at the national, sub regional,
regional and global levels in a timely manner.
It recognizes that financial, technical and
technological support to developing countries
is essential, in particular the least developed
and small island developing States among
them, as well as countries with economies in
transition, taking into account also countries
that are centres of origin and centres of
genetic diversity. To achieve its objective,

the Action Plan aims at identifying country
needs, priorities, and mechanisms of imple-
mentation, as well as sources of funding.108

The ICCP recommended that the COP/MOP
request the GEF and other donors (see com-
mentary on Article 28) to take the Action
Plan into account when providing assistance
to developing country Parties and Parties
with economies in transition towards rati-
fication and effective implementation of the
Protocol.

582. The ICCP identified the following key ele-
ments requiring action:

(a) Institutional capacity-building:

� Legislative and regulatory framework;

� Administrative framework;
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106
See, for example, discussion in Glowka et al. (1994) pp. 86-91. Chapter 34 (Transfer of Environmentally Sound Technology,
Cooperation And Capacity-building) and Chapter 37 (National Mechanisms and International Cooperation for
Capacity-building) of Agenda 21 also provide guidance on capacity-building efforts in environmental matters at the national
level.

107
ICCP Recommendation 3/5, UNEP/CBD/ICCP/3/10, Annex III; see Supplementary Materials.

108
ICCP Recommendation 2/9, UNEP/CBD/ICCP/2/15, Annex.



� Technical, scientific and telecommuni-
cations infrastructures;

� Funding and resource management;

� Mechanisms for follow-up, monitoring
and assessment;

(b)Human-resource development and train-
ing;

(c) Risk assessment and other scientific and
technical expertise;

(d)Risk management;

(e) Awareness, participation and education at
all levels, including for decision-makers,
stakeholders and the general public;

(f) Information exchange and data manage-
ment, including full participation in the
Biosafety Clearing-House;

(g)Scientific, technical and institutional col-
laboration at sub-regional, regional and
international levels;

(h)Technology transfer;

(i) Identification.

583. The analysis in Box 39, developed by the
Secretariat of the CBD, identifies the
required capacities for implementation of the
Protocol obligations. This indicative list was
incorporated into the Capacity-building
Action Plan endorsed by the ICCP in its
Recommendation 2/9.

Roster of experts

584. Discussions relevant to capacity-building
have also taken place in relation to Article
10(7) of the Protocol, on procedures and
mechanisms to facilitate decision-making by
Parties of import. These mechanisms, and
capacity-building under Article 22, are likely
to draw upon the roster of experts established
in Decision EM-I/3. Paragraph 14 of
Decision EM-I/3 provides:

Decides to establish a regionally balanced
roster of experts nominated by Governments,
in fields relevant to risk assessment and risk
management related to the Protocol, to pro-
vide advice and other support, as appropriate
and upon request, to developing country
Parties and Parties with economies in transi-
tion, to conduct risk assessment, make in-
formed decisions, develop national human
resources and promote institutional strength-
ening, associated with the transboundary
movements of living modified organisms;

585. The ICCP also recommended that the COP/
MOP adopt a Coordination Mechanism for
the implementation of the Action Plan, to be
administered by the Secretariat.109 This
would include a regionally balanced liaison
group on capacity-building for biosafety to
provide advice to the Secretariat and the
COP/MOP, and a biosafety capacity-building
projects database, as well as other mechan-
isms.

586. The Biosafety Clearing-House will provide a
source of information on capacity-building
initiatives in biosafety. This information is
currently available in the Biosafety Clearing-
House pilot phase at http://bch.biodiv.org/
Pilot. In practice, relevant capacity-building
initiatives are likely to be undertaken by a
wide range of actors including governments,
intergovernmental organizations, the private
sector and non-governmental organizations.
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Box 39. Indicative list of areas of advice and support for the roster of experts for
implementation of the Cartagena Protocol

INSTITUTION BUILDING RISK ASSESSMENT RISK MANAGEMENT

Needs assessment and biosafety framework

planning

(a) Inventory of existing and anticipated biotechno-
logy programmes and practices.

(b) Capacity to develop present and future import/
export data.

(c) Accurate understanding of industry biotechnol-
ogy practices in relevant sectors.

(d) Capacity to compile and analyse existing legal
and administrative biosafety regimes.

(e) Multi-disciplinary strategic planning capacity.

(f) Capacity to relate biosafety regime to other
international obligations.

General risk assessment capacities

(a) Ability to coordinate multi-disciplinary
analyses.

(b) Enhancement of technological and institu-
tional capacities for risk assessment.

(c) Capacity to identify and access appropriate
outside expertise.

(d) Understanding of relevant bio-technology
processes and applications.

General risk management capacities

Understanding of application of risk

management tools to different

biotechnology sectors.

Biosafety regime development

(a) Develop/strengthen legal and regulatory
structures.

(b) Develop/strengthen administrative processes to
manage risk assessment and risk management.

(c) Develop domestic/regional risk assessment
capacity.

(d) Capacity to administer notification, acknow-
ledgement and decision response process.

(e) Capacity to make and report decision on LMO
import in required time frames.

(f) Emergency notification and planning and re-
sponse capacity.

(g) Enforcement capacity at borders.

Science and socio-economic capacities

(a) Analyse risks to conservation and sustain-
able use of biodiversity.

(b) Undertake life-cycle analysis.

(c) Analyse risks to human health of effects on
biodiversity.

(d) Analyse ecosystem effects of LMO intro-
duction.

(e) Assess food security issues arising from
risks to biodiversity.

(f) Value and roles of biodiversity to local and
indigenous communities.

(g) Other socio-economic considerations re-
lated to biodiversity.

(h) Enhancement of related scientific, techni-
cal capacities.

Decision-making capacities

(a) Identification and quantification of
risks, including through sound ap-
plication of the precautionary ap-
proach.

(b) Capacity to assess relative effect-
iveness of management options for
import, handling and use, where ap-
propriate.

(c) Capacity to assess relative trade im-
pacts of management options,
where appropriate.

(d) Impartial review of proposed man-
agement regime prior to decision-
making.

Long-term regime-building/maintenance

(a) Capacity to monitor, review and report on the
effectiveness of risk management programme,
including legal, regulatory and administrative
mechanisms.

(b) Capacity to monitor longer-term environmental
impacts, if any (based on current baselines).

(c) Establishment of environmental reporting
systems.

Note Specific types of scientific expertise
required will vary from case to case, but
broadly involve two areas;

– evaluation of genetic modifications;

– evaluation of interactions with the receiving
environment.

Implementation of decisions

(a) Identification and handling of
LMOs at point of import.

(b) Monitoring of environmental im-
pacts against expected impacts.

(c) Capacity to monitor, enforce and
report on compliance.

CROSS-CUTTING CAPACITIES

Data management and information-sharing

(a) Exchange of scientific, technical, environmental and legal information;

(b) Collection, storage and analysis of scientific, regulatory and administrative data;

(c) Communication to the Biosafety Clearing-House.

Human resources strengthening and development

(a) All aspects of regime development, evaluation and maintenance for risk assessment and risk management;

(b) Raise awareness of modern biotechnology and biosafety among scientists, government officials;

(c) Training and longer-term education;

(d) Procedures for safe handling, use and transfer of LMOs.

Public awareness and participation

(a) Administer and disseminate information on legal and administrative framework;

(b) Public awareness of/participation in scientific assessment process;

(c) Risks associated with handling and use.

Involvement of stakeholders e.g. non-governmental organizations, local communities, private sector

(a) Capacity to negotiate with and provide opportunity for private sector involvement;

(b) Processes for community, NGO consultation in development of risk assessment and management regimes;

(c) Processes for community, NGO consultation prior to decisions.

Regional capacity development

(a) Scientific assessment of risk;

(b) Harmonization of legal regimes;

(c) Training of human resources;

(d) Information sharing.

Source: ICCP Recommendation 2/9, UNEP/CBD/ICCP/2/15, Annex.



Article 23. Public awareness and participation

1. The Parties shall:

(a) Promote and facilitate public awareness, education and participation concerning
the safe transfer, handling and use of living modified organisms in relation to the
conservation and sustainable use of biological diversity, taking also into account
risks to human health. In doing so, the Parties shall cooperate, as appropriate, with
other States and international bodies;

(b) Endeavour to ensure that public awareness and education encompass access to
information on living modified organisms identified in accordance with this
Protocol that may be imported.

2. The Parties shall, in accordance with their respective laws and regulations,
consult the public in the decision-making process regarding living modified
organisms and shall make the results of such decisions available to the public,
while respecting confidential information in accordance with Article 21.

3. Each Party shall endeavour to inform its public about the means of public access
to the Biosafety Clearing-House.

587. Article 23 provides for a mix of mandatory
and discretionary actions that Parties to the
Protocol are expected to undertake relating
to:

� the provision of information on LMOs to
the public (Article 23(1));

� public participation in LMO-related
decision-making processes (Article
23(2));

� provision of information to the public
about access to the Biosafety Clearing-
House (Article 23(3)).

588. Article 23 is best understood in the context of
Principle 10 of the 1992 Rio Declaration on
Environment and Development (Box 40).
Principle 10 articulates what are now known
as the three “pillars” of public participation:
(1) the right of citizens to information; (2)
their right to participate in environmental
decisions which affect them; and (3) their
access to mechanisms of redress and justice
when their rights are violated.

589. It should also be noted that Article 14(1)(a) of
the CBD encourages public participation in:

environmental impact assessment of pro-
posed projects that are likely to have signi-
ficant adverse effects on biological
diversity.
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Box 40. Principle 10 of the Rio Declaration

Environmental issues are best handled with the participation of all concerned citizens, at the relevant level. At
the national level, each individual shall have appropriate access to information concerning the environment that
is held by public authorities, including information on hazardous materials and activities in their communities,
and the opportunity to participate in decision-making processes. States shall facilitate and encourage public
awareness and participation by making information widely available. Effective access to judicial and ad-
ministrative proceedings, including redress and remedy, shall be provided.



1. The Parties shall:

(a) Promote and facilitate public awareness, education and participation concerning
the safe transfer, handling and use of living modified organisms in relation to the
conservation and sustainable use of biological diversity, taking also into account
risks to human health. In doing so, the Parties shall cooperate, as appropriate, with
other States and international bodies;

(b) Endeavour to ensure that public awareness and education encompass access to
information on living modified organisms identified in accordance with this
Protocol that may be imported.

590. Article 23(1) does not explicitly require
Parties to make specific information avail-
able to the public. The obligation is some-
what softer. Parties are required to “promote
and facilitate” public awareness, education
and awareness regarding LMOs, and are to
“endeavour” to ensure public awareness and
education on LMOs that may be imported.

591. The phrase “promote and facilitate” would
indicate that Parties intended to commit
themselves to encourage and make easier the
flow of information to the public concerning
LMO transfers, handling and use, through the
establishment of such mechanisms as may be
deemed appropriate or necessary. Article
23(1)(a) indicates that such mechanisms
should be focused on three main areas of
public information:

� public awareness – e.g. through the use of
media and other means of general inform-
ation distribution to the public;

� public education – e.g. through general
public information distribution mechan-
isms and specific public education pro-
grammes through the formal and non-
formal educational system; and

� public participation – e.g. through the pro-
vision of appropriate mechanisms for
public feedback and input into decision-
making and regulatory processes relating
to LMO transfers, handling and use.

592. Article 23(1)(b) expressly indicates that
public awareness and education mechanisms

should cover and provide access to
information pertaining to LMOs “that may be
imported”. A significant omission from
Article 23(1)(b), however, is a reference to
“public participation”. This would imply that
Parties have not bound themselves to pro-
vide, or endeavour to provide, public partici-
pation mechanisms with respect to LMOs
that may be imported. This gap, however,
seems to be addressed in Article 23(2).

593. A major difference between subparagraphs
(a) and (b) of Article 23(1) is the level of
obligation to which Parties have agreed to be
bound. Article 23(1)(a) requires Parties to
“promote and facilitate” – i.e. encourage and
make easier through the setting up of appro-
priate or necessary mechanisms – public
awareness, education, and participation with
respect to LMOs. The use of such a phrase
clearly indicates that the establishment and
implementation of such mechanisms for pro-
motion and facilitation are mandatory.
Article 23(1)(b), on the other hand, uses the
word “endeavour” to refer to the obligation to
ensure that public awareness and education
mechanisms cover and include access to
information on imported LMOs. The word
“endeavour” suggests that the Parties must
attempt or strive to ensure such inclusion of
access to information on imported LMOs
within the scope of public awareness and
education mechanisms relating to LMO
transfers, handling, and use.

2. The Parties shall, in accordance with their respective laws and regulations,
consult the public in the decision-making process regarding living modified
organisms and shall make the results of such decisions available to the public,
while respecting confidential information in accordance with Article 21.

594. Article 23(2) of the Protocol lays down af-
firmative obligations on Parties to:

� consult the public in the decision-making
process regarding LMOs; and

� make the results of such decisions avail-
able to the public.

The obligation to consult the public applies
generally to all decision-making processes
regarding LMOs, including the making of
decisions on imports of LMOs.
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595. The obligation to consult with the public,
however, is qualified by two factors:

� consultation with the public must be “in
accordance with [the Party’s] laws and
regulations”; and

� it must respect “confidential information
in accordance with Article 21” of the
Protocol.

596. This means that the scope, extent, and meth-
odologies for public participation are subject
to national laws and regulations governing
public participation in each Party. Further-
more, the information to be provided to the
public to enable them to effectively parti-
cipate in LMO-related decision-making pro-
cesses must not include information that has
been identified as “confidential information”
pursuant to Article 21 of the Protocol.

597. Article 23(2) does not provide specific guid-
ance on the public consultation mechanisms
to be adopted in decision-making processes
and on how to make results of decisions on

LMOs available to the public. This effect-
ively leaves it up to the Parties to decide how
this obligation should be implemented in
their own national contexts. These issues are
addressed in some other existing regional and
international agreements (see Box 41).
Possible elements may be grouped in three
phases:

� Notice to all concerned stakeholders, in a
language understood by them and through
media to which they have access.

� Public consultations, as a way to secure
wide input into the decisions that are to be
made. These could include public hear-
ings in certain cases, particularly where
there is public concern about the proposed
measures.

� Consideration of public concerns in the
decision-making phase following consult-
ation.
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Box 41. Information and public participation in decision-making

The linkage between the provision of information to the public and public participation in decision-making
relating to environmental matters has long been recognized as an essential element in ensuring environ-
mentally-sustainable development. Aside from Principle 10 of the Rio Declaration, recent international
environmental conventions that incorporate public participation provisions include:

� the 1991 UN/ECE Convention on Environmental Impact Assessment in a Transboundary Context –
Article 2(2) and (6); Article 4(2);

� the 1992 UN Framework Convention on Climate Change – Article 6(a)(iii);

� the 1992 UN/ECE Convention on the Transboundary Effects of Industrial Accidents – Article 9(2);

� the 1994 UN Convention to Combat Desertification in those Countries Experiencing Serious Drought
and/or Desertification, Particularly in Africa – Article 3(a); Article 4.2(e) and (f).

In addition, the most recent and comprehensive international agreement relating to public participation is the
1998 UN/ECE Convention on Access to Information, Public Participation in Decision-Making, and Access to
Justice in Environmental Matters (the ‘Aarhus Convention’). This treaty outlines and effectively provides
guidance on how public participation should be realized in the context of environmental decision-making
processes. Among the principles contained in its provisions on public participation are that public participation
must be “timely, effective, adequate and formal, and contain information, notification, dialogue, consideration,
response”. It establishes obligations that Parties to the Aarhus Convention must comply with in providing for
timely, adequate, and effective public participation. These include requirements concerning public notification,
timing, provision of relevant information, provision of opportunities for public comment, responses to such
comments, and communication.

Article 6(11) of the Aarhus Convention expressly makes applicable the provisions relating to public par-
ticipation in Article 6 thereof to “decisions on whether to permit the deliberate release of genetically modified
organisms into the environment”. Implementation of this provision is to be done “within the framework of [the
Party’s] national law”.

The public participation elements contained in Article 6 of the Aarhus Convention are outlined below:

� Parties are required to guarantee public participation in decision-making in matters that have a potentially
significant environmental impact;

� Notification to the public about the decision-making to be done must be “adequate, timely, and effective”
and lays out the minimum contents for such notification;

� Time frames for public participation procedures;
Cont.



3. Each Party shall endeavour to inform its public about the means of public access
to the Biosafety Clearing-House.

598. Article 23(3) of the Protocol requires Parties
to take steps to inform the public about the

means of access to information contained in
the Biosafety Clearing-House (Article 20).
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Box 41. Information and public participation in decision-making (cont.)

� Public participation must take place early in the decision-making and must not be pro-forma;

� Public participation procedures must encourage exchanges of information between permit applicants and
the public before the permit application is acted upon. Explanations regarding the permit application must
be provided and dialogue among all stakeholders must be encouraged;

� Public authorities must provide the public concerned with access to all information relevant to the
decision-making, free of charge and as soon as available, pursuant to the minimum contents laid down in
this paragraph;

� Procedures for public participation should include mechanisms that allow public participation in writing
or through public hearings, and which allow the submission of any comments, information, analyses or
opinions. The public should be free to determine which particular piece of information is relevant for
purposes of decision-making;

� Public opinion as gauged through the procedures for public participation must be taken into account in the
decision. Public participation must not be pro-forma;

� The public must be informed of the final decision promptly, have access to the decision, and must be
provided with the reasons and considerations resulting in the decision;

� Public authorities must ensure that public participation in accordance with paragraphs 2 to 9 above must
be done in the event of any reconsideration or changes in the activities to which the decision applied;

Work is underway under the Aarhus Convention to elaborate the requirements of public participation in
decisions concerning deliberate releases of LMOs into the environment. A double track approach is being
followed: on one hand, draft guidelines have been adopted by the first Meeting of the Parties in October 2002 to
elaborate public participation requirements; at the same time, a Working Group on GMOs has been established
to examine possible legally binding options, including a draft amendment of the Convention to develop the
application of the Convention in the field of GMOs.

(See: UNECE, The Aarhus Convention: An Implementation Guide, 87–122 (2000). For more information, see
http://www.unece.org/env/pp/acig.htm).



Article 24. Non-Parties

1. Transboundary movements of living modified organisms between Parties and
non-Parties shall be consistent with the objective of this Protocol. The Parties
may enter into bilateral, regional and multilateral agreements and
arrangements with non-Parties regarding such transboundary movements.

2. The Parties shall encourage non-Parties to adhere to this Protocol and to con-
tribute appropriate information to the Biosafety Clearing-House on living modi-
fied organisms released in, or moved into or out of, areas within their national
jurisdictions.

599. Article 24 addresses the obligations of
Parties in relation to the transboundary
movement of LMOs to and from non-Parties
to the Protocol. As noted in relation to Article
17, as an international treaty, the Protocol
cannot create binding obligations for non-
Parties – if a State chooses not to become a
Party to the Protocol it will not be bound by
the Protocol rules (see Box 32 and Box 43).
Non-Parties to the Protocol may include
States which are not Parties to the CBD.

600. However, Article 24 of the Protocol does
govern the conduct of Parties in relation to the

transboundary movement of LMOs between
Parties and non-Parties. Article 24 requires
such transboundary movements to be
consistent with the Protocol’s objective but
does not require that they be carried out in
precise accordance with the Protocol’s de-
tailed provisions, such as the AIA procedures.

601. It should be noted that States which are not
Parties to the Protocol, but which are Parties
to the CBD, will remain bound by relevant
CBD requirements including those contained
in Article 8(g) and Article 19(4) of the CBD.
These are discussed in the Introduction.

602. The relationship between Parties and non-
Parties is an important issue in international
environmental agreements, especially those
addressing trade in substances or products
that are potentially harmful to the environ-
ment. In general terms, provisions on poten-
tial dealings between Parties and non-Parties
to a treaty aim to :

� ensure that Parties to the treaty in question
do not allow transboundary movements
with non-Parties that would undermine the
treaty, i.e. that omit protective measures
prescribed by the treaty, or that adhere to
environmental standards considerably
lower than those of the treaty. If this were
permissible, a Party could circumvent the
treaty by simply sending potentially harm-
ful substances to a country that is not a

Party and does not adhere to the treaty’s
standards, or by receiving potentially haz-
ardous materials from such a country;

� encourage non-Parties to join the treaty.
Restricting trade between Parties and non-
Parties provides an incentive for countries
to join the treaty, discourages the develop-
ment of a dual standard of environmental
protection, and prevents non-Parties from
developing a competitive trade advantage
by remaining outside the treaty regime.

These two aims are reflected in Article 24 of
the Protocol: Article 24(1) addresses the first
aim, and Article 24(2) the second. As il-
lustrated in Box 42, these aims have been
addressed in different ways in different
multilateral environmental agreements.
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603. The question whether or not the Protocol
should permit transboundary movement of
LMOs from or to non-Parties, and if so, to
what extent its provisions should apply to
such transboundary movements, was one of
the more contentious issues in the Protocol
negotiations. A proposal to prohibit trans-
boundary movement of LMOs to or from
non-Parties altogether met with considerable
opposition and was eventually dropped.
Some countries raised the concern that a pro-
hibition on transboundary movements of

LMOs between Parties and non-Parties could
be challenged as an import or export ban
under the WTO. The question as to whether
transboundary movement from or to non-
Parties should be consistent with the
“objective” or with the “provisions” of the
Protocol was also extensively discussed.

604. The resulting text of Article 24 allows Parties
to engage in transboundary movements of
LMOs with non-Parties, but only under cer-
tain conditions.

1. Transboundary movements of living modified organisms between Parties and
non-Parties shall be consistent with the objective of this Protocol. The Parties
may enter into bilateral, regional and multilateral agreements and arrange-
ments with non-Parties regarding such transboundary movements.

605. This provision addresses the aim of ensuring
that Parties adhere to a standard of protection
consistent with the Protocol in relation to
their dealings with non-Parties. It requires
that transboundary movement of LMOs

between Parties and non-Parties must be
“consistent with the objective of this
Protocol”.

606. Since the Protocol cannot create obligations
for non-Parties, Article 24(1) makes it the
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Box 42. Approaches to transboundary movements between Parties and non-Parties

in selected multilateral environmental agreements

As this indicates, some multilateral environmental agreements addressing trade in potentially harmful sub-
stances allow Parties to trade with non-Parties only if a minimum standard of protection is applied. This can be
achieved by:

� prohibiting trade with non-Parties unless it is undertaken in accordance with a separate agreement
establishing, as a minimum, environmental standards that are equivalent to those set by the treaty (e.g.
Basel Convention);

� by providing that trade may only be carried out with non-Parties that use standards equivalent to those
established by the treaty (e.g. Montreal Protocol); or

� permitting transboundary movements with non-Parties and stating the conditions that must be met by such
transboundary movements (e.g. CITES).

MEA (Issue) Transactions with non-Parties Conditions

Basel Convention (hazardous

wastes)

Article 4(5), Article 11

Prohibited in principle, permissible

under specified conditions

Agreement with the non-Party,

establishing standards equivalent to

those of the Basel Convention.

Montreal Protocol (ozone-depleting

substances)

Article 4

Prohibited in principle, permissible

under specified conditions

Meeting of Parties determines that the

non-Party is in compliance with the

requirements of the Montreal Protocol.

CITES (endangered species of

plants /animals)

Article 10

Permissible Comparable documentation may be

accepted instead of documentation

required by CITES.

Cartagena Protocol (LMOs)

Article 24

Permissible Transboundary movement must be

consistent with the objective of the

Protocol. Separate agreement with

non-Party possible but not required.

Rotterdam Convention (potentially

hazardous chemicals)

Not addressed Not addressed



responsibility of any Party conducting trans-
boundary movements with a non-Party to
ensure consistency with the objective of the
Protocol. In order to be consistent with the
Protocol’s objective, an Article 24 arrange-
ment or agreement would need to be in ac-
cordance with the precautionary approach
contained in Principle 15 of the Rio Decla-
ration, and contribute to ensuring an adequate
level of protection in the field of the safe
transfer, handling and use of LMOs that may
have adverse effects on biological diversity,
taking also into account risks to human
health. While the agreement or arrangement
would not need to replicate the same pro-
cedures and techniques, such as the AIA pro-
visions, contained in the Protocol it should
provide for equivalent measures necessary to
achieve an adequate level of protection.
Thus, as a minimum, it should provide for a
mechanism to ensure safe transfer, handling
and use of LMOs, and for a method to pro-
vide the importing country with an oppor-
tunity and a basis for deciding whether or not
to consent to the import of LMOs. (See also
commentary on Article 9, paragraphs 302 and
303).

607. Parties may conclude separate agreements
with non-Parties to govern transboundary
movements of LMOs, but they are not
obliged to do so. If such an agreement is
concluded, its relationship with the Protocol
will be governed by the applicable rules of
international law as codified in the Vienna
Convention on the Law of Treaties (see com-
mentary on Article 14).

608. As noted in relation to Article 14, one ques-
tion which arises in relation to Article 14 is
whether the “additional” standard set in that
Article for bilateral, regional and multilateral
agreements and arrangements also applies to
such agreements and arrangements between
Parties and non-Parties under Article 24(1).
Article 24(1) requires that transboundary
movements of LMOs between Parties and
non-Parties are “consistent with the objective
of this Protocol”. Article 14(1) requires that
such agreements and arrangements must be
“consistent with the objective of this
Protocol” and also must “not result in a lower
level of protection than that provided for by
the Protocol. Two possible interpretations
have been put forward:

� Article 14 addresses agreements and
arrangements between Parties only; Article
24 addresses agreements and arrangements

between Parties and non-Parties. This
interpretation is supported partly by the
negotiation history of the two provisions:
i.e. by the fact that separate provisions are
included in Article 24 addressing non-
Parties, and that there is no explicit cross-
reference in Article 24 to Article 14. It is
also supported by the reference to
“transboundary movement” in Article 14,
taken together with the definition of that
term in Article 3(k) which limits it to move-
ments of LMOs between Parties except in
relation to Articles 17 and 24. A narrow
reading of Article 3(k) and Article 14 would
imply that “transboundary movement” in
Article 14 can only take place as between
Parties.

� Article 14 addresses separate agreements
and arrangements in general terms; Article
24 specifies that such agreements and
arrangements may also be concluded with
non-Parties. This interpretation is based on
the following argument: Article 14 provides
that Parties may enter into bilateral, regional
and multilateral agreements and arrange-
ments, but does not specify with whom such
agreements or arrangements may be con-
cluded. It could therefore reasonably be in-
terpreted as referring to such agreements
and arrangements in general terms, while
Article 24, which also refers to “bilateral,
regional and multilateral agreements and
arrangements” specifically addresses deal-
ings with non-Parties. In that case the re-
quirements of Article 14 would also apply to
agreements and arrangements entered into
by Parties under Article 24.

609. Thus, there are arguments to support each
interpretation, although the text of the
Protocol would appear more strongly to
support the first. In practice, however, the
distinction may not be of major significance.
As an international treaty, the Protocol is, of
course, not binding upon non-Parties without
their consent. However, one or more of the
parties to the bilateral, regional or multi-
lateral agreement or arrangement will be a
Party to the Protocol. As such, it will remain
bound by its obligations under the Protocol.
These include, for example:

� the obligation to act in a manner consistent
with the objective of the Protocol (Article
1; Article 24(1));

� the obligation to ensure that activities in-
volving LMOs are undertaken in a manner
that prevents or reduces the risks to
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biological diversity, taking also into
account risks to human health (Article
2(2));

� the obligation to establish and maintain
appropriate mechanisms, measures and
strategies to regulate, manage and control
risks identified in the risk assessment pro-
visions of the Protocol associated with the
use, handling and transboundary move-
ment of LMOs (Article 16(1)).

610. As Parties to the Protocol will also be in every
case Parties to the CBD, relevant obligations
will also include those contained in Article
8(g) and Article 19(4) CBD. States which are
not Parties to the Protocol, but which are
Parties to the CBD will also remain bound by
Article 8(g) and Article 19(4) CBD (see
Introduction). In accordance with Article
2(4), and subject to agreement with the non-
Party concerned, agreements and arrange-
ments entered into under Article 24(1) could
also establish a higher level of protection than
that provided for by the Protocol.

611. Where a Party enters into such agreements
and arrangements with non-Parties, it must
provide information on those agreements and
arrangements to the Biosafety Clearing-
House under Article 20(3).

612. The application of Article 24 in practice may
differ according to whether the Party to the
Protocol is the Party of import or the Party of
export of the LMO. The following considera-
tions, for example, may be relevant:

� If the Party is the importing State, it may
require the non-Party exporting State to
comply with the AIA procedure of the
Protocol, as implemented in its national
regulations (or with its own consistent do-
mestic regulatory framework). Alterna-
tively, it may accept another form of prior
notification, which must however ensure
that the importing Party has a firm basis
for undertaking risk assessment prior to

the intended movement. In any event, the
importing Party may not consent to the
movement unless the exporting non-Party
State agrees to use a procedure that fulfils
the requirement of consistency with the
objective of the Protocol. In deciding
whether to allow the proposed import, the
Party should undertake a risk assessment
based on Article 15 and Annex III in order
to assess potential impacts on biodiversity,
taking also into account risks to human
health, and to identify appropriate risk
management measures.

� If the Party is the exporting State intending
to transfer LMOs to a non-Party, it must
notify the importing State either in
accordance with Article 8, or in a manner
that is otherwise consistent with the ob-
jective of the Protocol. One issue that may
arise here is whether a Party of export can
proceed with an export to a non-Party
State if that State has no regulatory frame-
work or other risk assessment and risk
management framework in place. In this
case, the Party of export would need to
consider whether the export would be con-
sistent with the objective of the Protocol
and with its own other relevant obligations
under the Protocol. However, it is not
required, of course, that the measures in
place in a non-Party State of import be the
same as those required under the Protocol.

� As transit of LMOs is exempt from the
AIA procedure in accordance with Article
6(1), the State of transit, whether or not it
is a Party, does not have to be notified of,
or to consent to, a transboundary move-
ment of LMOs, unless its relevant do-
mestic regulations so require.

In practice, for reasons of regulatory effici-
ency, one might expect Parties to the Protocol
to deal with imports from and exports to
Parties and non-Parties within the same regu-
latory framework.
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2. The Parties shall encourage non-Parties to adhere to this Protocol and to contri-
bute appropriate information to the Biosafety Clearing-House on living modified
organisms released in, or moved into or out of, areas within their national
jurisdictions.

613. Parties must “encourage” non-Parties to ad-
here to the Protocol, i.e. to apply its principles
or to become Parties. The way in which they
do this is left open. It may include active
encouragement, for example by pointing out
the advantages of Party status or by providing
technical, financial or institutional support
for adherence to the Protocol.

614. Article 24(2) also encourages States that are
not Parties to provide information to the
Biosafety Clearing-House on transactions re-
lated to LMOs in which they have been in-
volved. The aim is to gather as much relevant
information as possible and make it available
to all Parties, in accordance with the general
function of the Biosafety Clearing-House
(see commentary on Article 20).
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Box 43. Responsibilities of the States involved in transboundary movement

between Party and non-Party

State of export (SE) State of import (SI) Responsibilities

Party Non-Party SE must notify SI, using AIA or
similar procedure. If SI agrees to
movement, SE must ensure that this
is carried out in a way consistent
with the objective of the Protocol.

Non-Party Party SI may require SE to use AIA. It can
also accept a procedure consistent
with the objective of the Protocol,
but may not consent to the
movement without such a procedure.



Article 25. Illegal transboundary movements

1. Each Party shall adopt appropriate domestic measures aimed at preventing
and, if appropriate, penalizing transboundary movements of living modified or-
ganisms carried out in contravention of its domestic measures to implement this
Protocol. Such movements shall be deemed illegal transboundary movements.

2. In the case of an illegal transboundary movement, the affected Party may
request the Party of origin to dispose, at its own expense, of the living modified
organism in question by repatriation or destruction, as appropriate.

3. Each Party shall make available to the Biosafety Clearing-House information
concerning cases of illegal transboundary movements pertaining to it.

615. As explained in earlier sections of this Guide,
the Protocol provides for the regulation of
transboundary movements of certain cate-
gories of LMOs, primarily through the AIA
procedure. Article 25 addresses the situation
where transboundary movement of LMOs
takes place in contravention of national regu-
lations implementing the Protocol. In essence,
Article 25:

� requires each Party to adopt domestic
measures to prevent and (if appropriate)
penalize transboundary movements of

LMOs which contravene its national
measures to implement the Protocol. Such
transboundary movements are deemed
illegal.

� allows a Party affected by an illegal trans-
boundary movement of LMOs to request
the Party of origin to dispose of the LMOs
in question at its own expense.

� requires Parties to exchange information
through the Biosafety Clearing-House on
illegal transboundary movements of LMOs.

1. Each Party shall adopt appropriate domestic measures aimed at preventing
and, if appropriate, penalizing transboundary movements of living modified or-
ganisms carried out in contravention of its domestic measures to implement this
Protocol. Such movements shall be deemed illegal transboundary movements.

616. Article 25(1) obliges Parties to adopt appro-
priate domestic measures aimed at pre-
venting and penalizing transboundary
movements carried out in contravention of
domestic measures to implement the
Protocol. The term “domestic measures”
refers to the legal and institutional framework
that a Party adopts to implement its obli-
gations under the Protocol. The domestic
measures must be designed so as to ensure
that persons under the national jurisdiction of
the Party act in accordance with the rules of
the Protocol.

617. As the term “transboundary movement”
means “the movement of a living modified
organism from one Party to another Party”
(and in certain circumstances between Parties
and non-Parties), Article 25(1) would appear
to cover imports and exports of LMOs carried
out in contravention of relevant domestic
measures. Article 25(1) specifies that a Party
should adopt both measures to prevent
persons under its jurisdiction from carrying

out illegal transboundary movements, and
measures to penalize infringement of the
preventive measures, where it considers this
appropriate.

618. Article 25(1) appears to cover all LMOs that
are subject to the Protocol’s provisions on
transboundary movement, even if they are
not subject to the Protocol’s AIA procedure.
Thus transboundary movements of LMOs
destined for contained use in the Party of
import, LMOs in transit and LMO-FFPs
could be deemed illegal under Article 25(1) if
they are carried out in contravention of do-
mestic measures to implement the Protocol.

619. Article 25(1) sets out the definition of illegal
transboundary movements. These are “trans-
boundary movements of living modified
organisms carried out in contravention of its
domestic measures to implement this
Protocol”. It is notable that the illegal nature
of a transboundary movement is judged by
reference to a Party’s domestic measures to
implement the Protocol, rather than directly
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by reference to the provisions of the Protocol
itself. This appears to recognize the flexibility
and discretion accorded to Parties in their
implementation of the Protocol. However,
what is the legal situation if a transboundary
movement of LMOs is carried out under the
jurisdiction of a Party, in direct contravention
of the provisions of the Protocol (e.g. the AIA
procedure), but the Party in question has not
enacted domestic measures on this issue?
This situation is not addressed by the
Protocol.110 The reference to domestic
measures here means that the Protocol will
not necessarily provide a universal standard

of what is considered an illegal transboundary
movement. The higher the standards set by
the implementing legislation of a Party, the
more types of behaviour will be classified as
illegal transboundary movement. It is
possible that the same conduct related to a
movement of a LMO could be considered
illegal in one Party but legal in another. Thus
it is important to have regard to the specific
national legislation of the Party of import and
Party of export and any transit Party in
relation to each transboundary movement of
a LMO within the scope of the Protocol.

2. In the case of an illegal transboundary movement, the affected Party may
request the Party of origin to dispose, at its own expense, of the living modified
organism in question by repatriation or destruction, as appropriate.

620. Article 25(2) addresses the legal relationship
between the Party from which the illegal trans-
boundary movement originated, and the Party
affected by the transboundary movement. The
two States involved are termed “the Party of
origin” and “the affected Party”, without pro-
viding criteria to determine when a Party is
considered “of origin” or “affected”. Since il-
legal transboundary movements are defined in
Article 25(1) as movements carried out in con-
travention of domestic measures to implement
the Protocol, the “Party of origin” is presum-
ably the Party where the movement has origi-
nated in contravention of that Party’s domestic
legislation or the relevant legislation of the
Party of import. The “affected Party” is pre-
sumably any Party in which LMOs are present
in contravention of the domestic legislation of
that Party implementing the Protocol, regard-
less of whether it is the Party “of import”, a
transit Party, or a neighbouring Party that suf-
fers damage through a spillage occurring near
its border (see commentary on Article 17).

621. The affected Party may request the Party of
origin to re-import, or otherwise dispose of
the LMOs, at its own expense. This does not
mean that the Party of origin will necessarily
take the relevant measures itself. It may pro-
vide, either in its national legislation, or on a
case-by-case basis, that they are to be taken
by the person or entity responsible for the
illegal transboundary movement, or it may

require that person or entity to bear the costs
of such measures.

622. Unlike the equivalent provisions of the Basel
Convention, which clearly state that the Party
responsible for an illegal transboundary
movement “shall ensure” that the wastes are
appropriately disposed of,111 Article 24(2) of
the Protocol is silent on whether the Party of
origin must comply with the request of the
affected Party to dispose of the LMO in ques-
tion, or whether this will be subject to agree-
ment between the Parties concerned, or even
be at the discretion of the Party of origin.

623. Article 25 refers to “Parties” rather than to
“States”. Thus, the rights and obligations set
out in Article 25 only apply to Parties to the
Protocol. They are not applicable to a non-
Party involved in an illegal transboundary
movement. In the case of the State of origin,
this has its basis in international treaty law:
the Protocol cannot create obligations for
States that are not Parties to it (see Boxes 32
and 43).112 Where non-Parties are involved,
their rights and obligations will be deter-
mined in accordance with customary inter-
national law or subject to a separate
agreement in accordance with Article 24, if
such an agreement exists between the States
concerned. Rules of customary law that may
be applicable in such situations include the
rule reflected in Principle 21 of the 1972
Stockholm Declaration and Principle 2 of the
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This can be contrasted to the equivalent provision of the Basel Convention on hazardous wastes, which defines “illegal traffic”
as movements carried out in contravention of the provisions of the Convention itself.

111
Basel Convention, Article 9(2)–(4).

112
Vienna Convention on the Law of Treaties, Articles 34–38.



1992 Rio Declaration. In accordance with
this rule, a State has an obligation to ensure
that activities carried out under its national
jurisdiction do not cause damage to the
environment of other States or to the global
environment. Of course, in their dealings
with non-Parties, Parties remain obliged to
act in manner consistent with the objective of
the Protocol and to comply with their own
obligations under Article 1, 2(2) and 24 of the
Protocol. In addition, in any event, persons,
entities or States dealing in transboundary

movements of LMOs will need to comply
with any relevant national legislation of the
States involved in such movements. Thus
although Article 25 will not apply directly to
transboundary movements involving
non-Parties, it will still be important for a
person, entity or State carrying out such
transboundary movements to be aware of the
requirements of relevant national regulations
on LMOs and the possible consequences of
non-compliance with such regulations.

3. Each Party shall make available to the Biosafety Clearing-House information
concerning cases of illegal transboundary movements pertaining to it.

624. Article 25(3) obliges Parties to provide the
Biosafety Clearing-House with information
on illegal transboundary movements of
LMOs. This is intended to promote trans-

parency and to allow Parties to benefit from
each other’s experience. It could also
facilitate cooperation between Parties to
combat illegal transboundary movements.
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Article 26. Socio-economic considerations

1. The Parties, in reaching a decision on import under this Protocol or under its
domestic measures implementing the Protocol, may take into account,
consistent with their international obligations, socio-economic considerations
arising from the impact of living modified organisms on the conservation and
sustainable use of biological diversity, especially with regard to the value of
biological diversity to indigenous and local communities.

2. The Parties are encouraged to cooperate on research and information exchange
on any socio-economic impacts of living modified organisms, especially on indi-
genous and local communities.

625. In reaching decisions on imports under
Article 10, Parties are required by the
Protocol to take into account potential effects
of the LMO concerned on the conservation
and sustainable use of biological diversity,
taking into account risks to human health.
Where there is a lack of scientific certainty
about the extent of such potential adverse
effects, Article 10(6) allows Parties to take a
precautionary approach. Article 26 addres-
ses the extent to which Parties are entitled to
take socio-economic considerations into ac-
count in reaching decisions on imports of
LMOs.

626. Article 26 identifies the types of socio-eco-
nomic considerations that Parties may take
into account in reaching decisions on im-
ports. It requires that such considerations be
taken into account consistent with a Party’s
other international obligations (for example,
under international agreements other than
the Protocol). Finally, it encourages Parties
to cooperate on research and information
exchange on the potential socio-economic
impacts of LMOs.

627. During the Protocol negotiations, the question
of including references to socio-economic

considerations in the text of the Protocol was
one of the issues that divided along mostly
developing and developed country lines. Most
developing countries emphasized the import-
ance of ensuring that socio-economic consi-
derations arising from biotechnology and
LMOs should be made part of the Protocol as
one of the bases for the conduct of risk assess-
ment, risk management, and making decisions
on imports of LMOs under the Protocol. Most
developed countries, on the other hand, argued
that socio-economic considerations are issues
of national domestic concern, are difficult to
quantify for purposes of making decisions on
imports of LMOs, and that such considerations
should therefore not be within the scope of the
Protocol. In the end, the concept of socio-
economic considerations was accepted pro-
vided that its application was consistent with
existing international obligations, in particular
the trade obligations of the Parties. But be-
cause there was no extensive engagement be-
tween developing and developed countries on
how to approach socio-economic considera-
tions in practice, further work may well need to
be undertaken on this issue by the COP/ MOP
in the future.

1. The Parties, in reaching a decision on import under this Protocol or under its
domestic measures implementing the Protocol, may take into account,
consistent with their international obligations, socio-economic considerations
arising from the impact of living modified organisms on the conservation and
sustainable use of biological diversity, especially with regard to the value of
biological diversity to indigenous and local communities.

628. The range of socio-economic considerations
contemplated in Article 26(1) of the Protocol
covers only those “considerations arising
from the impact of LMOs on the conservation
and sustainable use of biological diversity,
especially with regard to the value of

biological diversity to indigenous and local
communities”. This wording clearly indi-
cates that not all socio-economic consider-
ations may be taken into account, but rather
only those that arise from the impact of
LMOs on biological diversity.
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629. Article 26(1) can thus be interpreted so that
there must, first, be an “impact … on the
conservation and sustainable use of biolo-
gical diversity” as a result of or “arising
from” the transboundary movement, handling,
and use of the LMO concerned. The “impact”
referred to may include the potential effects
of the LMO on biological diversity. Hence,
where the introduction of LMOs under the
Protocol affects biological diversity in such a
way that social or economic conditions are or
may be affected, a Party can use Article 26 to
justify taking such impacts on its social or
economic conditions into account for pur-
poses of making decisions on imports of
LMOs or in implementing domestic
measures under the Protocol. Such social or
economic impacts are generally referred to as
secondary or higher order effects in tech-
nology assessment literature.

630. Article 26(1) of the Protocol identifies one
particular socio-economic consideration that
Parties may be expected to take into account.
This consideration is the “value of biological
diversity to indigenous and local communi-
ties”. In the negotiating history of Article
26(1), this phrase replaced a reference to
Article 8(j) of the CBD, which provides as
follows:

Each Contracting Party shall, as far as
possible and as appropriate:

(j) Subject to its national legislation, respect,
preserve and maintain knowledge, innova-
tions and practices of indigenous and local
communities embodying traditional lifestyles
relevant for the conservation and sustainable
use of biological diversity and promote their
wider application with the approval and in-
volvement of the holders of such knowledge,
innovations and practices and encourage the
equitable sharing of the benefits arising from
the utilization of such knowledge, innova-
tions and practices;

631. Article 8(j) imposes on Parties to the CBD
three basic obligations with respect to the
“knowledge, innovations and practices of in-
digenous and local communities embodying
traditional lifestyles”:

(1) respect, preserve and maintain such know-
ledge, innovations and practices relevant for
the conservation and sustainable use of bio-
logical diversity;

(2) promote the wider application of such know-
ledge, innovations and practices with the ap-
proval and involvement of their holders; and

(3) encourage the equitable sharing of the benefits
arising from the utilization of such knowedge,
innovations and practices.

632. Socio-economic considerations with respect
to the value of biological diversity to indi-
genous and local communities, may also refer
to the impact of introduction of LMOs on the
ability of indigenous and local communities
to make use of the biological diversity upon
which their community’s survival and tradi-
tional livelihood depends. These socio-
economic considerations may include, inter
alia, the impact that decisions on imports or
other domestic LMO regulatory measures
may have on:

� the continued existence and range of di-
versity of the biological resources in the
areas inhabited or used by indigenous or
local communities;

� the loss of access to genetic and other
natural resources, previously available to
indigenous or local communities in their
territories; or

� the loss of cultural traditions, knowledge,
and practices in a particular indigenous or
local community as a result of the loss of
biological diversity in their territory.

633. The phrase “consistent with their interna-
tional obligations” was inserted into the text
at the insistence of countries concerned that
the use of socio-economic considerations for
purposes of making decisions on import of
LMOs may create trade barriers. This indi-
cates that where a Party is a Member of the
World Trade Organization, that Party is also
expected to ensure that its obligations under
the WTO Agreements are not violated as a
result of any application of socio-economic
considerations in making import decisions on
LMOs. This issue is considered further in the
Appendix.

634. Parties may take socio-economic considera-
tions into account in two instances:

� when “reaching a decision on import” of
LMOs; and

� under its domestic measures implementing
the Protocol.

635. The broad language of Article 26(1) of the
Protocol implies that, in making decisions on
imports of LMOs, or under its domestic mea-
sures implementing the Protocol, Parties may
take socio-economic considerations into
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account when implementing a number of pro-
visions of the Protocol. For example,

� Article 10 – Procedures for decisions on
import;

� Article 11 – Procedure for LMOs intended
for use as food or feed, or for processing
(LMO-FFPs);

� Article 12 – Review of decisions on im-
port;

� Article 13 – Simplified procedure for de-
cisions on imports;

� Article 15 and Annex III – Risk assess-
ment;

� Article 16 – Risk management;

� Article 17 – Unintentional transboundary
movements and emergency measures;

� Article 18 – Measures relating to handling,
transport, packaging and identification;

� Article 19 – The establishment of national
focal points and designation of competent
national authorities;

� Article 21 – Protection and disclosure of
confidential information;

� Article 22 – Capacity-building;

� Article 23 – Public awareness and par-
ticipation;

� Article 24 – Measures with respect to
transboundary movements of LMOs with
non-Parties;

� Article 25 – Illegal transboundary move-
ments.

636. Article 26, however, does not give any guid-
ance on exactly how socio-economic consi-
derations can be “taken into account” with
respect to the Protocol provisions above. At
the very least, Parties that decide to use
socio-economic considerations as the basis
for their LMO import decisions or the
domestic measures on LMOs can point to
Article 26 as the treaty basis for such decision
or measure.

637. Possible ways of taking socio-economic con-
siderations “into account”, especially with
respect to indigenous and local communities,
may include, for example:

� procedures for assessing and addressing
socio-economic impacts in risk assess-
ment and management; and/or

� subjecting decisions on import of LMOs to
prior public consultation processes, espe-
cially with respect to communities that
will be directly affected by the import de-
cision – for example the local community
in which the LMO is destined for field trial
or use, or which may be affected by any
potential adverse impacts of the LMO on
biodiversity.

2. The Parties are encouraged to cooperate on research and information exchange
on any socio-economic impacts of living modified organisms, especially on indi-
genous and local communities.

638. Article 26(2) of the Protocol recalls Article
17(2) of the CBD, which provides that Parties
are to exchange information that includes the
“results of … socio-economic research, as
well as information on … indigenous and
traditional knowledge as such and in com-
bination with” biotechnology. The focus of
the obligation in Article 26(2) of the Protocol
is on cooperation in research and information

exchange with respect to the socio-economic
impacts of LMOs. Both developed and de-
veloping country Parties to the Protocol are
expected to work with each other in develop-
ing and sharing information and research
relating to the impacts that LMOs may have
on the social and economic conditions of
countries and communities, especially indi-
genous and local communities.
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Article 27. Liability and redress

The Conference of the Parties serving as the meeting of the Parties to this Protocol
shall, at its first meeting, adopt a process with respect to the appropriate elaboration
of international rules and procedures in the field of liability and redress for damage
resulting from transboundary movement of living modified organisms, analyzing
and taking due account of the ongoing process in international law on these matters,
and shall endeavour to complete this process within four years.

639. Article 27 concerns the issue of liability for
damage that may result from the trans-
boundary movement of LMOs. The kinds of
questions generally addressed under the
heading of liability and redress include:

� What types of remedy should be available
for damage resulting from the transbound-
ary movement of LMOs?

� What kinds of loss or damage should be
compensated?

� Who should pay for such loss or damage?

� In what circumstances?

� Is a specific international regime required
setting out rules on liability and redress
for damage resulting from the transbound-
ary movement of LMOs?

640. These issues are complex and could not be re-
solved during the negotiations. Article 27
therefore contains what is called an
“enabling” provision. – i.e. it requires the first
meeting of the COP/MOP to establish a pro-
cess to consider this issue, and establishes a
time-frame for this process.

641. In international law, the term “liability” is
associated with the obligation to provide for
compensation for damage caused by acti-
vities which pose potential risks to persons,
property and the environment. In relation to
certain activities, States have tended to opt to
conclude international treaties establishing
civil liability regimes, which “channel” lia-
bility for damage to private parties and opera-
tors (see Box 44 below).

642. In any regulatory system, rules and pro-
cedures on liability and redress perform
various functions. They play, among other
things, preventive and reparative functions.
Current trends in international environmental
law focus on preventing rather than remedy-
ing damage.

643. During the negotiation of the Protocol, the
issues of liability and redress gave rise to
considerable debate and disagreement. At an
early stage in the negotiations, the African
Group put forward a proposal for strict lia-
bility of the Party of export for any damage
caused by LMOs – i.e. the Party of export
would have been held liable for any damage
caused by LMOs exported from its juris-
diction even if it was not itself at fault. Many
developing countries viewed existing private
international law as an inadequate means for
ensuring redress for any damage that may be
caused by the transboundary movement of
LMOs. They therefore sought to include

more detailed provisions on liability and
redress within the Protocol. Among
developed countries there were different
views on this matter. Some argued that there
was no need for international rules on
liability for damage caused by LMOs, since
these matters were or could be addressed
under national law, and within the context of
private international law. Others took the
view that there simply was not sufficient time
during the Protocol negotiations to address
such a complex issue.

644. As a consequence of these disagreements,
Article 27 of the Protocol is a compromise
which provides an enabling provision for a
process to consider the issue of liability and
redress, but leaves all substantive discussions
on liability and redress to the COP/MOP of
the Protocol.

645. The text of Article 27 has three main ele-
ments:

(i) The COP/MOP shall, at its first meeting,
adopt a process with respect to the appro-
priate elaboration of international rules
and procedures in the field of liability and
redress for damage resulting from trans-
boundary movement of LMOs,

(ii)analyzing and taking due account of the
ongoing process in international law on
these matters, and
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(iii) shall endeavour to complete this process
within four years.

646. The first element imposes an obligation on
the COP/MOP to adopt a process at its first
meeting for the appropriate elaboration of
international rules and procedures in the field
of liability and redress. The form and man-
date of this process has to be decided by the
COP/MOP. The preparation of this issue was
part of the mandate of the ICCP (see further
below).

647. The expression “appropriate elaboration of
international rules and procedures in the field
of liability and redress” could imply that the
process will consider the elaboration of sub-
stantive rules and procedures under inter-
national law and could be interpreted to

exclude the possibility of leaving the matter
only to national law. However, the scope and
nature of any rules and procedures developed
under Article 27 is, of course, a matter for
negotiation within the process to be estab-
lished by the first meeting of the COP/MOP.

648. The second element of Article 27 requires the
future process on liability and redress to
analyze and take due account of the ongoing
process in international law on these matters.
This may imply that some sort of a com-
parative analysis of the relevant international
legal frameworks is required. There are a
number of international agreements and
relevant processes that might provide useful
examples for analysis in respect of the
elaboration of rules and procedures on lia-
bility and redress (see Box 44 below).
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Box 44. Other international conventions and processes relating to liability and
redress: examples

State Liability

� 1972 Convention on International Liability for Damage Caused by Space Objects

Civil Liability

� 1960 Paris Convention on Third Party Liability in the Field of Nuclear Energy, and 1963 Brussels
Supplementary Convention.

� 1963 Vienna Convention on Civil Liability for Nuclear Damage, amended by the 1997 Protocol, and 1997

� 1969 Convention on Civil Liability for Oil Pollution Damage and 1971 Convention on the Establishment
of an International Fund for Compensation for Oil Pollution Damage, amended and replaced by the 1992
Protocols

� 1992 International Convention on Civil Liability for Oil Pollution Damage

� 1992 International Convention on the Establishment of an International Fund for Compensation for Oil
Pollution Damage

� 1993 Lugano Convention on Civil Liability for Damage Resulting from Activities Dangerous to the
Environment (not in force).

� 1996 International Convention on Liability and Compensation in connection with the Carriage of
Hazardous and Noxious Substances by Sea (not in force).

� 1999 Basel Protocol on Liability on Liability and Compensation for Damage resulting from the
Transboundary Movements of Hazardous Wastes and their Disposal (not in force).

� 2001 International Convention on Civil Liability for Bunker Oil Pollution Damage (not in force).

Other relevant processes

� Examination by the Conference of the Parties of the CBD of the issue of damage to biological diversity in
accordance with Article 14(2) of the CBD.

� Consideration of a liability regime under the 1991 Protocol on Environmental Protection to the Antarctic
Treaty.

� International Law Commission Draft Articles on Prevention of Transboundary Harm from Hazardous
Activities, 2001.

� International Law Commission Draft Articles on Responsibility of States for Internationally Wrongful
Acts, 2001.



649. An additional process of potential relevance
for the future negotiations under Article 27 is
the examination of the question on liability
for damage to biodiversity under Article
14(2) of the CBD. Article 14(2) of the CBD
provides that:

The Conference of the Parties shall ex-
amine, on the basis of studies to be carried
out, the issue of liability and redress, in-
cluding restoration and compensation, for
damage to biological diversity, except
where such liability is a purely internal
matter.

650. Thus Article 14(2) of the CBD addresses
damage to biological diversity, however it is
caused. By contrast, Article 27 of the
Protocol addresses “damage resulting from
the transboundary movement of LMOs”.
Only damage caused by LMOs is covered by
Article 27, and while this may include
damage to biological diversity, it may or may
not be limited to such damage. This is, again,
a matter for future negotiations under Article
27.

651. Work on Article 14(2) of the CBD has been
initiated by the CBD COP, and it can be
expected that there will be some linkages
between this work and work undertaken in

relation to Article 27. The ICCP has acknow-
ledged in its recommendation to the COP/
MOP113 that while the process under Article
27 is distinct from the process under Article
14(2) of the CBD, there is a need to identify
and promote synergies and cross-fertilization
between the two processes. In its decision
VI/11, the CBD COP decided to establish a
group of legal and technical experts to begin
to consider aspects of this issue, including
clarifying basic concepts and developing
definitions, such as the concept of damage to
biological diversity.

652. The third element of Article 27 sets out a
time-frame of four years in which the “pro-
cess” established shall endeavour to com-
plete its work. While the word “endeavour”
does not in itself establish an absolute dead-
line for completion of this work, it does at
least oblige Parties to strive in good faith to
finalise the process within this time-frame.

653. Article 27 is silent in relation to the final form
of the product of this entire process. The
nature and final content of any future liability
and redress regime will be decided and re-
solved by the COP/MOP.

Consideration of Article 27 by the Intergovernmental Committee for the Cartagena
Protocol

654. The ICCP adopted a recommendation for a
draft decision of the first meeting of the COP/
MOP of the Protocol regarding the process to
be adopted under Article 27, and requested
certain additional measures to prepare for the
COP/MOP’s consideration of Article 27.114

The ICCP recommended the establishment of
an open-ended ad hoc group of legal and
technical experts to carry out the process
under Article 27 (i.e. a working group open to
all Parties to the Protocol as well as to
observers). If the COP/MOP decides that
such a working group should be established,
it will also have to determine the working
group’s terms of reference at its first meeting.
The ICCP requested views from Parties and
governments to be submitted to the Executive
Secretary of the CBD on elements of the
terms of reference for the working group. The

ICCP also recommended that the CBD
Secretariat continue to gather and dissemi-
nate information on national, regional and
international measures and agreements in the
field of liability and redress for damage re-
sulting from the transboundary movement of
LMOs. Box 45 highlights some of the issues
that have been addressed in other inter-
national regimes on liability and redress. Of
course, whether and how these issues are
addressed in relation to Article 27 of the
Protocol remains a matter for the COP/MOP
to determine. Further information on ap-
proaches to some of these issues in existing
international and national liability regimes is
contained in the Secretariat documentation
on liability and redress prepared for the meet-
ings of the ICCP.115
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113
ICCP Recommendation 2/1, UNEP/CBD/ICCP/2/15.

114
ICCP Recommendation 2/1,UNEP/CBD/ICCP/2/15; ICCP Recommendation 3/1, UNEP/CBD/ICCP/3/10.

115
See UNEP/CBD/ICCP/2/3, Liability and redress for damage resulting from the transboundary movements of living modified
organisms. Review of existing relevant instruments and identification of elements. See also UNEP/CBD/COP/6/INF/5, Report
of the Workshop on Liability and Redress in the context of the Convention on Biological Diversity.
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Box 45. Core issues commonly addressed in liability and redress regimes

If the COP/MOP decides to adopt international rules and procedures for liability for damage resulting from the
transboundary movement of LMOs under Article 27, the following issues may be amongst those to be
considered. Similar issues may also need to be considered by a Party if it were to decide to adopt a liability and
redress regime at the national level:

� Scope of the rules and procedures

� Activities – what activities and organisms would be covered?

� Geographical scope

� Temporal scope – would the rules and procedures only apply to damage arising after the entry into
effect of the regime

� “Channelling” liability
Who would be liable for damage? Possibilities to be considered here may include: the Party of export; the
Party of import; the exporter; the importer; the notifier; or the operator (i.e. the person with operational
control of the LMOs at the time the incident causing damage occurs). Other proposals may also be put
forward.

� Access and standing
Who would be entitled to bring claims?

� Ancillary sources of compensation
For example if the person or entity that is liable for the damage is not in a position to meet all costs of
damage incurred (or if there is a ceiling on the level of liability – see below), where should additional
compensation come from? – Other international liability regimes have created compensation funds for
this purpose and/or imposed some residual liability on States.

� Defining Damage
What kind of damage would be compensated? – Possible categories of damage that may be considered
here may include harm to biological diversity, harm to human life or health, damage to property, harm to
the environment, and socio-economic damage.

� Standard of Care

Would liability be strict or fault based?

� Strict liability imposes an obligation of result – i.e. a person/entity would be liable if damage occurs as
a result of the transboundary movement of a LMO, regardless of fault.

� Fault-based liability imposes an obligation of conduct – i.e. a person/entity must act with due diligence
to prevent damage from occurring as a result of the transboundary movement of a LMO, and would not
be held liable unless fault is proved.

� Exoneration/defences
In what circumstances would a person/entity be exonerated from liability where harm has occurred?
Examples to be considered may include:

� Force majeure;

� Where an act of a third party has caused the damage in question;

� State of the art or regulatory compliance defences.

� Causation
What evidence would be required to demonstrate a causal link between the damage and a specific LMO or
LMOs?

� Time limits for bringing claims
What would be the appropriate limitation period after which claims for damage could not be brought?

� Limitations on the amount of liability
Would it be appropriate to impose a ceiling on the amount of liability of a person/entity under the rules and
procedures?

� Financial guarantees
Should exporters/importers/users/operators of LMOs take insurance or other financial guarantees against
possible damage?

� Competent tribunals for hearing claims
If damage results from the transboundary movement of LMOs, where should claims be brought – for
example in the Party of import or the Party of export?

� Mutual recognition and enforcement of judgements
What provision, if any, should be made for judgments of courts of one country to be recognized and
enforced in other countries?



General introduction to Articles 28–31

655. Articles 28–31 establish the financial and in-
stitutional infrastructure of the Protocol, i.e.
the bodies that constitute the “machinery”
which operates the Protocol. These bodies
manage the provision of financial assistance
to developing and transition countries,
govern the Protocol’s future development,
review its implementation and deal with its
administration.

656. The financial mechanism (Article 28): The
Global Environment Facility (GEF) is an inter-
national entity that has been established to gen-
erate and provide financing for environmental
activities. It is not part of the Protocol’s internal
institutional infrastructure, but has been desig-
nated in Article 28 to serve as its financial
mechanism. The GEF fulfils this same function
for a number of other multilateral environ-
mental agreements as well. Article 28 also ad-
dresses financial assistance outside of the GEF,
and contains provisions regarding the relation-
ship between the COP/MOP and the GEF.

657. The institutional infrastructure of the Protocol
as set out in Articles 29 to 31 closely re-
sembles the institutional framework of most

other modern multilateral environmental
agreements. It consists of three types of insti-
tution:

� The Conference of the Parties serving as the
meeting of the Parties to the Protocol
(COP/MOP) (Article 29): This is the
“supreme” governing body of the Protocol.
Article 29 sets out its functions and de-
scribes its relationship with the Conference
of the Parties to the CBD. It also regulates
participation in the meetings of the COP/
MOP by States and organizations.

� Subsidiary bodies (Article 30): These are
bodies established to undertake specific
tasks, for example to provide advice to the
COP/MOP.

� The Secretariat (Article 31): This is the
body which serves to administer the
Protocol.

658. Essentially, the Protocol will be served by the
institutions established under the CBD.
Special provisions are incorporated into the
Protocol regarding the membership and costs
of these institutions when they are serving the
Protocol.
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Article 28. Financial mechanism and resources

1. In considering financial resources for the implementation of this Protocol, the
Parties shall take into account the provisions of Article 20 of the Convention.

2. The financial mechanism established in Article 21 of the Convention shall,
through the institutional structure entrusted with its operation, be the financial
mechanism for this Protocol.

3. Regarding the capacity-building referred to in Article 22 of this Protocol, the
Conference of the Parties serving as the meeting of the Parties to this Protocol, in
providing guidance with respect to the financial mechanism referred to in para-
graph 2 above, for consideration by the Conference of the Parties, shall take into
account the need for financial resources by developing country Parties, in par-
ticular the least developed and the small island developing States among them.

4. In the context of paragraph 1 above, the Parties shall also take into account the
needs of the developing country Parties, in particular the least developed and the
small island developing States among them, and of the Parties with economies in
transition, in their efforts to identify and implement their capacity-building
requirements for the purposes of the implementation of this Protocol.

5. The guidance to the financial mechanism of the Convention in relevant decisions
of the Conference of the Parties, including those agreed before the adoption of
this Protocol, shall apply, mutatis mutandis, to the provisions of this Article.

6. The developed country Parties may also provide, and the developing country
Parties and the Parties with economies in transition avail themselves of,
financial and technological resources for the implementation of the provisions of
this Protocol through bilateral, regional and multilateral channels.

659. Article 28 provides for financial assistance to
be provided to developing country Parties,
and to some extent to Parties with economies
in transition. The underlying rationale of this
provision is that Parties with limited capacity
need assistance if they are to comply with
their obligations under the Protocol. That
they should be able to comply is not only in
the interest of the Parties concerned, but also
of the community of Parties to the Protocol as
a whole. In order to make the Protocol effect-
ive, all Parties need to be in a position to
implement it at the national level.

660. Article 28 addresses two basic issues:

� The provision of financial assistance
through a multilateral financial mechan-
ism established under the CBD; and

� The provision of financial assistance by
developed countries through other bila-
teral, regional and multilateral channels.

661. Under Article 28, the financial mechanism
established under the CBD will also be the
financial mechanism for the Protocol – i.e.
financial assistance in relation to the
Protocol will be available through the Global
Environment Facility (GEF).

662. Under the provisions of Article 28, for both
sources of financial assistance, the developed
country Parties to the Protocol assume the
role of donors, and the developing country
Parties are designated as recipients. Parties
with economies in transition have a some-
what ambiguous role: they can be recipients
of bilateral assistance, but they are not men-
tioned as beneficiaries of the financial mech-
anism, although they do in practice receive
assistance from the GEF. They can also
assume the role of donors on a voluntary
basis, both through the financial mechanism
and on a bilateral basis.
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663. The category of “developed countries” has
been defined for the purposes of financial
resources and mechanism in the context of
the CBD – and, by implication, its protocols –
through a list adopted by the CBD COP at its
first meeting.116 There is no corresponding
list of “developing countries”.

664. Article 28 of the Protocol is closely linked to
the corresponding provisions of the CBD,

namely Articles 20 (Financial Resources)
and 21 (Financial Mechanism). Article 28
must therefore be read in conjunction with
these CBD provisions. Paragraphs 1 and 4 of
Article 28 refer to Article 20 of the CBD, and
paragraphs 2, 3 and 5 refer to Article 21.
Paragraph 6 restates and refines the concept
of Article 20 paragraph 3 of the CBD.117

1. In considering financial resources for the implementation of this Protocol, the
Parties shall take into account the provisions of Article 20 of the Convention.

665. Article 28(1) provides that the Parties shall
“take into account” the provisions of Article
20 of the CBD in “considering” financial
resources for the implementation of the
Protocol. This means that Article 20 of the
CBD does not directly apply to the provision
of financial resources under the Protocol, but
is merely to be “taken into account” in this
context, for example if a specific issue is not
addressed by Article 28. This wording is the
result of a compromise between those
countries that wanted to include a strong obli-
gation to provide financial resources, and
those that were reluctant to include a pro-
vision of this type. The wording softens the
obligation of potential donor countries in two
respects. First, they are not obliged to provide
financial resources, but merely to consider
the issue of financial resources, and second,
the provisions of Article 20 of the CBD are
not declared to be directly applicable to the
Protocol, but to be taken into account.

666. Article 28(1) refers to all aspects of Article 20
of the CBD. In seven paragraphs, Article 20
CBD sets out a wide range of obligations and
guidelines, covering national financing acti-

vities, the provision of new and additional
resources by developed country Parties to
developing countries; the provision of funds
through bilateral or multilateral channels; the
interlinkage between developing countries’
implementation of the CBD and the funding
received for this purpose; consideration of
the special dependence of developing
countries on biological diversity; and the spe-
cial consideration to be given to the situation
of developing countries. The open wording of
Article 28(1) also takes into account the fact
that all provisions of Article 20 of the CBD
are not equally relevant to the issue of bio-
safety, but that they should be considered to
the extent that they do have a bearing on this
issue.

667. As a result of the general reference to Article
20 of the CBD, there is certain duplication
with the concepts set out in Article 28 of the
Protocol. Thus Article 28(6) corresponds to
Article 20(3) of the CBD, and Article 28(4)
corresponds to Article 20(5) CBD, although
the provisions of the Protocol are more de-
tailed.

2. The financial mechanism established in Article 21 of the Convention shall,
through the institutional structure entrusted with its operation, be the financial
mechanism for this Protocol.

668. Article 28(2) refers to Article 21 of the CBD,
which regulates the establishment and func-
tion of the financial mechanism under the
CBD. It designates the financial mechanism
of the CBD as the financial mechanism of the
Protocol, through the institutional structure
entrusted with its operation. The institutional

structure referred to is the Global
Environment Facility (GEF), which was des-
ignated as the financial mechanism of the
CBD on an interim basis, in accordance with
Article 39 of the CBD and relevant decisions
of the Conference of the Parties.118
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Decision I/2, UNEP/CBD/COP/1/17, Annex II.

117
See Glowka et al., pp. 100–108 for an in-depth analysis of Articles 20 and 21 CBD.

118
Nairobi Diplomatic Conference (May 1992), Resolution 1 on Interim Financial Arrangements; CBD COP Decisions I/2, II/6,
III/7, III/8, IV/11, IV/12, V/11 and V/12.



3. Regarding the capacity-building referred to in Article 22 of this Protocol, the
Conference of the Parties serving as the meeting of the Parties to this Protocol, in
providing guidance with respect to the financial mechanism referred to in para-
graph 2 above, for consideration by the Conference of the Parties, shall take into
account the need for financial resources by developing country Parties, in par-
ticular the least developed and the small island developing States among them.

669. Articles 28(3)–(6) clarify or restate some of
the relevant principles contained in Articles
20 and 21 of the CBD. As paragraphs 1 and 2
of Article 28 also contain references to
Article 20 and 21 respectively, this means a
certain duplication. However, paragraphs 3
to 6 do not restate the principles in exactly the
same way, but adjust them to the Protocol.
Not all provisions of the CBD are taken up in
the Protocol. For example, the Protocol does
not contain a provision equivalent to Article
20(4) of the CBD, which links implemen-

tation of the CBD by developing countries to
the financial assistance they receive for this
purpose.

670. Article 28(3) relates to the financial mech-
anism of the Protocol. It refers to Article 21
of the CBD under which the CBD COP is
assigned the authority of determining the
policy of the financial mechanism. Under the
Protocol, the COP/MOP(see commentary on
Article 29) will provide guidance with re-
spect to the financial mechanism as it relates
to the Protocol, for consideration by the CBD
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Box 46. The Global Environment Facility (GEF)

The Global Environment Facility (GEF) was established in 1991. After the pilot phase from 1991 to 1994, it was
restructured in order to respond to criticism of its organizational and structural shortcomings, with the
acceptance by 73 States of the Instrument for the Establishment of the Restructured Global Environment
Facility (“the Instrument”). The Instrument lays down the fundamental principles of the operation of the GEF.

The objective of the restructured GEF is to serve as a mechanism for international cooperation for the purpose
of providing new and additional grants and concessional funding to meet the agreed global environmental needs
in the four following focal areas: (1) global warming, (2) pollution of international waters, (3) loss of biological
diversity, and (4) depletion of the stratospheric ozone layer. The GEF supports activities in the above areas
through projects on a grant or concessional basis. The GEF has adopted a specific programme on biosafety and
set aside around US$ 50 million for its implementation.

The GEF is jointly operated by the World Bank, the United Nations Development Programme (UNDP) and
the United Nations Environment Programme (UNEP). Its principal mechanism is the GEF Trust Fund. Any
member State of the UN or of any of its specialized agencies may become a participant in the GEF by depositing
an instrument of participation in accordance with the Instrument. As of October 2002, there were 173
participants. The governing bodies of the GEF are the Assembly and the Council. The Assembly, in which all
participating States are represented, reviews the general policies of the GEF, and evaluates its operation on the
basis of reports submitted by the Council. The Council is the main governing body, responsible for developing,
adopting and evaluating the operational policies and programmes for GEF-financed activities. It is composed of
32 members (16 from developing countries, 14 from developed countries, and two from Central and Eastern
European countries).

In accordance with the Instrument, beneficiaries of the GEF are the countries eligible to borrow from the
World Bank, or eligible for technical assistance from UNDP, i.e. countries with a per capita income of less than
4000 US$ per year. The following principal criteria for project selection (grants) are applied: (1) the project
must benefit the global environment, and (2) it must be innovative. Any country (developed, developing, and
transitional) can pledge contributions to the GEF in accordance with the criteria laid down in the Instrument.
Contributions by developed countries are roughly in line with a formula based on their shares in the World
Bank’s International Development Association. For the 2nd replenishment, 28 countries announced pledges to
the GEF Trust Fund, including 10 developing countries.

In accordance with Article I(6) of the Instrument and the relevant treaty provisions, the GEF operates the
multilateral financial mechanisms of several environmental conventions. It operates the financial mechanism of
the CBD on an interim basis. In accordance with Article 28 of the Protocol, it will also operate the financial
mechanism of the Protocol.

The negotiations for the third replenishment of the GEF were concluded in August 2002. Thirty-two donor
countries agreed on a US$2.92 billion replenishment to fund the GEF’s operations in the four year period
2002–2006.



COP. Hence the ultimate authority to de-
termine the guidance to the financial mech-
anism, with respect to the Protocol as well as
with respect to the CBD, rests with the CBD
COP. This provision is reinforced by the
Instrument for the Establishment of the
Restructured GEF (paragraphs 6 and 26),
which states that the Conferences of the
Parties of the CBD for which the GEF acts as
financial mechanism shall provide relevant
guidance to the GEF.119 This is a key area of
the Protocol in which the CBD COP retains
competence.

671. Article 28(3) also establishes a link between
the financial mechanism and the provisions
on capacity-building set out in Article 22 of

the Protocol. It specifies that in setting out the
guidelines for the role of the financial mech-
anism, as it relates to the Protocol, the CBD
COP, on the recommendation of the COP/
MOP, shall take account of the needs re-
garding capacity-building as set out in Article
22. In carrying out its role, the GEF shall thus
aim to meet the specific capacity-building
needs that are enumerated in Article 22(2).
As specified in Article 22, the different situa-
tions in potential recipient countries must be
taken into account. This is important given
the great diversity of situations and needs in
the different categories of countries that are
potential recipients of assistance from the
financial mechanism.

4. In the context of paragraph 1 above, the Parties shall also take into account the
needs of the developing country Parties, in particular the least developed and the
small island developing States among them, and of the Parties with economies in
transition, in their efforts to identify and implement their capacity-building
requirements for the purposes of the implementation of this Protocol.

672. Article 28(4) recognizes that certain groups
of Parties may have specific needs in
capacity-building that need to be reflected in

the provision of financial resources for im-
plementation of the Protocol.

5. The guidance to the financial mechanism of the Convention in relevant decisions
of the Conference of the Parties, including those agreed before the adoption of
this Protocol, shall apply, mutatis mutandis, to the provisions of this Article.

673. This provision refers to the provision of gui-
dance by the CBD COP to the financial
mechanism. It is based on Article 21(2) and
(3) of the CBD.

674. Article 21(2) CBD stipulates that the CBD
COP, at its first meeting, “shall determine the
policy, strategy and programme priorities, as
well as detailed criteria and guidelines for
eligibility for access to and utilization of the
financial resources” of the mechanism. In
accordance with Article 21(3) CBD, these
criteria and guidelines are reviewed periodi-
cally.

675. At each of the six meetings of the CBD COP
held since the entry into force of the CBD, a
decision has been adopted addressing this
issue.120 Thus there already exists a body of
guidance to the financial mechanism from the
CBD before the adoption of the Protocol.

Some of this guidance specifically relates to
capacity-building for biosafety.

676. The application of the guidance “mutatis
mutandis” means that the differences be-
tween the CBD and the Protocol that are
relevant to the issue must be taken into con-
sideration when applying the guidance to the
financial mechanism. In concrete terms, the
guidance may be modified in applying it to
the Protocol, to the extent necessary to adapt
it to the specificities of the Protocol.

677. Future guidance to be developed under
Article 28(3) of the Protocol for consider-
ation by the CBD COP will also apply.
Article 28(5) ensures a strong link between
the policy of the CBD COP with respect to
the GEF in relation to the CBD and in relation
to the new requirements of the Protocol.
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See UNEP/CBD/ICCP/1/INF/2.

120
CBD COP Decisions I/2, II/6, III/5, IV/13, V/13, VI/17.



6. The developed country Parties may also provide, and the developing country
Parties and the Parties with economies in transition avail themselves of,
financial and technological resources for the implementation of the provisions of
this Protocol through bilateral, regional and multilateral channels.

678. Article 28(6) re-states the substance of
Article 20(3) CBD, according to which fi-
nancial and technological assistance may be
available to developing country Parties and
Parties with economies in transition from de-
veloped country Parties on a bilateral basis,

for example through overseas development
assistance. Such assistance may also be avail-
able through regional or multilateral channels
– such as regional development banks or the
World Bank. Some examples of existing bi-
lateral initiatives are given in Box 48.
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Box 47. Financial assistance for biosafety: example

The UNEP-GEF Project on the development of National Biosafety Frameworks

The UNEP-GEF global project on the development of National Biosafety Frameworks is a three year project
which started in June 2001. The UNEP/GEF Biosafety Project is part of the GEF “Initial Strategy for assisting
countries to prepare for the entry into force of the Protocol on Biosafety”(GEF/C.16/4). The global project is
designed to help countries comply with the Protocol, and takes into account the lessons learned from the
UNEP-GEF Pilot Project on Development of National Biosafety Frameworks.

The UNEP-GEF Biosafety Capacity Building Project is intended to:

� Assist up to 100 eligible countries to prepare their National Biosafety Frameworks. Using a country-
driven process, the global project will help each participating country to set up a framework for
management of LMOs at the national level, allowing them to meet the requirements of the Protocol.

� Promote regional and sub-regional collaboration and exchange of experience on issues of relevance to the
National Biosafety Frameworks. This will help to make efficient use of financial and human resources,
establish regional and sub-regional networks, and promote harmonization of risk assessment procedures
and regulatory instruments.

� Provide advice and support to countries throughout the development of their National Biosafety
Frameworks.

The total cost of the UNEP-GEF Biosafety Project is $38.4 million. This is funded by a contribution of $26.1
million from the Global Environment Facility (GEF), with co-financing of $12.3 million from UNEP and
participating countries. These countries will contribute one third of the costs of their national projects, in cash
and/or in kind.

To join the project, countries need to meet the GEF eligibility requirements:

� They must sign or ratify the Protocol on Biosafety;

� They must be eligible for GEF funding;

� They must not have received assistance previously from the UNEP-GEF Pilot Project on Biosafety;

� Their national GEF Focal Point must have formally expressed the country’s interest in participating in the
Project.

As of 6 October 2002 there were 106 countries participating in the project distributed in the following
regions: 31 from Africa, 33 from Asia-Pacific, 16 from Central and Eastern Europe and 26 from Latin America
and the Caribbean.

Source: UNEP-GEF project website: www.unep.ch/biosafety
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Box 48. Bilateral assistance for capacity-building in biosafety: examples

A number of countries have initiated bilateral schemes to promote capacity-building in biosafety. For example:

The project to implement the CBD (BIODIV) managed by the GTZ (German Agency for Technical
Co-operation – Deutsche Gesellschaft für Technische Zusammenarbeit GmbH) on behalf of the German
Ministry for Development and Economic Co-operation (BMZ) is also assisting developing countries with the
implementation of the Protocol.

Within this project the current priorities for action are the following:

� policy advice;

� institution building;

� public administration

� Biosafety Clearing-House Mechanism

� monitoring/evaluation/inspection services

� basic and further training of decision makers and experts;

� public awareness raising, education and promotion of public participation.

Support can be given for activities that, inter alia, aim at:

� strengthening existing capacities in the field of environmental and health protection, establishing new
capacities where needed, assessing the presented risk assessment documents and, if necessary, performing
or commissioning independent risk assessment;

� establishing decision mechanisms and structures responsible for the AIA-procedures concerning LMOs
and LMO-FFPs that are independent from those public and private institutions which promote and apply
modern biotechnology to avoid conflicts of interest and to lay the basis for public confidence in
governmental decisions;

� basing governmental decisions regarding the import of LMOs and LMO-FFPs on the precautionary
approach as laid down in the Protocol, if necessary;

� facilitating public participation in the establishment of biosafety frameworks and regulations, in the AIA
procedure and in the decision procedure;

� including socio-economic considerations into the decision procedure.

Source: GTZ BIODIV website at www.gtz.de/biodiv

Following a request from pre-accession countries in Central and Eastern Europe (CEE), the Dutch
Government initiated in 1999 the 3-year project “Implementation of national biosafety frameworks in
pre-accession countries of Central and Eastern Europe”. The project started in November 1999 and ended in
November 2002. The project was funded by the “Matra” programme of the Dutch Ministry of Foreign Affairs
and implemented by the Dutch Ministry for the Environment. The aim of this project was to support
pre-accession countries in CEE in establishing, workable and transparent national biosafety frameworks in
conformity with the relevant EC directives and other international obligations such as the Protocol.

The primary objective of the project was to assist the participating countries in establishing:

� a regulatory framework, consistent with international obligations;

� a system to provide information to stakeholders about the national biosafety framework;

� a mechanism to handle requests for permits for certain activities, such as releases of GMOs into the
environment; and

� a mechanism for follow up and feed back, including monitoring and inspections for compliance.

The main mechanism of the project was the transfer of information and experience in tailor-made training
workshops, created in consultation with the participating countries.

In addition to these training activities on the national level, the project also included regional activities,
aimed at ensuring sustainability of the results of the project through establishing mechanisms for regional
collaboration. On top of these national and regional activities, the project included “outreach activities”, aimed
at broadening the impacts of the project.

Source: http://biosafety-cee.org

A database of biosafety capacity-building initiatives is incorporated in the Biosafety Clearing-House at
http://bch.biosafety.org/Pilot



Article 29. Conference of the Parties
serving as the meeting of
the Parties to this Protocol

1. The Conference of the Parties shall serve as the meeting of the Parties to this
Protocol.

2. Parties to the Convention that are not Parties to this Protocol may participate as
observers in the proceedings of any meeting of the Conference of the Parties
serving as the meeting of the Parties to this Protocol. When the Conference of the
Parties serves as the meeting of the Parties to this Protocol, decisions under this
Protocol shall be taken only by those that are Parties to it.

3. When the Conference of the Parties serves as the meeting of the Parties to this
Protocol, any member of the Bureau of the Conference of the Parties
representing a Party to the Convention but, at that time, not a Party to this
Protocol, shall be substituted by a member to be elected by and from among the
Parties to this Protocol.

4. The Conference of the Parties serving as the meeting of the Parties to this
Protocol shall keep under regular review the implementation of this Protocol
and shall make, within its mandate, the decisions necessary to promote its
effective implementation. It shall perform the functions assigned to it by this
Protocol and shall:

(a) Make recommendations on any matters necessary for the implementation of this
Protocol;

(b) Establish such subsidiary bodies as are deemed necessary for the implementation
of this Protocol;

(c) Seek and utilize, where appropriate, the services and cooperation of, and in-
formation provided by, competent international organizations and inter-
governmental and non- governmental bodies;

(d) Establish the form and the intervals for transmitting the information to be sub-
mitted in accordance with Article 33 of this Protocol and consider such in-
formation as well as reports submitted by any subsidiary body;

(e) Consider and adopt, as required, amendments to this Protocol and its annexes, as
well as any additional annexes to this Protocol, that are deemed necessary for the
implementation of this Protocol; and

(f) Exercise such other functions as may be required for the implementation of this
Protocol.

5. The rules of procedure of the Conference of the Parties and financial rules of the
Convention shall be applied, mutatis mutandis, under this Protocol, except as
may be otherwise decided by consensus by the Conference of the Parties serving
as the meeting of the Parties to this Protocol.

6. The first meeting of the Conference of the Parties serving as the meeting of the
Parties to this Protocol shall be convened by the Secretariat in conjunction with
the first meeting of the Conference of the Parties that is scheduled after the date
of the entry into force of this Protocol. Subsequent ordinary meetings of the
Conference of the Parties serving as the meeting of the Parties to this Protocol
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shall be held in conjunction with ordinary meetings of the Conference of the
Parties, unless otherwise decided by the Conference of the Parties serving as the
meeting of the Parties to this Protocol.

7. Extraordinary meetings of the Conference of the Parties serving as the meeting
of the Parties to this Protocol shall be held at such other times as may be deemed
necessary by the Conference of the Parties serving as the meeting of the Parties
to this Protocol, or at the written request of any Party, provided that, within six
months of the request being communicated to the Parties by the Secretariat, it is
supported by at least one third of the Parties.

8. The United Nations, its specialized agencies and the International Atomic
Energy Agency, as well as any State member thereof or observers thereto not
party to the Convention, may be represented as observers at meetings of the
Conference of the Parties serving as the meeting of the Parties to this Protocol.
Any body or agency, whether national or international, governmental or
non-governmental, that is qualified in matters covered by this Protocol and that
has informed the Secretariat of its wish to be represented at a meeting of the
Conference of the Parties serving as a meeting of the Parties to this Protocol as
an observer, may be so admitted, unless at least one third of the Parties present
object. Except as otherwise provided in this Article, the admission and
participation of observers shall be subject to the rules of procedure, as referred
to in paragraph 5 above.

679. Multilateral environmental agreements gen-
erally establish a governing body known as
the “Conference of the Parties” or “Meeting
of the Parties” to steer and supervise the
entire process of implementing and further
developing the treaty. These bodies are com-
prised of representatives of all States that are
party to the agreement in question, and meet
on a periodic basis.

680. The legal link between the Protocol and its
parent convention, the CBD, means that
there is a relationship between the governing
body of a Protocol and that of the CBD. In
this case, the Conference of the Parties to the
CBD (CBD COP) will also serve as the meet-
ng of the Parties to the Protocol. This gives
rise to the use of the convoluted term
“Conference of the Parties serving as the
meeting of the Parties to this Protocol” used
in Article 29 and other provisions of the
Protocol. This term is generally abbreviated
to “COP/MOP”. The COP/MOP is the gov-
erning body of the Protocol.

681. When drawing up Article 29, as well as the
other institutional provisions (see comment-
ary on Articles 30 and 31), the approach of
the negotiators of the Protocol was to assign
the functions to be carried out under the
Protocol to the existing bodies of the CBD in

order to achieve greater coherence and
efficiency between the two instruments, while
ensuring the necessary independence of the
work under the Protocol. This approach was
considered to have several advantages, in-
cluding avoiding the proliferation of new in-
stitutions, and minimizing operational costs.
At the same time, the negotiators recognized
the need for a certain flexibility to take into
account the distinct nature of the Protocol.121

Thus the COP/MOP is considered a distinct
and independent body for all practical pur-
poses, save for two issues: the guidance to the
financial mechanism, and the costs of
Secretariat services to the extent that they
cannot be split up between the CBD and the
Protocol (see commentary on Articles 28 and
31 respectively).

682. Since the Protocol is a separate legal instru-
ment, the functions of the COP/MOP differ to
some extent from those of the CBD COP. In
addition, the membership of the two bodies is
not entirely the same: not all Parties to the
CBD (who are represented in the CBD COP)
may necessarily opt to become Parties to the
Protocol, and those that do not will not be
entitled to participate in the decision-making
of the COP/MOP.
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July 2001.



1. The Conference of the Parties shall serve as the meeting of the Parties to this
Protocol.

683. Article 29(1) establishes the principle that the
CBD COP shall serve as the meeting of the
Parties to the Protocol (MOP). Article

29(2)-(8) put this into practice by laying
down the mode of operation of the COP/
MOP.

2. Parties to the Convention that are not Parties to this Protocol may participate as
observers in the proceedings of any meeting of the Conference of the Parties
serving as the meeting of the Parties to this Protocol. When the Conference of the
Parties serves as the meeting of the Parties to this Protocol, decisions under this
Protocol shall be taken only by those that are Parties to it.

684. Article 29(2) addresses who is entitled to
participate in the COP/MOP. In meetings
held by the COP in its capacity as COP/MOP,
States that are Parties to the CBD but not to
the Protocol may participate as observers.
Observer status is governed by Rules 6 and 7
of the Rules of Procedure of the CBD
COP:122 it means participation without the
right to vote. Only Parties to the Protocol may
vote and thus take part in the adoption of the

decisions of the COP/MOP, which relate to
the Protocol.123 This is a restatement of the
principle set out in Article 32(2) of the CBD.
Although not entitled to vote, observers may
participate in the discussions, make interven-
tions and submit proposals. In practice, some
observers play a very active role in the dis-
cussions. Observer status for States that are
not Parties to the CBD is addressed by Article
29(8).

3. When the Conference of the Parties serves as the meeting of the Parties to this
Protocol, any member of the bureau of the Conference of the Parties
representing a Party to the Convention but, at that time, not a Party to this
Protocol, shall be substituted by a member to be elected by and from among the
Parties to this Protocol.

685. Article 29(3) refers to the bureau of the COP/
MOP. The “bureau” performs functions rela-
ting to the meetings of the COP/MOP, for
example: providing guidance to the Secretariat
for the preparation and conduct of the meetings
of the COP/MOP;124 organizing the work of the
meetings; and chairing informal negotiations
during meetings of the COP/MOP. Since the
CBD COP serves as the meeting of the Parties
to the Protocol, it follows that the bureau of the
COP serves as the bureau of the COP/MOP.
This means that as a general rule, the bureau of
the COP/MOP will have the same composition
as the bureau of the COP, as laid down in the
Rules of Procedure of the CBD. The bureau of
the COP is composed of 11 members: the
President; and 10 Vice-Presidents (one of

whom also acts as Rapporteur) representing the
five UN regions.125 The bureau is elected at the
beginning of each ordinary meeting of the
COP. The President then serves from the be-
ginning of that meeting until the beginning of
the next ordinary meeting, while the Vice-
Presidents serve from the closure of that meet-
ing to the closure of the next meeting. The
bureau also serves at any extraordinary meet-
ing of the COP held during its term of office.
No bureau member may serve for more than
two consecutive terms.126

686. In accordance with the overall aim to
streamline the institutions and procedures of
the CBD and the Protocol while ensuring the
necessary independence of the Protocol,
Article 29(3) provides that if the bureau of the
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122
Rules of Procedure for the Meetings of the Conference of the Parties to the CBD, Annex to COP Decision I/1, as amended by
Decision V/20.

123
It should be noted that the rules of procedure of the CBD COP do not presently contain a voting rule for making decisions on
matters of substance. The Parties to the CBD have been unable to agree such a rule. Decisions on matters of substance are
therefore taken by consensus.

124
Rule 21 of the Rules of Procedure.

125
The five UN Regions are Africa, Asia, Eastern Europe, Latin America, and Western Europe and others. Their representation is
laid down in Rule 21 of the Rules of Procedure, as amended by CBD COP Decision V/20.

126
Rule 21 of the Rules of Procedure, as amended by CBD COP Decision V/20.



COP includes one or more members re-
presenting States that are not Parties to the
Protocol, those members shall be replaced
with representatives of Parties to the
Protocol when the COP meets as COP/MOP.

In keeping with the Rules of Procedure,
which apply mutatis mutandis127 to the
Protocol, the representation of the five UN
regions must be maintained if a replacement
is made in accordance with Article 29(3).

4. The Conference of the Parties serving as the meeting of the Parties to this
Protocol shall keep under regular review the implementation of this Protocol
and shall make, within its mandate, the decisions necessary to promote its
effective implementation. It shall perform the functions assigned to it by this
Protocol and shall:

(a) Make recommendations on any matters necessary for the implementation of this
Protocol;

(b) Establish such subsidiary bodies as are deemed necessary for the implementation
of this Protocol;

(c) Seek and utilize, where appropriate, the services and cooperation of, and inform-
ation provided by, competent international organizations and intergovernmental
and non- governmental bodies;

(d) Establish the form and the intervals for transmitting the information to be submit-
ted in accordance with Article 33 of this Protocol and consider such information as
well as reports submitted by any subsidiary body;

(e) Consider and adopt, as required, amendments to this Protocol and its annexes, as
well as any additional annexes to this Protocol, that are deemed necessary for the
implementation of this Protocol; and

(f) Exercise such other functions as may be required for the implementation of this
Protocol.

687. This provision sets out the functions of the
COP/MOP. It corresponds to Article 23(4) of
the CBD, which sets out the function of the
CBD COP,128 and is structured in the same
way. An introductory provision states the
general function of the COP/MOP, and is
followed by a list of specific functions. The
introductory provision requires the COP/
MOP to keep under regular review the imple-
mentation of the Protocol and make the
necessary decisions to promote the imple-
mentation of the Protocol. It goes on to
specify that the COP/MOP shall perform the

specific functions assigned to it in other
Articles of the Protocol as well as the func-
tions listed in Article 29(4) (a)–(e). In ad-
dition, subparagraph (f) gives the COP/ MOP
the authority to “exercise such other
functions as may be required for the imple-
mentation of this Protocol”. Taken together,
this provision and the introductory provision
to Article 29(4) ensure that any present and
future function needed for the imple-
mentation of the Protocol may by carried out
by the COP/MOP, even where this is not
specifically listed in Article 29(4) (a)–(e).

5. The rules of procedure of the Conference of the Parties and financial rules of the
Convention shall be applied, mutatis mutandis, under this Protocol, except as
may be otherwise decided by consensus by the Conference of the Parties serving
as the meeting of the Parties to this Protocol.

688. The Rules of Procedure and Financial Rules
of the CBD129 were adopted by the CBD COP
in accordance with Article 23 CBD. The
Rules of Procedure govern, for example, the

timing and preparation of the COP, and the
conduct of COP meetings. They cover im-
portant issues such as decision-making pro-
cedures in the COP. The Financial Rules
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For an explanation of this term, see commentary on article 29(5).
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For a discussion of Article 23 of the CBD see Glowka et al., p.112.
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CBD COP Decision I/6, as amended by Decision III/1.



govern the Trust Fund which is used for
financing the administration of the CBD, in-
cluding the functions of the Secretariat.

689. The application of the Rules of Procedure and
the Financial Rules “mutatis mutandis”
means that while the same rules are applied,
the differences between the CBD and the
Protocol that are relevant to a given issue
must be taken into consideration when ap-
plying the Rules to that issue. In concrete
terms, the rules may be modified in applying
them to the Protocol, to the extent necessary
to adapt them to the specificities of the
Protocol. In addition, the COP/MOP may, by
consensus, decide against the application of
the rules in particular instances. In a number

of instances, the Protocol itself establishes
provisions regarding issues addressed by the
Rules of Procedure. To the extent that such
provisions differ from the Rules of
Procedure, they take precedence. Within
Article 29, for example, such provisions ad-
dress the members of the bureau (Article
29(3)); ordinary and extraordinary meetings
of the COP/MOP (Article 29(6) and (7)); and
observers (Article 29(2) and (8)). In sum-
mary, it can be said that the Rules of
Procedure and the Financial Rules are appli-
cable to the Protocol, with modifications if
necessary, unless the COP/MOP by consen-
sus decides otherwise or if the Protocol itself
establishes a different provision.130

6. The first meeting of the Conference of the Parties serving as the meeting of the
Parties to this Protocol shall be convened by the Secretariat in conjunction with
the first meeting of the Conference of the Parties that is scheduled after the date
of the entry into force of this Protocol. Subsequent ordinary meetings of the
Conference of the Parties serving as the meeting of the Parties to this Protocol
shall be held in conjunction with ordinary meetings of the Conference of the
Parties, unless otherwise decided by the Conference of the Parties serving as the
meeting of the Parties to this Protocol.

7. Extraordinary meetings of the Conference of the Parties serving as the meeting
of the Parties to this Protocol shall be held at such other times as may be deemed
necessary by the Conference of the Parties serving as the meeting of the Parties
to this Protocol, or at the written request of any Party, provided that, within six
months of the request being communicated to the Parties by the Secretariat, it is
supported by at least one third of the Parties.

690. Article 29(6) and (7) address the meeting
arrangements for the COP/MOP, building on
Rule 4 of the Rules of Procedure and taking
into account the special relationship with the
CBD COP. They are largely self-explana-
tory. They adhere to the concept of utilizing
the existing rules and bodies of the CBD as
far as possible while retaining sufficient inde-
pendence for the Protocol. Article 29(6)

harmonizes the schedule for the meetings of
the COP/MOP with those of the COP, while
Article 29(7) provides that extraordinary
meetings of the COP/MOP may be held out-
side this schedule. Article 29(6) also reiter-
ates that the COP/MOP by consensus may
decide on a differing schedule for its ordinary
meetings.

8. The United Nations, its specialized agencies and the International Atomic
Energy Agency, as well as any State member thereof or observers thereto not
party to the Convention, may be represented as observers at meetings of the
Conference of the Parties serving as the meeting of the Parties to this Protocol.
Any body or agency, whether national or international, governmental or non-
governmental, that is qualified in matters covered by this Protocol and that has
informed the Secretariat of its wish to be represented at a meeting of the
Conference of the Parties serving as a meeting of the Parties to this Protocol as
an observer, may be so admitted, unless at least one third of the Parties present
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See Note by the Executive Secretary of the CBD on the rules of procedure for the COP/MOP, UNEP/CBD/ICCP/ 2/6, and
ICCP Recommendation 2/5, UNEP/CBD/ICCP/2/15.



object. Except as otherwise provided in this Article, the admission and par-
ticipation of observers shall be subject to the rules of procedure, as referred to in
paragraph 5 above.

691. The provision grants observer status to the
UN, its specialized agencies, and the
International Atomic Energy Agency, as well
as to member and observer States of these
organizations that are not Parties to the CBD.
Thus, States that are not Parties to the CBD
may be represented as observers at meetings
of the COP/MOP. As discussed above, States
that are Parties to the CBD but not to the
Protocol are accorded observer status under
Article 29(2). The implications of such
observer status are discussed under Article
29(2).

692. Any governmental or non-governmental
body or agency may also apply to the Secre-
tariat for observer status. This is granted if the
body in question is qualified in matters cover-
ed by the Protocol, and unless one-third of the
Parties present at a particular meeting object.
The mention of Parties “present” indicates
that at each meeting of the COP/MOP, an
objection can only be made by Parties attend-
ing that meeting and thus only with respect to
the presence of a non-governmental body or

agency at that meeting. The acceptance or
rejection of a body or agency is therefore only
valid for that particular meeting. At the next
meeting, it is possible that a different de-
cision could be taken with respect to the same
body or agency, depending on which Parties
are present.

693. Applications for observer status are made to
the Secretariat. In practice, a large number of
organizations attend the open-ended meet-
ings held under the auspices of the CBD.
Judging from observer participation at the
meetings of the BSWG that negotiated the
Protocol, as well as subsequent meetings of
the ICCP, the number of observers is also
likely to be high at the meetings of the COP/
MOP once the Protocol has entered into
force. The terms used in Article 29(8) have
been broadly construed in the CBD – non-
governmental agencies or bodies may in-
clude environment, consumer or develop-
ment organizations, indigenous peoples’
groups, academic or research institutions, in-
dustry associations or individual companies.
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Article 30. Subsidiary bodies

1. Any subsidiary body established by or under the Convention may, upon a
decision by the Conference of the Parties serving as the meeting of the Parties to
this Protocol, serve the Protocol, in which case the meeting of the Parties shall
specify which functions that body shall exercise.

2. Parties to the Convention that are not Parties to this Protocol may participate as
observers in the proceedings of any meeting of any such subsidiary bodies.
When a subsidiary body of the Convention serves as a subsidiary body to this
Protocol, decisions under the Protocol shall be taken only by the Parties to the
Protocol.

3. When a subsidiary body of the Convention exercises its functions with regard to
matters concerning this Protocol, any member of the Bureau of that subsidiary
body representing a Party to the Convention but, at that time, not a Party to the
Protocol, shall be substituted by a member to be elected by and from among the
Parties to the Protocol.

694. Article 30 addresses:

� The performance of functions by sub-
sidiary bodies of the CBD in relation to the
Protocol;

� Which States are entitled to participate in
the proceedings of subsidiary bodies when
they are performing functions in relation
to the Protocol; and

� Who is entitled to act as an officer (or
“bureau member”) of a subsidiary body

when it is performing functions in relation
to the Protocol.

695. At present there is only one standing sub-
sidiary body established by the CBD: the
Subsidiary Body on Scientific, Technical and
Technological Advice, established under
Article 25 CBD. Under Article 30 of the
Protocol, this body could be asked to provide
scientific, technical or technological advice
to the COP/MOP of the Protocol.

1. Any subsidiary body established by or under the Convention may, upon a
decision by the Conference of the Parties serving as the meeting of the Parties to
this Protocol, serve the Protocol, in which case the meeting of the Parties shall
specify which functions that body shall exercise.

696. Under Article 30(1), the COP/MOP may as-
sign functions related to the Protocol to the
subsidiary bodies of the CBD, specifying the
functions that the body shall exercise in the
context of the Protocol. At present, the body
that would appear to be primarily affected by
this provision is the Subsidiary Body on
Scientific, Technical and Technological
Advice (SBSTTA), established in accord-
ance with Article 25 of the CBD. The role of
the financial mechanism of the CBD in the
context of the Protocol is addressed in a sep-
arate provision (see commentary on Article
28).

697. Article 30(1) does not require the consent of
the CBD COP to the assignment of functions
to the SBSTTA or to any future CBD

subsidiary bodies under the Protocol. The
CBD COP has adopted a modus operandi for
SBSTTA131 which does not specifically en-
visage it playing a role in relation to the
Protocol or responding to requests for advice
from the COP/MOP. The question was not
specifically raised in the negotiations. It
would however become relevant if additional
tasks assigned to the SBSTTA under the
Protocol significantly add to the workload or
costs of SBSTTA. It could be argued that the
COP to the CBD may exercise its right to
“consider and take any additional action that
may be required for the achievement of the
purposes of this Convention” (Article
23(4)(i) CBD) to intervene in this event.
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2. Parties to the Convention that are not Parties to this Protocol may participate as
observers in the proceedings of any meeting of any such subsidiary bodies.
When a subsidiary body of the Convention serves as a subsidiary body to this
Protocol, decisions under the Protocol shall be taken only by the Parties to the
Protocol.

698. Under Article 30(2), when a subsidiary body
of the CBD exercises functions in relation to
the Protocol, only Parties to the Protocol may
take part in the adoption of any decision the
subsidiary body reaches. This follows the ap-

proach taken in relation to participation in
meetings of the COP/MOP under Article 29.
Parties to the CBD which are not Parties to
the Protocol may nonetheless participate on
observers.

3. When a subsidiary body of the Convention exercises its functions with regard to
matters concerning this Protocol, any member of the Bureau of that subsidiary
body representing a Party to the Convention but, at that time, not a Party to the
Protocol, shall be substituted by a member to be elected by and from among the
Parties to the Protocol.

699. The Rules of Procedure of the CBD COP also
apply, as appropriate, to its subsidiary bodies.
The composition and functions of the CBD
COP and COP/MOP bureau have been de-
scribed under Article 29(3). As with the meet-
ings of the COP/MOP, when a subsidiary body

of the CBD carries out functions under the
Protocol, any member of the bureau who does
not represent a Party to the Protocol must be
replaced by a representative of a Party to the
Protocol.
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Box 49. Functions of SBSTTA under Article 25 CBD

…

2. Under the authority of and in accordance with guidelines laid down by the Conference of the Parties,
and upon its request, this body shall:

(a) Provide scientific and technical assessments of the status of biological diversity;

(b) Prepare scientific and technical assessments of the effects of types of measures taken in
accordance with the provisions of this Convention;

(c) Identify innovative, efficient and state-of-the-art technologies and know-how relating to the
conservation and sustainable use of biological diversity and advise on the ways and means of
promoting development and/or transferring such technologies;

(d) Provide advice on scientific programmes and international cooperation in research and de-
velopment related to conservation and sustainable use of biological diversity; and

(e) Respond to scientific, technical, technological and methodological questions that the Conference
of the Parties and its subsidiary bodies may put to the body.

3. The functions, terms of reference, organization and operation of this body may be further elaborated
by the Conference of the Parties.



Article 31. Secretariat

1. The Secretariat established by Article 24 of the Convention shall serve as the
secretariat to this Protocol.

2. Article 24, paragraph 1, of the Convention on the functions of the Secretariat
shall apply, mutatis mutandis, to this Protocol.

3. To the extent that they are distinct, the costs of the secretariat services for this
Protocol shall be met by the Parties hereto. The Conference of the Parties
serving as the meeting of the Parties to this Protocol shall, at its first meeting,
decide on the necessary budgetary arrangements to this end.

700. This Article makes provision for the
Secretariat of the Protocol. The Secretariat’s
functions are referred to in Article 31(2). One
of the main functions of the Secretariat is to
administer the Protocol and to act as day-to-
day contact point for the Protocol for Parties,
international organizations and others. The
Secretariat also prepares documentation for

meetings of the governing and subsidiary
bodies of the Protocol, and is in charge of
organizing and servicing the meetings. It is
also likely to play an important role in the
functioning of the Biosafety Clearing-House
(Article 20). Once the Protocol is in force, the
COP/MOP may assign additional specific
functions and tasks to the Secretariat.

1. The Secretariat established by Article 24 of the Convention shall serve as the
secretariat to this Protocol.

2. Article 24, paragraph 1, of the Convention on the functions of the Secretariat
shall apply, mutatis mutandis, to this Protocol.

701. Article 31(1) provides that the CBD
Secretariat shall serve as the Secretariat to the
Protocol. The CBD Secretariat is established
under Article 24 CBD. In accordance with a
decision by the CBD COP, the Secretariat is
provided by the UN Environment
Programme.132 Its offices are in Montreal,
Canada.133 Rules 27 and 28 of the Rules of
Procedure of the CBD COP, which lay down
practical arrangements for the CBD
Secretariat, will also apply to the Protocol
Secretariat.

702. Under Article 31(2), the functions of the
Secretariat shall be the same as under the
CBD. The words “mutatis mutandis” mean
that the Secretariat functions may be modi-
fied when applied to the Protocol, to the ex-
tent necessary to adapt them to the
specificities of the Protocol (see also Article
29(5)).

703. The Secretariat’s functions set out in Article
24 of the CBD are as follows:

(a) To arrange for and service meetings of the
Conference of the Parties provided for in
Article 23 [of the CBD];

(b) To perform the functions assigned to it by
any protocol;

(c) To prepare reports on the execution of its
functions under this Convention and pre-
sent them to the Conference of the Parties;

(d) To coordinate with other relevant inter-
national bodies and, in particular to enter
into such administrative and contractual
arrangements as may be required for the
effective discharge of its functions; and

(e) To perform such other functions as may
be determined by the Conference of the
Parties.
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3. To the extent that they are distinct, the costs of the secretariat services for this
Protocol shall be met by the Parties hereto. The Conference of the Parties
serving as the meeting of the Parties to this Protocol shall, at its first meeting,
decide on the necessary budgetary arrangements to this end.

704. Article 31(3) specifies that the costs of
Secretariat services for the Protocol shall be
met by the Parties to the Protocol only, rather
than through the overall budget of the CBD
(to which all Parties to the CBD contribute).
It mandates the COP/MOP to decide on
necessary budgetary arrangements at its first
meeting.

705. Whereas there was widespread agreement on
the principle of separate budgets during the
Protocol negotiations, the question of the
practicability of this arrangement was raised.
In view of the potential overlap of services,
tasks and projects to be carried out by the
Secretariat in relation to the CBD and the
Protocol, it is not likely to be easy to make a
clear distinction.

706. Article 31(3) also leaves open the question of
who is responsible for making the distinction
between costs of secretariat services for the
Protocol from those for the CBD. In practice,
the Secretariat itself will probably propose a

division of costs as far as it considers this
possible, and submit this to both the CBD
COP and the Protocol’s COP/MOP. It is
likely that a solution based on practicability
considerations will need to be found once the
Protocol is in force. The wording of the first
sentence of Article 31(3) suggests, in any
case, that to the extent that the costs are not
distinct or cannot be distinguished, they will
be met by the Parties to the CBD rather than
only by the Parties of the Protocol.

707. The separation of costs may have practical
impacts on the ratification of the Protocol by
developing countries. If the Secretariat costs
for the Protocol are to be borne by the
Protocol Parties only, and if developing
countries join the Protocol faster than de-
veloped countries (which seems likely to be
the case), the costs will be divided among the
developing countries that are already
Protocol Parties. This may constitute a signi-
ficant financial burden for the countries in
question.
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Article 32. Relationship with the CBD

Except as otherwise provided in this Protocol, the provisions of the Convention
relating to its protocols shall apply to this Protocol.

708. As explained in the Introduction to this
Guide, the CBD is the “parent” Convention
of the Protocol. As such, the two instruments
are closely linked. The CBD contains a num-
ber of provisions which relate not only to the
CBD itself, but also to any protocols adopted
under it. These are:

� Article 27: Settlement of disputes

� Article 28(2): Adoption of protocols

� Article 29: Amendments to protocols

� Article 30: Adoption and amendments of
Annexes

� Article 31: Right to vote

� Article 32(1): Parties to protocols

� Article 34: Ratification, acceptance or
approval

� Article 35: Accession

� Article 36: Entry into force

� Article 38: Withdrawal

� Article 41: Depositary

709. Articles 28(2), 32(1) and 38 are fundamental,
in particular the fact that, in accordance with
Article 32(1) of the CBD, only States and
regional economic integration organizations
(see Article 3(j)) that are Parties to the CBD
may become Parties to any protocol adopted
under the CBD.

710. The other provisions are “optional” in that
when negotiating protocols to the CBD,

Parties to the CBD are free in each case to
agree upon different arrangements and to in-
corporate those into the provisions of the pro-
tocol concerned. If they choose to do this,
then the special provisions of that protocol
will apply. However, if they do not incor-
porate special rules then the relevant pro-
visions of the CBD on its protocols (above)
will apply.

711. In the case of the Protocol, there are a number
of issues on which the Protocol does not con-
tain special provisions. Therefore, relevant
provisions of the CBD which apply are:

� Article 27: Settlement of Disputes

� Article 29: Amendment to the Convention
or Protocols

� Article 30: Adoption and Amendment of
Annexes

� Article 31: Right to Vote (but see also
Article 29 of the Protocol)

� Article 34: Ratification, Acceptance or
Approval

� Article 35: Accession

� Article 41: Depositary

In addition, as noted elsewhere in this Guide,
the Protocol creates several additional
“links” to the CBD through use of the same
institutional arrangements (see commentary
on Articles 28–31).
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Article 33. Monitoring and reporting

Each Party shall monitor the implementation of its obligations under this Protocol,
and shall, at intervals to be determined by the Conference of the Parties serving as
the meeting of the Parties to this Protocol, report to the Conference of the Parties
serving as the meeting of the Parties to this Protocol on measures that it has taken to
implement the Protocol.

712. This Article imposes two obligations on
Parties:

� to monitor their implementation of the
Protocol, and

� to report on measures taken to implement
the Protocol.

713. The obligation to monitor implementation of
the Protocol is a logical consequence of the
duty of States to implement international
obligations which they have accepted by be-
coming Party to the Protocol. Monitoring is
perhaps particularly required in cases, such as
this Protocol, where most of the obligations
are not self-executing, and thus require
national measures, of a legislative, regulatory
and institutional character, to enable their im-
plementation.

714. The obligation to prepare reports on imple-
mentation for consideration by the governing
body of a treaty has become a standard
feature of multilateral environmental agree-
ments. The formula used in describing the
subject of these reports varies from treaty to
treaty. Here the obligation is to provide in-
formation on measures to implement the
Protocol. The reports will be submitted to the
COP/MOP. In practice, they will be submit-
ted through the Secretariat.

715. The intervals at which reports are to be sub-
mitted will be determined by the COP/MOP.
Many other conventions require such reports
to be provided at each meeting of their
governing body.

716. The COP/MOP will also give guidance to
Parties to the Protocol on the format and

content of the reports. This will help to ensure
that information is provided in a comparable
format.

717. While the obligations of monitoring and re-
porting are separate, in practice they rein-
force one another: Monitoring will provide
information needed for the reporting, and, in
turn, the requirement to provide reports may
provide useful feedback on the way moni-
toring has operated, and may be improved in
the future.

718. For the Parties to implement these obliga-
tions, it will be important to have access to, or
set up, reliable mechanisms of information
gathering and data management at national
level.

719. The ICCP adopted two recommendations on
monitoring and reporting.134 The Secretariat
prepared a draft general format for reporting
for consideration by the ICCP, and the ICCP
invited governments to provide comments on
the draft format in advance of the first meet-
ing of the COP/MOP. The first meeting of the
COP/MOP will consider the format for re-
porting. The ICCP recognized the need for
clear and simple reporting requirements.
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Article 34. Compliance

The Conference of the Parties serving as the meeting of the Parties to this Protocol
shall, at its first meeting, consider and approve cooperative procedures and in-
stitutional mechanisms to promote compliance with the provisions of this Protocol
and to address cases of non-compliance. These procedures and mechanisms shall
include provisions to offer advice or assistance, where appropriate. They shall be
separate from, and without prejudice to, the dispute settlement procedures and
mechanisms established by Article 27 of the Convention.

720. Article 34 addresses the need to develop a
mechanism to promote compliance of Parties
with their obligations under the Protocol. It
provides that procedures and mechanisms to
promote compliance will be approved at the

first meeting of the COP/MOP after the
Protocol enters into force. In order to
prepare for this, discussions on the nature
and functioning of the compliance mechan-
isms were undertaken by the ICCP.

721. The focus of the compliance mechanism
foreseen in Article 34 is on the compliance of
individual Parties with their obligations
under the Protocol. This kind of mechanism
supplements the review of the collective im-
plementation of the Protocol by its Parties,
which is to be carried out by the COP/MOP
(see Articles 29(4), 33 and 35). In principle,
such a mechanism may identify instances
where Parties have not complied with their
obligations. The consequence of a finding of
non-compliance will depend upon the type of
compliance mechanism that is adopted.

722. Article 34 of the Protocol takes the form of a
so-called “enabling provision”. It does not
actually establish a compliance mechanism,
but provides a basis and framework for its
establishment by the COP/MOP. This is a
common way of approaching the issue of

compliance in recent multilateral environ-
mental agreements.135

723. Although the precise nature of the com-
pliance mechanism to be adopted under the
Protocol must await the decision of the COP/
MOP, it may be noted at this stage that the
core of a compliance mechanism is often a
body to which questions and problems re-
garding individual compliance can be refer-
red. In general, a Party can refer to the body
problems it is facing in trying to comply with
its own obligations; Parties may also be able
to refer matters pertaining to another Party’s
compliance; and the Secretariat may refer to
the body problems identified in reviewing the
reports submitted by Parties. The body con-
siders the matter and issues a recommenda-
tion for resolving the problem. Access to the
body is generally restricted to Parties to the
treaty concerned. See Box 50 below.
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A similar approach was taken in the Montreal Protocol (Article 8), the Climate Change Convention (Article 13), the Kyoto
Protocol (Article 18), the Rotterdam Convention (Article 17), and the Stockholm Convention (Article 17).

136
There are existing or emerging compliance regimes under the following multilateral environmental agreements: Montreal
Protocol, Climate Change Convention, Kyoto Protocol, Basel Convention and Rotterdam Convention, as well as a number of
environmental agreements adopted within the UN/ECE Region, including the Aarhus Convention.

Box 50. Core elements and characteristics of existing and emerging compliance
mechanisms in multilateral environment agreements136

Compliance procedures and mechanisms adopted, or under development, under other multilateral environment
agreements to date tend to include a number of common core elements and characteristics. These include:

� Objective: To promote compliance, to address cases of non-compliance, and to provide advice or
assistance to Parties to help them comply

� Nature: facilitative, non-confrontational and cooperative

� Structure: A small standing committee composed of experts in the relevant subject area, to be nominated
and elected by the Parties in accordance with the criteria for composition defined by the parties to the

Cont.



724. By requiring that the COP/MOP consider and
approve mechanisms and procedures to pro-
mote compliance and address cases of non-
compliance at its first meeting, Article 34 pro-
vides both a definite mandate to the COP/
MOP and a time frame. This makes it one of
the more progressive enabling provisions
found in recently negotiated multilateral en-
vironmental agreements. Article 34 expressly
requires that these procedures and mechanisms
shall include provisions on advice and assist-
ance. It also expressly states that future

compliance provisions should be separate from
the dispute settlement procedure established
under Article 27 of the CBD (see Box 51),
which also applies to the Protocol (see com-
mentary on Article 32). Beyond that, the ele-
ments of the mechanism remain open pending
its elaboration by the COP/MOP. The ICCP
considered the procedures and mechanisms for
compliance at its second and third meetings. It
prepared a draft text for consideration at the
first meeting of the COP/ MOP, although the
text included a number of unresolved issues.137
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ICCP Recommendation 3/2, UNEP/CBD/ICCP/3/10, Annex.

Box 50. Core elements and characteristics of existing and emerging compliance
mechanisms in multilateral environment agreements (cont.)

agreement (e.g. regional representation). One aspect of this issue is whether members of the committee
serve in a personal capacity or as representatives of their respective governments.

� Referral of a compliance problem to the mechanism: This may be done by a Party with regard to itself;
and in some cases by a Party with regard to another Party, or by the Secretariat or other body of the
agreement.

� Functions: To examine cases of possible non-compliance, with a view to proposing a solution, and to
make recommendations for concrete responses to the Parties concerned or to the Conference of the Parties
to the agreement.

� Outcome: The Conference of the Parties to the agreement generally decides how to implement the
recommendations of the compliance mechanism. In some instances, the Parties concerned have to report
back on measures taken in accordance with the recommendations.

The mechanisms adopted under the various other multilateral environment agreements adopt different ap-
proaches to some of these elements. After considering the recommendation of the ICCP, the COP/MOP to the
Protocol will decide on the approach to be taken in the Protocol’s compliance procedures and mechanisms.

Box 51. Dispute settlement provisions of the CBD

Article 27. Settlement of Disputes

1. In the event of a dispute between Contracting Parties concerning the interpretation or application of this
Convention, the parties concerned shall seek solution by negotiation.

2. If the parties concerned cannot reach agreement by negotiation, they may jointly seek the good offices of, or
request mediation by, a third party.

3. When ratifying, accepting, approving or acceding to this Convention, or at any time thereafter, a State or
regional economic integration organization may declare in writing to the Depositary that for a dispute not
resolved in accordance with paragraph 1 or paragraph 2 above, it accepts one or both of the following means
of dispute settlement as compulsory:

(a) Arbitration in accordance with the procedure laid down in Part 1 of Annex II;

(b) Submission of the dispute to the International Court of Justice.

4. If the parties to the dispute have not, in accordance with paragraph 3 above, accepted the same or any
procedure, the dispute shall be submitted to conciliation in accordance with Part 2 of Annex II unless the
parties otherwise agree.

5. The provisions of this Article shall apply with respect to any protocol except as otherwise provided in the
protocol concerned.



725. National reports submitted in accordance
with Article 33, and the self-monitoring to be
carried out by each Party in accordance with
that provision, are likely to provide an im-
portant basis for the work of a future com-
pliance mechanism.

726. Unlike a dispute settlement procedure, a
compliance mechanism is basically a multi-
lateral and non-confrontational instrument.
By contrast, a dispute settlement procedure
constitutes a legal and institutional frame-
work for solving conflicts or disagreements
between two or more Parties. A compliance
mechanism can be used as an alternative to,

or concurrently with, a dispute settlement
procedure. As it is a “softer” mechanism, it is
possible that Parties would choose to submit
their problem to a compliance mechanism
before resorting to dispute settlement under
the Protocol/CBD, or to any other relevant
dispute settlement procedure. In this sense, a
compliance mechanism might help to prevent
disputes and thus the need for dispute settle-
ment. It is worth noting that while most
multilateral environmental agreements, like
the CBD, provide procedures for dispute set-
tlement, these tend to be optional and have
not, in practice, been used.
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Article 34. Compliance

Box 52. Compliance mechanisms under other multilateral environmental agreements

Among the MEAs that are in force, the most mature compliance mechanism is that of the Montreal Protocol on
Substances that Deplete the Ozone Layer. It has been operational for several years.

The compliance mechanism of the Montreal Protocol on Substances that Deplete the Ozone Layer

The compliance mechanism was developed on the basis of Article 8 of the Montreal Protocol. It operates
independently of, and without prejudice to, the dispute settlement procedure as laid down in Article 11 of the
parent treaty to the Protocol, the Vienna Convention for the Protection of the Ozone Layer.

The core of the mechanism is the Implementation Committee, consisting of representatives of 10 Parties,
which are elected by the Meeting of the Parties based on equitable geographical distribution. The term of office
is two years, with a possibility of serving for two consecutive terms. The Committee meets twice a year. Any
Party may, through the Secretariat, bring to the attention of the Committee any reservations regarding another
Party’s implementation of its obligations under the Protocol, as well as any problems it experiences regarding its
own implementation. In addition, the Secretariat may bring to the attention of the Committee cases of possible
non-compliance it becomes aware of, in the event that it has not received a satisfactory explanation from the
Party concerned.

The Implementation Committee considers the matters submitted to it. It identifies possible causes of the
non-compliance. The Party or Parties concerned are entitled to participate in the deliberations of the Committee.
Upon the invitation of the Party concerned, the Committee may gather further information on the matter. Based
on its considerations, the Committee makes recommendations for the amicable solution of the problem. It
submits a report to the Meeting of the Parties, outlining the recommendations made. The report is made publicly
available, except where it contains confidential information submitted by a Party. The Party or Parties
concerned may not participate in the adoption of the recommendations or in the formulation of the report.

The Party or Parties concerned must subsequently inform the Meeting of the Parties of any measures adopted
to improve the situation, in accordance with the recommendations.

The compliance mechanism of the Kyoto Protocol to the United Nations Framework Convention on
Climate Change

After several years of work, a compliance mechanism was adopted for the Kyoto Protocol at the 7th meeting of
the Conference of the Parties to the Convention in 2001.138 It is the strongest compliance mechanism in any
MEA to date, and atypical in incorporating an “enforcement branch”. There is no provision for appeal, except
on grounds of procedure.

Cont.

138
See Decision 24/CP7, Procedures and Mechanisms Relating to Compliance under the Kyoto Protocol, FCCC/ CP/2001/13/
Add.3, 21 January 2002. At the time of writing, the compliance mechanism was not yet in effect.
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Article 35. Assessment and review

The Conference of the Parties serving as the meeting of the Parties to this Protocol
shall undertake, five years after the entry into force of this Protocol and at least every
five years thereafter, an evaluation of the effectiveness of the Protocol, including an
assessment of its procedures and annexes.

727. Together with Articles 29(4) and 33, this
Article provides a basis for institutional super-
vision of the implementation of the Protocol on
a collective basis, and for the monitoring of its
effectiveness. This will be undertaken by the
COP/MOP.

728. The assessment and review may also provide
an important addition to the work of a future
compliance mechanism (see commentary on
Article 34). In contrast to compliance moni-
toring under Article 34, the evaluation under
Article 35 is undertaken by the COP/MOP
not with respect to individual Parties, but
looking at implementation of the Protocol as
a whole. This could give rise to changes in the
procedures or other aspects of the Protocol
(for example, through amendment, adoption
of additional annexes of other decisions of
the COP/MOP) if the evaluation shows that

this is necessary to improve the effectiveness
of the Protocol.

729. Article 29(4) requires the COP/MOP to review
the implementation of the Protocol, and to take
the decisions necessary to promote imple-
mentation. In addition, Article 35 requires the
COP/MOP to undertake evaluations of the
Protocol’s effectiveness at five- year intervals.
The first such review will therefore take place
five years after the Protocol enters into force.
Both these review processes are likely to be
based in part on the information provided by
Parties in their national reports on imple-
mentation of the Protocol under Article 33.
Other sources of information may also play a
role in the evaluation. The mechanism and
modalities for undertaking the evaluation
required under Article 35 will be decided by
the COP/MOP.
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Article 36. Signature

This Protocol shall be open for signature at the United Nations Office at Nairobi by
States and regional economic integration organizations from 15 to 26 May 2000, and
at United Nations Headquarters in New York from 5 June 2000 to 4 June 2001.

730. Article 36 specifies which entities may sign
the Protocol, and the arrangements for sig-
nature.

731. The term “regional economic integration org-
anization” is defined in Article 3(j).

732. As of June 5, 2001, 102 States and the
European Community had signed the Protocol.

733. By signing the Protocol, States indicate that
they intend to become bound by the obli-
gations contained in it. However, signing a
treaty does not normally of itself have a bind-
ing effect on the State concerned if that in-
strument requires ratification, as is the case

for this Protocol. The Protocol becomes bind-
ing in accordance with its provisions on entry
into force (see commentary on Article 37).
However, after signature, the State concerned
is obliged to refrain from acts which could
defeat the object and purpose of the instru-
ment.139 In the case of this Protocol, the ob-
jective is set out in Article 1.

734. Article 36 allows “States” to sign the
Protocol, while only “Parties to the CBD”
may actually become Parties. No State that is
not Party to the CBD, however, signed the
Protocol before the close of the signature
period.
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Article 37. Entry into force

1. This Protocol shall enter into force on the ninetieth day after the date of deposit
of the fiftieth instrument of ratification, acceptance, approval or accession by
States or regional economic integration organizations that are Parties to the
Convention.

2. This Protocol shall enter into force for a State or regional economic integration
organization that ratifies, accepts or approves this Protocol or accedes thereto
after its entry into force pursuant to paragraph 1 above, on the ninetieth day
after the date on which that State or regional economic integration organization
deposits its instrument of ratification, acceptance, approval or accession, or on
the date on which the Convention enters into force for that State or regional
economic integration organization, whichever shall be the later.

3. For the purposes of paragraphs 1 and 2 above, any instrument deposited by a
regional economic integration organization shall not be counted as additional to
those deposited by member States of such organization.

735. This Article establishes the formal require-
ments for the entry into force of the Protocol
– i.e. when the Protocol will become binding
on States or regional economic integration
organizations (REIOs). Procedures for ratifi-
cation, accession, acceptance or approval of
the Protocol will vary according to the

domestic requirements of the State con-
cerned. However, in each case, in order to
become bound by the Protocol, a State or
REIO will need to deposit an instrument of
ratification, accession, acceptance or ap-
proval with the Depositary of the Protocol:
the United Nations Secretary General.

736. Two separate issues are addressed in Article
37:

� when the Protocol itself enters into force
as a binding legal instrument (Article
37(1)); and

� when the Protocol enters into force, or
becomes binding, on individual States
(Article 37(2)).

737. Article 37(1) determines the date of entry into
force of the Protocol itself. This is 90 days
after 50 Parties to the CBD have deposited
their instrument of ratification or acceptance,
approval or accession with the Depositary. In
accordance with Article 41 CBD, the
Secretary General of the United Nations
(UN) is the Depositary of the Protocol. In
practice, instruments of ratification, acces-
sion, acceptance or approval will be lodged
with the Treaty Division of the UN Office of
Legal Affairs at UN Headquarters in New
York, USA.

738. For the first 50 States that have ratified, ap-
proved or acceded to the Protocol, the
Protocol will enter into force in accordance
with Article 37(1).

739. Under Article 37(2), the date of entry into
force for States depositing their instruments

of ratification, accession or approval after the
Protocol itself has entered into force will
vary, according to the specific situation of
that State, as follows:

� If the State is already a Party to the CBD,
the Protocol will enter into force 90 days
after the deposit of its instrument of
ratification, acceptance, approval or
accession to the Protocol. This is also the
case if a State becomes a Party to the CBD
during this period.

� If the State is not already a Party to the
CBD, then even if it deposits the required
instrument of ratification, etc. under the
Protocol, the Protocol will only enter into
force for it on the date that it becomes
bound by the CBD – i.e. in order to
become a Party to the Protocol, the CBD
must also be in force for that State This
follows from the CBD requirement that
only a Party to the CBD may become a
Party to its Protocols (Article 32(1)CBD).

740. Once the Protocol has entered into force for a
particular State or REIO, then that State or

REIO is described as a Party to the Protocol.
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Article 38. Reservations

No reservations may be made to this Protocol.

741. A reservation is a formal declaration by a
State, at the time it initiates action needed to
become a Party to an international treaty,
whereby it announces that it does not con-
sider itself bound by one or more of that
treaty’s provisions. Reservations must be
clearly enunciated and cannot be made at a
later date. They may, however, be with-
drawn.

742. The text of any international treaty may re-
strict the right to make reservations, and the
Protocol has done this by excluding reser-
vations altogether – as is the case for the CBD
(see Article 37 CBD). States that become
Parties to the Protocol must therefore accept
all its provisions as binding.
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Article 39. Withdrawal

1. At any time after two years from the date on which this Protocol has entered into
force for a Party, that Party may withdraw from the Protocol by giving written
notification to the Depositary.

2. Any such withdrawal shall take place upon expiry of one year after the date of its
receipt by the Depositary, or on such later date as may be specified in the
notification of the withdrawal.

743. A Party to an international treaty may with-
draw from it as prescribed by the treaty itself.
The Protocol provisions concerning with-
drawal are similar to those prescribed by the
CBD (see Article 38 CBD).

744. In addition, under Article 38 of the CBD,
withdrawal from the CBD itself automatically

triggers withdrawal from any Protocol to which
the State concerned is also a Party. This follows
from the requirement under Article 32 of the
CBD that only Parties to the CBD may be
Parties to the Protocol.
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Article 40. Authentic texts

The original of this Protocol, of which the Arabic, Chinese, English, French, Russian
and Spanish texts are equally authentic, shall be deposited with the
Secretary-General of the United Nations.

745. All authentic texts of an international instru-
ment are equally authoritative. The terms of
the instrument are presumed to have the same
meaning in each authentic text.

746. Cases of discrepancies between authentic
language versions may, however, sometimes

occur. These may be resolved by negotiation,
and amendment of one or more versions.

747. The Protocol was negotiated and adopted in
the six official languages of the United
Nations and of the CBD.
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Annex I. Information required in notifications
under Articles 8, 10 and 13

748. Annex I sets out the minimum information
that notifications under Articles 8
(Notification), 10 (Decision Procedure) and
13 (Simplified Procedure) of the Protocol
must contain. Under Article 8, the Party of
export is responsible for providing, or for
requiring the exporter to provide, this in-

formation to the competent national
authority of the Party of import. Under
Article 10(3)(c), the Party of import may
request additional information to be
provided by the notifier in accordance with
Annex I.

(a) Name, address and contact details of the exporter.

(b) Name, address and contact details of the importer.

749. The name and address of the exporter and
importer are to be specified; these will gen-
erally be “corporate entities” rather than

individuals. The exporter and importer are
defined in Article 3 (d) and (f).

(c) Name and identity of the living modified organism, as well as the domestic clas-
sification, if any, of the biosafety level of the living modified organism in the State
of export.

750. A formal identification of the LMO is re-
quired. There may be many varieties of a
particular organism on the market, each pos-
sibly distinct, uniform and stable. It must be
possible to identify the specific LMO in ques-
tion. A formal identification of the LMO
could include any unique identification of the
living modified organism that may have been
ascribed to it, under any system that may be
developed for this purpose (see Box 34).

751. Some States define a system of “biosafety
levels” according to which some LMOs may
be classified, according to various factors.
Each biosafety level prescribes general levels
of risk, and may also prescribe general re-
quirements for handling.

752. An example of a classification of biosafety
levels is given in EC Directive 90/219, as
amended by Directive 98/81/EC, on contain-
ed use where risk and containment levels for
genetically modified organisms are described
as follows:

Class 1: activities of no or negligible risk,
that is to say activities for which
level 1 containment is appropriate to
protect human health as well as the
environment;

Class 2: activities of low risk, that is to say
activities for which level 2 con-
tainment is appropriate to protect
human health as well as the environ-
ment;

Class 3: activities of moderate risk, that is to
say activities for which level 3 con-
tainment is appropriate to protect
human health as well as the environ-
ment;

Class 4: activities of high risk, that is to say
activities for which level 4 contain-
ment is appropriate to protect human
health as well as the environment.

753. It would be possible to designate similar
levels for organisms introduced into the en-
vironment ranging from those unlikely to im-
pact upon either the environment or human
health to those that might be expected to have
serious adverse effects on the environment or
human health.

754. Where a Party of export applies a system of
biosafety levels, the domestic classification
of the LMO should be provided as part of the
information required under Annex I. It is un-
clear why the Protocol uses the term “State of
export” here rather than “Party of export.
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(d) Intended date or dates of the transboundary movement, if known.

755. The information given here will provide
countries of import with an indication of the
date or dates, if known, on which the notifier
would like the transboundary movement to
take place, subject to approval being granted
by the Party of import. This information is
provided to assist Parties of import in moni-
toring imports of LMOs, including LMOs
that are subject to the simplified procedure
set out in Article 13.

756. On the exporter’s side, there may be con-
straints on the timing due to, for example, a
growing season and the need to begin the use
of the LMO at a particular time of the year, or
delay for up to one year. The latest date on
which the exporter would like to have the
LMO in place may, therefore, be of signi-
ficance.

(e) Taxonomic status, common name, point of collection or acquisition, and chara-
cteristics of recipient organism or parental organisms related to biosafety.

(f) Centres of origin and centres of genetic diversity, if known, of the recipient
organism and/or the parental organisms and a description of the habitats where
the organisms may persist or proliferate.

(g) Taxonomic status, common name, point of collection or acquisition, and charac-
teristics of the donor organism or organisms related to biosafety.

757. Paragraphs (e)–(g) require provision of the
basic data concerning identification of the
organisms that are recipients of any trans-
ferred genetic material, and/or of parental
organisms, and of those that are used as do-
nors of genetic material. Parental organisms
include, first, those that are involved in any

crosses that incorporate LMO traits, includ-
ing any non-LMOs which may be involved in
such crosses; and secondly, those organisms
which are involved in cell fusion. Donor or-
ganisms include all organisms from which
genetic material is used to form a gene con-
struct (see Box 16).

Taxonomic status

758. Taxonomic status refers to the biological
classification of the organism, using the in-
ternationally agreed conventions of biologi-
cal nomenclature. Organisms are classified
into families, genera within those families,
and species within each genus. Species may
be further classified into sub- species, varie-
ties, cultivars, strains, or other sub-categories.
The classification reflects evolutionary re-
lationships: species within a genus are more
closely related to each other than to species in

other genera, and species and genera within a
family are more closely related to each other
than to those in other families. The scientific
or Latin names of organisms are formally
accompanied by abbreviated lists of
“authorities” which identify the taxonomists
who have made the classification: this pro-
vides information that shows if changes may
have been made to the classification as a
result of new information concerning evolu-
tionary relationships.

Common name

759. Common name refers to the names by which
organisms are commonly known, other than
their biological or Latin names. Common
names for the same organism may vary from
area to area: for example, Zea mays (Family:
Graminea) is known commonly as maize in

Europe, but as corn in North America;
Brassica napus sub-species oleifera (Family:
Brassicaceae) is known commonly as oil seed
rape in Europe, but as canola in North
America.

Point of collection or acquisition

760. Article 15 of the CBD requires that access to
genetic resources shall be subject to the prior
informed consent of the Party providing such
resources. This provision within the Protocol

to provide information on the point of col-
lection or acquisition, makes it possible to
ensure that such consent has been provided.
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Characteristics … related to biosafety

761. Characteristics related to biosafety would
suggest that the information to be provided
may be expected to cover any characteristics
already identified by the Party of export and/
or the exporter that may be related to possible
adverse effects identified in a risk assess-

ment, or as a result of observations subse-
quent to a risk assessment, and any other
known characteristics which may represent
risk of possible adverse effects in the po-
tential receiving environment.

Centres of origin and centres of genetic diversity, if known, of the recipient organism
and/or the parental organisms and a description of the habitats where the organisms may
persist or proliferate

762. A centre of origin is the term used to describe
the area where a particular organism was first
domesticated and brought into use by hu-
mans. The centre of origin for sheep is in the
Middle East; the centre of origin for potatoes
is in the Andes. Centres of origin may still
retain a very high diversity of the genetic
resource base and related wild relatives from
which the organism concerned was domes-
ticated.

763. A centre of genetic diversity is the term used
to describe an area where there is a high
diversity present amongst a particular group
of related species – either within a family,
genus, or of sub-species, varieties, cultivars,
strains, or other sub-categories within a
species. Mexico, for example, is recognized
as a centre of genetic diversity for maize.

764. Because of the importance of the genetic di-
versity in centres of origin or of diversity,
efforts may be in place to conserve and pro-
tect them and the genetic resources which

they contain. Many such centres are found in
developing countries. During the negotiation
of the Protocol countries which host such
centres stressed the importance of the genetic
resources which they contain for their do-
mestic agriculture, and for the world as a
whole, and called for the specific biosafety
issues in relation to such centres to be refer-
enced in the Protocol. The level of diversity
amongst closely related species may lead to a
higher likelihood of gene transfer from a
LMO of a similar species to naturally- occur-
ring, wild or cultivated relatives which may
be present with a higher frequency in centres
of genetic diversity or origin than elsewhere.
Therefore the introduction of a LMO of a
similar species to naturally-occurring, wild,
or cultivated relatives in centres of origin or
genetic diversity, and any possible adverse
effects in the context of such centres, may
need to be given particular attention in a risk
assessment.

A description of the habitats where the organisms may persist or proliferate

765. Organisms generally tend to grow and repro-
duce better in some habitats than in others.
This depends on a variety of ecological fact-
ors, including climatic conditions, the pre-
sence or absence of predators, disturbance or
particular stress factors. If a LMO is intro-
duced into habitats where the recipient or-
ganism and/or the parental organisms may

persist or proliferate, then it may be expected
that the LMO may also have the potential to
persist or proliferate in such habitats. The
provision of information on such habitats
may help in identification of possible adverse
effects that may need to be given particular
attention in a risk assessment.

(h) Description of the nucleic acid or the modification introduced, the technique used,
and the resulting characteristics of the living modified organism.

Description of the nucleic acid … introduced

766. It is important that a description of the nucleic
acid introduced into the recipient organism be
available. It provides information about all the
genes including control elements that have act-
ually been introduced, for example, through the
use of a gene construct (see Box 16). In
general, if there is introduced nucleic acid, then

it will contain a number of elements with func-
tions important to the production of a gene
product; to the amount of gene product pro-
duced and the organelles or tissues in which the
genes are expressed; to the selection of the
modified organisms from amongst those that
have not been successfully modified; and other
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control elements which are part of genes. These
are important in considering how the intro-
duced genetic information may be expressed in
the modified organism.

767. It should be noted that in most cases, al-
though the complete sequence of the intro-
duced nucleic acid or gene construct is
known, the sequence of the genome into
which it is placed is not known. In general
more than one copy of the introduced nucleic
acid may occur in the new organism. Multi-
ple copies may affect the introduced genes,
either reducing or increasing their activity,
and therefore further affect the characteristics
of the modified organisms.

768. The information to be provided is a descript-
ion of the nucleic acid introduced into the

recipient organism in order to modify that
organism to create a LMO – this relates to the
use of in vitro nucleic acid techniques. How
the description is to be made is not specified,
but it may be assumed that the description
would include details of the genetic material
introduced, such as the sequence of nucleo-
tides along with details of the origin of the
various parts of the sequence from donor or-
ganisms, or from chemical synthesis or modi-
fication, and the functions of those parts. In
some cases, rather than simply extracting a
gene from one organism and then introducing
it into a recipient, laboratory modifications
may be made artificially to attempt to im-
prove the manner in which that gene is
expressed in the recipient organism.

Description of … the modification introduced

769. Introduction of nucleic acid into the recipient
organism is intended to produce modifica-
tions to that recipient resulting in a LMO.
Information is to be provided on the modi-
fication that is introduced in the LMO. Intro-
duction of the same nucleic acid sequence to
cells of the same recipient can result in a
range of different effects for reasons that are
not fully understood, but which may in part
be related to the way in which the introduced
nucleic acid becomes associated with the ge-
nome of different recipient cells.

770. Where cell fusion is used to introduce modi-
fications to produce a LMO, it is unlikely that
detailed information will be available on the
sequences of the nucleic acids involved in the
modifications that result, since the technique
results in exchange and possible recombi-
nation and segregation of genes and chromo-
somes. In such cases, information may only
be available concerning the modifications in-
troduced.

The technique used

771. As defined in the Protocol, modern biotech-
nology refers to application of in vitro nucleic
acid techniques, or of techniques for fusion of
cells beyond the taxonomic family. Within
these categories there are many variants and
different types of techniques: the particular
technique used in producing a LMO may

affect the nature of the modification intro-
duced, its stability, or other aspects of the
modification. Annex I(h) requires informa-
tion on the technique used to introduce the
nucleic acid and/or modification to be pro-
vided.

The resulting characteristics of the living modified organism

772. This refers to the characteristics that result
from the nucleic acid and/or the modification
introduced to produce a LMO. The resulting
characteristics refer to the actual character-
istics that result from the introduction of the
nucleic acid or modification, which may dif-
fer in degree and detail from the character-
istics that it was intended to introduce. For
example, in the modification of trout, through
in vitro nucleic acid techniques, to create
genetically modified trout that express high

levels of growth hormone, considerable vari-
ation can be found between the growth of the
different recipient individuals and their off-
spring. The resulting characteristics of the
introduced modification include expression
of growth hormone at a particular level, a
particular growth rate, any effects that may
have resulted concerning maturation, repro-
duction, etc. in the trout, and the spread or
variability in the way these characteristics are
manifest in different individuals.
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(i) Intended use of the living modified organism or products thereof, namely, pro-
cessed materials that are of living modified organism origin, containing detectable
novel combinations of replicable genetic material obtained through the use of
modern biotechnology.

773. Information is required on the intended use(s)
of the living modified organism, or the pro-
ducts of the LMO. The information concern-
ing products of LMOs is only required in
relation to products that contain detectable
novel combinations of replicable genetic ma-
terial obtained through the use of modern
biotechnology. This reflects concern that the
genetic material in products might, under
some circumstances, be transferred in a via-
ble state to other organisms, resulting in their
transformation by that novel genetic material.
If genetic material is present, it may be
capable of being replicated under some cir-
cumstances (e.g. if it is taken up by an or-
ganism and enters its cells) if introduced into
another organism.

774. Depending on processing, nucleic acids may
be removed from purified products during the

processing steps. If nucleic acids containing
the novel combination of genetic material are
not present in a product, there can be no risk
of transfer of a genetic modification to an-
other organism. Therefore information con-
cerning a processed product that does not
contain detectable novel combinations of
replicable genetic material is not required.
Products vary in their nucleic acid content.
For example, refined sugar is highly purified
and does not contain nucleic acids under nor-
mal conditions; flour obtained by milling of
grain will contain nucleic acids; oils obtained
by various methods of extraction may gen-
erally contain some nucleic acids, often as
short sequences of nucleotides (less than 50
nucleotides in length), but under some con-
ditions as longer sequences that may be equi-
valent to the length of some genes.

(j) Quantity or volume of the living modified organism to be transferred.

775. The quantity, volume or amount of a LMO
that it is intended to transfer, may affect the
level and exposure of the potential receiving
environment to the LMO. The way in which
this information is provided may vary ac-
cording to the type of LMO concerned –
examples of the type of information that

might be provided could include: 5000ml of a
107 bacteria per ml suspension; 5 tonnes of
seed; 20 individuals (e.g. fish).

776. Any differences in level and exposure to the
LMO concerned need to be taken into ac-
count in the risk assessment.

(k) A previous and existing risk assessment report consistent with Annex III.

777. The availability of any existing or previous
risk assessments provides the Party of import
with a point of reference for their own risk
assessment. Existing or previous risk assess-
ments, while containing information relevant
to release of the LMO concerned, may not

provide a complete picture as the receiving
environment into which the release is to oc-
cur, and the biodiversity it contains, may be
very different from those for which previous
risk assessments have been performed else-
where.

(l) Suggested methods for the safe handling, storage, transport and use, including
packaging, labelling, documentation, disposal and contingency procedures, where
appropriate.

778. If an organism has been used elsewhere, con-
ditions for its handling etc. may have been
specified following a previous risk assess-
ment and would provide information that
could be of assistance on these issues to the
Party of import. Information is required on

suggested methods for safe handling, storage,
transport and use, including any requirements
that may be necessary according to specific
circumstances in the Party of import and/or
the intended use of the LMO in the Party of
import.

(m) Regulatory status of the living modified organism within the State of export (for
example, whether it is prohibited in the State of export, whether there are other
restrictions, or whether it has been approved for general release) and, if the living
modified organism is banned in the State of export, the reason or reasons for the
ban.
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(n) Result and purpose of any notification by the exporter to other States regarding
the living modified organism to be transferred.

779. The purpose of paragraphs (m) and (n) is the
sharing of information on action taken in the
Party of export, and in other States, in relation
to the LMO concerned. It is, for instance,
important that Parties of import are aware of
any restrictions that any other countries may

have imposed on the use of these organisms
within their territories and their reasons for
this, so that similar considerations may be
assessed by the Party of import in its risk
assessment and/or in the decision procedure.

(o) A declaration that the above-mentioned information is factually correct.

780. This declaration must be supplied by the noti-
fier, which will be either the Party of export
or the exporter as set out in Article 8(1). It
should be recalled that, if the Party of export
requires the information to be provided by the

exporter, then Article 8(2) requires the Party
of export to ensure that there is a legal re-
quirement for the accuracy of information
provided by the exporter.
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Annex II. Information required concerning living
modified organisms intended for direct
use as food or feed, or for processing
under Article 11

781. Annex II sets out the information required in
relation to Article 11 (Procedure for LMO-
FFPs). It is similar to that set out in Annex I,
and is designed to serve the same purpose,
except that the information in this case is to
be provided to all Parties generally through
the Biosafety Clearing-House. Most of the
comments provided relating to the provisions

of Annex I apply similarly to the equivalent
provisions of Annex II, except that it is recog-
nized that LMOs intended for direct use as
food or feed, or for processing, are not in-
tended for release into the environment, and
that, therefore, it is only where they are inad-
vertently or accidentally released that they
might pose a problem to the environment.

(a) The name and contact details of the applicant for a decision for domestic use.

(b) The name and contact details of the authority responsible for the decision.

782. The “applicant” here is the person or entity
that submits an application relating to the
domestic use of a LMO-FFP in the Party that

makes a final decision on such use under
Article 11. The “authority” in paragraph (b)
is the relevant authority of that Party.

(c) Name and identity of the living modified organism.

783. See commentary on Annex I(c). Annex II(c)
differs from Annex I(c) in that it does not
include a specific requirement for the do-
mestic classification, if any, of the biosafety
level of the LMO in the country where the

decision is made. However, any information
on this may be required and provided as part
of information provided under Annex II(i), (j)
and/or (k) below.

(d) Description of the gene modification, the technique used, and the resulting charac-
teristics of the living modified organism.

784. See commentary on Annex I(h). Annex II(d)
differs from Annex I(h) in its reference to the
“gene modification”, rather than to the
“nucleic acid or the modification intro-
duced”. However, since genes are lengths of

nucleic acid, the difference in wording be-
tween Annex II(d) and Annex I(h) is not
significant, and the same information is to be
provided in relation to both of the provisions.

(e) Any unique identification of the living modified organism.

785. Work is underway to develop an international
system of unique identifiers that would apply
to each individual modification. The unique
identifier system is similar in concept, for
example, to the ISBN system for book pub-
lishing. The unique identifier would take the
form of a code that would then provide a link
to a database which would include full in-
formation about the specific modification to

which the unique identifier referred.
Guidance on an unique identifier for trans-
genic plants has been developed by an OECD
working group (see Box 34).140 Further
information on progress on development of a
unique identifier system for the Protocol can
be found through the Biosafety Clearing-
House website.
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786. Under the unique identifier system, an iden-
tifier would be given to each modification
event. For example, modification of a plant
by introduction of the Bt toxin gene into two
different individuals of the same species
would represent two separate modification
events, each of which, if commercialized as
LMO-FFPs, would be allocated a unique
identifier. If, for example, a cross were to be
made between a LMO containing a Bt toxin
gene modification and a LMO containing a
herbicide resistance gene modification, the
resultant LMO progeny from that cross
would contain two separate modifications,
which would therefore be indicated by the

use of the two relevant unique identifiers.
Alternatively, a further unique identifier
could be allocated for the particular
combination of modifications created by
such a cross.

787. The system for unique identifiers, when it is
developed and implemented, will assist the
identification and monitoring of LMO-FFPs
that have been approved by one or more
national authorities, and will also assist the
flow of information between Parties and their
competent authorities, and with the public.

(f) Taxonomic status, common name, point of collection or acquisition, and charac-
teristics of recipient organism or parental organisms related to biosafety.

788. See commentary on Annex I(e).

(g) Centres of origin and centres of genetic diversity, if known, of the recipient
organism and/or the parental organisms and a description of the habitats where
the organisms may persist or proliferate.

789. See commentary on Annex I(f).

(h) Taxonomic status, common name, point of collection or acquisition, and charac-
teristics of the donor organism or organisms related to biosafety.

790. See commentary on Annex I(g).

(i) Approved uses of the living modified organism.

791. Information on approved uses of the LMO
may also be expected to include information
on any restrictions or conditions that the au-
thority responsible for the decision (as

described under Annex II(b)) may have set in
giving approval for particular uses of the
LMO. (See also commentary on Annex
I(m)).

(j) A risk assessment report consistent with Annex III.

792. See commentary on Annex I(k).

(k) Suggested methods for the safe handling, storage, transport and use, including
packaging, labelling, documentation, disposal and contingency procedures, where
appropriate.

793. See commentary on Annex I(l).
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Annex III. Risk assessment

794. This Annex provides details on the risk
assessment required under Article 15 of the
Protocol, in particular regarding:

� objective of risk assessment;

� use of risk assessment;

� general principles for risk assessment;
and

� methodology for risk assessment.

Objective

1. The objective of risk assessment, under this Protocol, is to identify and evaluate
the potential adverse effects of living modified organisms on the conservation
and sustainable use of biological diversity in the likely potential receiving
environment, taking also into account risks to human health.

795. Assessment of risk is intended to identify and
evaluate potential adverse effects of LMOs
on the conservation and sustainable use of
biological diversity taking also into account
risks to human health.

796. Risk assessment is linked to the likely poten-
tial receiving environment. It will often be
necessary to assess risks of potential adverse
effects of LMOs at various stages of their
development and use, in relation to the poten-
tial receiving environment e.g. at the field test
stage, and again before permitting the wide-
spread release or marketing of LMOs.

797. Risk assessments will need to take into
account new developments in applications of
modern biotechnology – for example, some
LMOs are designed to produce pharmaco-
logically active compounds and industrial
feedstocks, and in the future LMOs may be
designed to produce a range of other com-
pounds. Risk assessments will need to con-
sider the possible impact on biological
diversity and on human health in these cir-
cumstances, and identify the measures need-
ed to avoid or minimize risk.

Use of risk assessment

2. Risk assessment is, inter alia, used by competent authorities to make informed
decisions regarding living modified organisms.

798. The main purpose of risk assessment under-
taken in accordance with this Annex and
Article 15 is to provide information to be
taken into account in the decision procedure
under Article 10, and to provide a basis for
risk management mechanisms, measures and
strategies under Article 16 on risk manage-
ment.

799. Thus, the risk assessment is to be used by
Parties in order to make informed decisions
as to whether or not to approve an import of
the LMO concerned, and whether or not to
attach any conditions, including require-
ments for risk management measures, to any
approval. It is also to be used in relation to

Article 11 on LMO-FFPs. In relation to
Article 11, Annex II calls for a risk
assessment report consistent with Annex III
to be made available; and under Article 11(6)
a Party without a domestic regulatory frame-
work for LMO-FFPs may make a decision on
import of a LMO-FFP on the basis of a risk
assessment undertaken in accordance with
Annex III.

800. Parties which lack adequate human, technical
or other capacity relevant to risk assessment
may utilize assistance through the roster of
experts established under COP decision EM-
I/3.

General principles

3. Risk assessment should be carried out in a scientifically sound and transparent
manner, and can take into account expert advice of, and guidelines developed
by, relevant international organizations.
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801. The points covered in this provision are dis-
cussed in the commentary on Article 15,
which includes consideration of the relevant
scientific expertise that may be needed in
carrying out a risk assessment. (See com-
mentary on Article 15(1)).

802. The statement that risk assessment should be
carried out in a “scientifically sound and trans-
parent manner” suggests that risk assessment is
to be undertaken in a systematic way, and that
each risk assessment should provide sufficient
information to enable others to repeat the
stages of the risk assessment independently.

803. Annex III(3) refers to the possibility that
expert advice of and guidelines developed by
international organizations may be relevant
and be taken into account in the course of risk
assessment. Examples of such advice and
guidance would include the UNEP Technical
Guidelines on Biosafety, and the work of the
OECD in relation to biosafety. Existing or
future work of other international or regional
organizations may also be relevant.

804. Parties may also call on the Protocol’s roster
of experts for advice and guidance to assist
them in undertaking risk assessments.

4. Lack of scientific knowledge or scientific consensus should not necessarily be
interpreted as indicating a particular level of risk, an absence of risk, or an
acceptable risk.

805. This is a reflection of the precautionary ap-
proach in relation to risk assessment. With
regard to biosafety, it may be that there are
gaps in the information available in relation
to some aspects of risk assessment. For ex-
ample, where ecological issues are being con-
sidered, and/or where the number of variables
may be such as to make prediction difficult or
virtually impossible. In some circumstances,
data needed may be absent or even unobtain-
able (see commentary on Article 15(1)). The
risk assessment might result in the identi-
fication of areas that need further research, or
may indicate that even where further research

is identified, the risk assessment may remain
equivocal.

806. Such circumstances are addressed in Article
10(6) and 11(8), which allow a Party of
import to take a decision in these circum-
stances, in order to avoid or minimize po-
tential adverse effects.

807. Annex III(4) also recognizes that where there
may be a lack of scientific knowledge or
consensus on relevant issues, different
countries may legitimately decide to make
different choices in relation to the accept-
ability of any given level or type of risk.

5. Risks associated with living modified organisms or products thereof, namely,
processed materials that are of living modified organism origin, containing
detectable novel combinations of replicable genetic material obtained through
the use of modern biotechnology, should be considered in the context of the risks
posed by the non-modified recipients or parental organisms in the likely
potential receiving environment.

808. This provides a point of reference for risk as-
sessment. To assess the behaviour of a LMO in
any environment requires extensive observa-
tion and testing. It may assist in the assessment
of the possible adverse effects and associated
risks of LMOs, if it is possible to consider the
risks posed by the similar, non-modified
varieties of the same organism, or the parental
organisms, for example, through an under-
standing of the habitats where those organisms
may persist or proliferate.

809. Annex III(5) includes a requirement for con-
sideration of the risks posed by processed
materials that are not themselves LMOs but
which still contain “detectable novel com-
binations of replicable genetic material”. Pro-
cessed materials that as a result of processing
do not contain genetic material, even though

they contain the LMO product, are not re-
quired to be considered. For example, flour
made from seeds of an LMO will still contain
genes that might in some circumstances be
replicable, and would therefore need to be
considered in the risk assessment; refined
sugar, however, would not normally contain
genetic material, and would therefore not
need to be considered by the risk assessment.

810. Processed LMO materials contain LMO pro-
ducts, even where the nucleic acid is not
present itself – for example, if the oil content
and composition of an oilseed has been modi-
fied through genetic modification, then the
extracted oil will exhibit the new character-
istics whether or not the nucleic acid is pre-
sent in the final product. If this is for food or
feed, then allergenic properties of the LMO
product(s) may be important. If a modified
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organism has been modified to produce
pharmacologically active compounds, then
the presence of those compounds rather than

only the nucleic acid alone will be important
to any risk assessment. (See also commentary
on “products thereof” under Annex I (i)).

6. Risk assessment should be carried out on a case-by-case basis. The required
information may vary in nature and level of detail from case to case, depending
on the living modified organism concerned, its intended use and the likely
potential receiving environment.

811. The case-by-case basis is fundamental to risk
assessment of LMOs. A case-by-case approach
is one where each release of a LMO is con-
sidered relative to the environment in which the
release is to occur, and/or to the intended use of
the LMO in question. A risk assessment per-
formed for a particular LMO intended to be
introduced to one environment may not be suf-
ficient when assessing the possible adverse
effects that may arise if that LMO is to be
released under different environmental

conditions, or into different receiving environ-
ments. A risk assessment performed for a par-
ticular use of a particular LMO may not be
sufficient when assessing the possible adverse
effects that may arise if that LMO is to be used
in different ways. Because of this, it is im-
portant for each case to be addressed separate-
ly, taking into account specific information on
the LMO concerned, its intended use, and its
potential receiving environment.

7. The process of risk assessment may on the one hand give rise to a need for
further information about specific subjects, which may be identified and
requested during the assessment process, while on the other hand information
on other subjects may not be relevant in some instances.

812. As each risk assessment proceeds, it may
become apparent that further information is
needed on certain subjects, while information
that may be available concerning other sub-
jects may not be relevant in certain cases.
One example of where further information
may be needed is where a risk assessment
carried out in relation to one receiving en-
vironment is used as a point of reference for a
risk assessment relating to release of the same
LMO into a different receiving environment.

Differences between the receiving environ-
ments may mean that the profile of risks to be
considered, and their likelihood and conse-
quences, are also different. Further inform-
ation may therefore be required in order to
assess risks in relation to the potential re-
ceiving environment. This information might
be obtained through various means, including
through the undertaking of more research,
monitoring, or assistance from experts.

Methodology

813. This section of Annex III sets out the meth-
odology for risk assessment to be used in the
context of the Protocol. Some general

comments on risk assessment are made in the
commentary on Article 15.

8. To fulfil its objective, risk assessment entails, as appropriate, the following
steps:

(a) An identification of any novel genotypic and phenotypic characteristics associated
with the living modified organism that may have adverse effects on biological
diversity in the likely potential receiving environment, taking also into account
risks to human health

814. The risk assessment entails identification of
each adverse effect that may arise from mod-
ification of the genotypic and/or phenotypic

characteristics of the LMO and its introduction
to a potential receiving environment, taking
into account risks to human health.
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(b) An evaluation of the likelihood of these adverse effects being realized, taking into
account the level and kind of exposure of the likely potential receiving
environment to the living modified organism

815. Once the possible adverse effects have been
identified, the likelihood of each of these
being realized is to be evaluated.

(c) An evaluation of the consequences should these adverse effects be realized

816. The evaluation of the consequences of pos-
sible adverse effects, should they occur, is
undertaken separately from the evaluation of
the likelihood of those adverse effects occur-
ring. The consequences of adverse effects,
should they occur, may take many forms,
including damage to biodiversity, damage to
genetic resources, damage to livelihoods,

damage to agriculture, etc., and also include
the magnitude of any damage. The conse-
quences may arise either directly as a result of
the adverse effect occurring, or indirectly
through a chain of events as a result of the
occurrence of the adverse effect. Adverse ef-
fects may arise in the short-term, or may only
become apparent on a longer time-scale.

(d) An estimation of the overall risk posed by the living modified organism based on
the evaluation of the likelihood and consequences of the identified adverse effects
being realized

817. Estimation of the overall risk brings together
both the evaluation of the likelihood that a
possible adverse effect may occur, and conse-
quences of the identified adverse effect
should it occur. Risk may be expressed quali-
tatively or quantitatively in risk assessments.

Estimation of overall risk will also need to
take into account the precautionary approach
that is embodied in the Protocol’s objective,
and to highlight areas of uncertainty, for ex-
ample where there is a lack of knowledge
concerning aspects of key risk.

(e) A recommendation as to whether or not the risks are acceptable or manageable,
including, where necessary, identification of strategies to manage these risks

818. Annex III(8)(e) requires a recommendation,
made by those undertaking the risk assess-
ment, as to whether or not the risks of poten-
tial adverse effects that have been identified
in the risk assessment are acceptable, or man-
ageable – and if so how. The recommenda-
tion will be considered by the decision
makers in reaching their decision on import.

819. No definition of, or methods for assessing,
acceptability or manageability are provided
in the Protocol.

820. Considering the acceptability of a given risk
is complex, and may involve many factors. A
potential adverse effect which has a low

likelihood of occurrence, but which would
have serious consequences in the (unlikely)
event that it should occur, may be less accept-
able than a potential adverse effect which has
a high likelihood of occurrence, but which
would have only small consequences in the
(likely) event that it should occur, even if the
overall estimate of risk in both instances were
similar. It is therefore important to consider
acceptability in the context of both nature of
the risk, and the nature of the consequences.
Furthermore a level of risk which might not
be acceptable in one Party or region, may be
acceptable in others elsewhere. (See also
Appendix, paragraphs 905–908).

(f) Where there is uncertainty regarding the level of risk, it may be addressed by
requesting further information on the specific issues of concern or by
implementing appropriate risk management strategies and/or monitoring the
living modified organism in the receiving environment

821. Paragraph (f) suggests that it may be possible
to address uncertainties concerning a particu-
lar level of risk by obtaining further inform-
ation – to seek to resolve the uncertainty – or
by implementing appropriate risk manage-
ment strategies.

822. It may also be possible to address uncertainty
by monitoring the LMO in the receiving en-
vironment. This would provide further inform-
ation on the LMO, and should any adverse
effects be detected, would enable additional
appropriate risk management measures to be
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instituted. In many cases, monitoring of the
LMO may be required in any case for regu-
latory purposes once approval has been given
for its use and environmental release.

823. It may be relevant to consider these possi-
bilities in formulating recommendations under
Annex III(8)(e). This provision may be taken

into consideration along with other provisions
– such as that of Annex III(6) – that set out the
need that may arise for further information to
be obtained in order to complete the risk as-
sessment, and does not obviate the importance
of obtaining such information prior to a de-
cision being made under the decision pro-
cedure in Article 10.

Points to consider

9. Depending on the case, risk assessment takes into account the relevant technical
and scientific details regarding the characteristics of the following subjects:

824. Annex III(9) sets out a range of factors that
may need to be considered in a risk assess-
ment, depending on the particular case. Not
all points will necessarily be relevant to every
case. Other subjects may also need to be
considered depending on the specific case.
Technical and scientific information relevant
to the case being considered is required,
including information supplied in the noti-
fication under Annex I.

825. Where a need for further information is
identified during the risk assessment,
obtaining this information may, as
appropriate, require further research, testing,
field trials, expert advice or other activities,
in order to provide sufficient technical and
scientific details regarding the characteristics
of the subjects listed in paragraphs 9(a)–(h).
(See also commentary on Annex III (6)).

(a) Recipient organism or parental organisms. The biological characteristics of the re-
cipient organism or parental organisms, including information on taxonomic
status, common name, origin, centres of origin and centres of genetic diversity, if
known, and a description of the habitat where the organisms may persist or
proliferate

826. The wording of this paragraph is similar to
that of Annex I(e) and (f).

827. There is one significant difference in the ref-
erence here to “biological characteristics”, and
“characteristics … related to biosafety” refer-
red to in Annex I(e). Biological characteristics
may be assumed to refer to any biological
characteristics, and the wording here would

seem to allow for all such characteristics to be
taken into account in risk assessment, rather
than only the information on characteristics of
LMOs related to biosafety that is to be supplied
under Annex I(e).

828. On the “description of the habitat where the
organisms may persist or proliferate”, see
commentary on Annex I(f).

(b) Donor organism or organisms. Taxonomic status and common name, source, and
the relevant biological characteristics of the donor organisms

829. The wording of this clause is similar to that of
Annex I(g).

(c) Vector. Characteristics of the vector, including its identity, if any, and its source or
origin, and its host range

830. A vector is an organism or object used to
transfer genetic material from a donor or-
ganism to a recipient organism (see also Box
16).141 Paragraph (c) notes the need to take
into account in risk assessment, the charac-
teristics of the vector, its identity, its source
or origin, and its host range. The charac-
teristics of the vector could include its nucleic

acid sequence, as well as any characteristics
concerning the way it interacts with its hosts,
or the way it is used to transfer genetic
material. The identity of the vector will be
given by a standard code or name given to the
vector. The source or origin of the vector
refers to the original source from which the
vector was isolated, and may include the
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laboratory or facility where it was first iso-
lated. The host range describes the range of

organisms (species, or sub-species, etc.) with
which the vector is capable of interacting.

(d) Insert or inserts and/or characteristics of modification. Genetic characteristics of the
inserted nucleic acid and the function it specifies, and/or characteristics of the
modification introduced

831. A similar provision is included in Annex I(h)
(see commentary on Annex I(h)).

832. “Insert” refers to the nucleic acid introduced
into an organism through the application of in
vitro nucleic acid techniques. “Modification”
refers to modifications to the genetic material
introduced by the application of modern bio-
technology – covering in vitro nucleic acid
techniques, and cell fusion techniques.

833. Information concerning the nucleic acid in-
troduced and the function that it specifies is to
be considered. The characteristics of the
modification introduced are also to be con-
sidered, referring to the modifications that are
actually obtained, and not just to what it may
have been intended to obtain, bearing in mind
that introduction of novel genetic material
into an organism may result in a variety of
effects being manifest.

(e) Living modified organism. Identity of the living modified organism, and the dif-
ferences between the biological characteristics of the living modified organism and
those of the recipient organism or parental organisms

834. Information on the differences between the
biological characteristics of the LMO and
those of the recipient organism or parental
organisms, may help in considering how a
LMO may behave in relation to the recipient
organism or parental organisms. Differences
in biological characteristics could cover both
the direct effects of the modification intro-
duced to the LMO that may include

biochemical changes, behavioural changes
and physical or growth changes; and indirect
effects, for example, effects on other or-
ganisms that may feed on or be associated
with the recipient or parental organisms.
Such differences may affect its behaviour,
including its ability to persist and propagate,
in the potential receiving environment.

(f) Detection and identification of the living modified organism. Suggested detection
and identification methods and their specificity, sensitivity and reliability

835. It is important for regulatory authorities to be
able to detect and identify each LMO, and the
product(s) of each LMO, in order to monitor
their transboundary movement, handling and
use. It is generally not possible by visual
inspection to distinguish between LMOs and
non-LMOs of the same species or sub-
species. A range of tests that enable LMOs to
be detected, are available, and are based on
detection of the novel genetic material intro-
duced into a LMO, or on the gene-products

that are produced as a result of incorporation
of that genetic material. Tests to detect LMOs
are continually being developed, and are in-
creasing in their specificity, sensitivity and
reliability.

836. In the absence of specific, sensitive and re-
liable detection and identification methods, it
may be difficult to implement risk man-
agement measures and/or monitoring, effect-
ively.

(g) Information relating to the intended use. Information relating to the intended use of
the living modified organism, including new or changed use compared to the re-
cipient organism or parental organisms

837. Information on the intended use of the LMO
needs to be taken into account in the risk
assessment. However, unlike Annex I(i),
which refers to intended uses of LMOs or
their products, Annex III(g) does not mention
products of LMOs. However, products may
be regarded as an aspect of an intended use,
and since Annex I specifies that information

on products of LMOs is to be provided by the
notifier, it would seem that there is an intent
for such information to be taken into account
in risk assessment and in the decision pro-
cedure. Paragraph (5) of Annex III also refers
to consideration of risks associated with pro-
ducts of LMOs.
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838. Paragraph (g) notes that new or changed use
compared to the recipient organism or pa-
rental organisms may need to be taken into
account. An example of such a new or
changed use is where an organism normally
used for one purpose is modified to be used
for a significantly different purpose, as is the
case with the modification of oil seed rape

(canola) to produce high concentrations of
biochemicals for specific use as feedstocks
for industrial processes, rather than its normal
use to produce oil for food or feed purposes.
Similar considerations apply where organ-
isms are modified so as to produce phar-
maceutically active compounds.

(h) Receiving environment. Information on the location, geographical, climatic and
ecological characteristics, including relevant information on biological diversity
and centres of origin of the likely potential receiving environment

839. A potential receiving environment is an eco-
system or habitat, including humans and ani-
mals, which is likely to come in contact with
a released organism.142

840. The potential adverse effects that may result
from introduction of a LMO into a particular
receiving environment, depend on the inter-
action between the LMO, the physical con-
ditions of the environment, and the other
organisms present in that environment.

841. Relevant information might include:143

� the geographical location of the site, the
identity and any special features of the
receiving environments that expose them
to damage;

� the proximity of the site to humans and to
significant biota;

� any flora, fauna and ecosystems that
could be affected by the release, including

keystone, rare, endangered or endemic
species, potential competitive species and
non-target organisms; and

� the potential of any organism in the po-
tential receiving environment to receive
genes from the released organism.

842. The climatic and ecological characteristics of
the receiving environment, including rele-
vant information on biological diversity and
centres of origin (see commentary on Annex
I(f)) are to be considered when undertaking
the risk assessment.

843. The characteristics of the receiving environ-
ment may affect the way a LMO might be-
have in that environment. They may also
indicate particular sensitivities in the receiv-
ing environment and the organisms its con-
tains, which need to be taken into account.
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Appendix. The Cartagena Protocol and
the World Trade Organization

The purpose of this Appendix

844. The purpose of this Appendix is to describe
the potential interaction between the Protocol
and the rules and institutions of the World
Trade Organization (WTO). It is not the
intention of this Guide, by highlighting the
relationship between the Protocol and the
WTO, to suggest that this interaction will
lead to conflicts or to formal legal disputes.
Instead, this analysis recognizes that Parties
to the Protocol that are also WTO Members
will need to take into account aspects of both
regimes when regulating the intentional
transboundary movement of LMOs. Not all
Parties to the Protocol may be WTO
Members, and WTO rules will not apply to
those Parties. There may be WTO Members
that are not Parties to the Protocol. Such
countries may view WTO rules as being the
only rules that apply to their trade in LMOs
with Parties to the Protocol. If Parties to the
Protocol are aware of the potential inter-
actions between the Protocol and the WTO
they can more effectively endeavour to
ensure that their obligations under both re-
gimes are implemented in a “mutually sup-
portive” manner.

845. This analysis also recognizes, however, that
there are instances where Protocol provisions
either require, authorize, or could provide a
justification for, measures that may slow or
stop the flow of trade in LMOs between
WTO Members. The basic objectives of the
two regimes, one to protect biological diver-
sity, taking also into account risks to human
health, the other to promote free trade, are not
inherently incompatible, but are also not
identical. Thus, although there is no im-
mediately identifiable conflict between what
each regime requires of countries, the fact
that both deal with the same area of activity,
raises a possibility that individual countries
could arrive at different interpretations in the
context of a specific application of their
rights and obligations.

846. This Appendix is structured to respond to a
series of issues and frequently asked ques-
tions that have arisen while the Guide was
prepared. These include:

� What is the WTO?

� Do the Protocol and the WTO overlap?

� What kinds of trade-related measures are
required, authorized or justified under the
Protocol?

� Notification and identification require-
ments.

� Risk assessment procedures.

� Import bans or other trade restrictive
measures.

� Is it relevant whether a trade-related
measure taken under the Protocol is re-
quired or authorized by the Protocol?

� Which WTO Agreement would apply to a
trade-related measure taken under the
Protocol?

� How will the WTO system take into ac-
count the Protocol?

� How might Protocol-based measures be
tested under WTO rules?

� Rules against trade bans: GATT Article
XI.

� Rules against country-based discrimin-
ation.

� Rules against indirect discrimination.

� Exceptions to GATT rules for measures
that protect the environment and human,
animal and plant health.

� Ensuring that measures are “no more
trade restrictive than necessary” under
the Agreement on Technical Barriers to
Trade and Agreement on Sanitary and
Phytosanitary Measures.

� Which WTO rules are relevant to risk
assessment under the Protocol?

� Precaution and risk assessment.

� Socio-economic considerations in risk
assessment.

� Carrying out and funding risk assess-
ment.

� Which WTO rules are relevant to risk
management under the Protocol?

� Which WTO rules are relevant to trans-
parency and timing of decision-making
under the Protocol?

� How might a Protocol-related dispute arise
at the WTO?
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� Could a non-Party to the Protocol chal-
lenge a Protocol-based measure under the
WTO?

What is the WTO?

847. The World Trade Organization is an inter-
governmental organization that is the insti-
tutional successor to the General Agreement
on Tariffs and Trade (GATT). The WTO was
established in 1995 and has a Membership of
144 countries and customs territories, includ-
ing the European Communities. The WTO is
responsible for administering the WTO
Agreements – multilateral trade agreements
that regulate the international trade in goods
and services and the protection of intellectual
property rights. The WTO’s institutions also
provide a forum for the negotiation of new
trade rules, for reviewing the Members’ trade
policies and for the settlement of disputes
among its Members.

848. The WTO’s essential purpose is to liberalize
markets, by removing unnecessary, discrimi-
natory and protectionist barriers to free trade.
The three main WTO Agreements of poten-
tial relevance to the Protocol are the General
Agreement on Tariffs and Trade 1994
(GATT), the Agreement on Technical
Barriers to Trade (TBT Agreement), and the
Agreement on Sanitary and Phytosanitary
Measures (SPS Agreement). At the most
basic level, all three agreements share the
common purpose of ensuring that measures
that affect the trade in products do not dis-
criminate on the basis of a product’s country
of origin in a manner that harms imports, and
that these measures are no more trade re-
strictive than is necessary to achieve the pur-
pose for which they were designed.144 Each
WTO Agreement has detailed rules, and a
growing body of practice that further devel-
ops these rules, including the reports and
recommendations of the WTO dispute settle-
ment system.

849. The WTO Agreements are backed by a com-
pulsory and binding dispute settlement
system that can authorize bilateral trade sanc-
tions. Any Member that feels that benefits it
expected to derive from the WTO
Agreements have been undermined by a
trade-related measure put in place by another
Member can challenge the validity of that
measure through the WTO dispute settlement
procedures. If the Members are unable to
settle their differences by diplomatic means,
a Panel of trade experts will be established to
resolve the dispute. The report of the Panel
can be appealed to the Appellate Body, com-
posed of seven trade law specialists appoint-
ed by the WTO Membership. The WTO
Dispute Settlement Body, a committee of all
the WTO Members, formally reviews all the
(unappealed) Panel reports and the reports of
the Appellate Body. This Dispute Settlement
Body can only reverse the conclusions of
these reports by consensus. This means that
the adoption of Appellate Body and of any
unappealed Panel reports is effectively auto-
matic. The main objective of the WTO dis-
pute settlement system is to ensure that any
trade-related measure that is found to be in-
consistent with WTO rules either is removed
or is amended to be made WTO consistent. If
a Member fails to correct the offending
measure, it can agree, on a temporary basis,
to compensate the affected Member, or it
may be subject to trade sanctions imposed by
the affected Member at a level equivalent to
the continuing harm done by the offending
measure.

Do the Protocol and the WTO overlap?

850. The Protocol and the WTO Agreements over-
lap, as they both contain rules that govern the
international trade in LMOs. The CBD
Parties negotiating the Protocol, most of
which were also WTO Members, were aware
of this overlap and appear to have sought to
design the Protocol in a way that would avoid
conflicts with Parties’ existing commitments

under the WTO. As has been discussed in the
analysis of the Protocol’s preamble, Parties to
the Protocol that are also WTO Members are
encouraged to implement and interpret their
rights and obligations under the Protocol in a
manner that is “mutually supportive” of their
rights and obligations under trade agree-
ments, and vice versa.
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851. In 2001, the WTO Ministerial Conference
agreed, with a view to enhancing the mutual
supportiveness of trade and environment, “to
negotiations, without prejudging their out-
come, on:

…the relationship between existing WTO
rules and specific trade obligations set out in
multilateral environmental agreements
(MEAs). The negotiations shall be limited
in scope to the applicability of such existing
WTO rules as among parties to the MEA in
question. The negotiations shall not preju-
dice the WTO rights of any Member that is
not a party to the MEA in question.”145

It is not yet clear what the implications of
these negotiations, if any, will be for Parties
to the Protocol. The negotiations are sup-
posed to conclude on 1 January 2005 with
report on progress due at the fifth session of
the Ministerial Conference of the WTO in
September 2003. Discussions on this issue
are taking place in the WTO Committee on
Trade and Environment.

852. Although the Protocol and the WTO overlap,
the design of the Protocol has the effect of
limiting its impact on international trade.
Protocol provisions that have the greatest po-
tential impact on trade are limited to the nar-
rowest category of products. The Protocol’s
AIA and risk assessment procedures, which
may provide the basis for trade restrictions,
apply only to the first intentional trans-
boundary movement of LMOs for intentional

introduction to the environment. At present,
this category of LMOs likely represents only
a small proportion of overall international
trade in LMOs. By contrast, the category of
LMOs that likely represents the largest pro-
portion of international trade, LMO-FFPs, is
subject to less stringent measures under the
Protocol, though transboundary movements
of such LMOs may still be subject to similar
domestic regulations of the Party of import.

853. It should also be noted that the Protocol gov-
erns some transboundary movements of
LMOs that are unrelated to international
trade and would thus fall outside the scope of
the WTO. For example, the non-commercial
transboundary movement of laboratory spe-
cimens (e.g. some LMOs destined for con-
tained use), which is within the scope of the
Protocol, but not within the scope of the AIA
procedure (see commentary on Article 6).
Measures regulating such transboundary
movements would probably not be covered
by the WTO, because they are unlikely to
affect international trade. The unintentional
transboundary movement of LMOs through,
for example, the spread of pollen, is covered
by the Protocol but would not be covered by
the WTO. It is, however, possible that a
trade-related measure could be used as a
means of preventing the unintentional trans-
boundary movement of LMOs. Such a
measure would be covered by the WTO.
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What kinds of trade-related measures are required, authorized or justified under the
Protocol?

854. WTO rules will apply only to those
measures taken by a Party under the Protocol
that affect international trade. The Protocol
provides for a number of trade-related
measures. These measures vary depending,
among other things, on whether the product
at issue is a LMO or a LMO-FFP, and on the
intended use to which the LMO is being put.
Some of the trade-related measures can be

described as obligations that are clearly
identified and could be said to be required by
the Protocol. Other trade-related measures
can be said to be authorized under (but not
required by) the Protocol. It is also possible
that a Protocol Party could seek to use the
Protocol to justify a trade-related measure
related to LMOs that is not specifically re-
quired or authorized by the Protocol.



855. There are thus three main categories of trade-
related measures that the Protocol either re-
quires or authorizes its Parties to take:

� Notification and identification requirements

856. Prior to the first intentional transboundary
movement of a LMO into a Party of import
the Party of export has an obligation to notify
or to ensure the notification of the proposed
movement to the Party of import, and to await
the consent of that Party (see Article 8(1)).
The importing Party has a right to demand
such a notification and, presumably, the au-
thority to deny import licences to any ex-
porter that has failed to meet the notification
requirements in Annex I of the Protocol.

857. Article 18 of the Protocol requires all
Parties, prior to export, to identify through

accompanying documentation any LMO-
FFPs that “may contain” LMOs, and to iden-
tify any LMOs intended for intentional intro-
duction into the environment or destined for
contained use as such. The Protocol author-
izes both exporting and importing Parties, to
take measures to ensure this identification
takes place. This requirement is a trade re-
strictive obligation willingly being under-
taken by the Party of export, but that also may
be enforced, through the use of additional
trade-related measures, by the importing
Party.

� Risk assessment procedures

858. The risk assessment procedures under the
Protocol are trade-related measures because
they can delay the approval of the import of a
covered product, and because they can pro-

vide the basis for a decision to ban or restrict
imports under Article 10. Since, as will be
discussed, the risk assessment procedures
under the Protocol are not identical to those
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Box 53. Examples of trade-related measures under the Protocol

Article Trade-related measure

Measure

taken by Product Timing Character

8.1 Notification of Party of
Import prior to export

Party of Export LMOs Prior to first intentional
transboundary movement

Required

10.3(a) Conditions attached to the
import that affect internal
sale

Party of Import LMOs Prior to first intentional
transboundary movement

Authorized

10.3(b) Import ban Party of Import LMOs Prior to first intentional
transboundary movement

Authorized

10.3(c) Request for additional
information prior to
import

Party of Import LMOs Prior to first intentional
transboundary movement

Authorized

10.3(a), 4 Unconditional approval of
import

Party of Import LMOs Prior to first intentional
transboundary movement

Authorized

12.4 Risk assessment Party of Import LMOs Subsequent to first
intentional introduction

Authorized

15 Risk assessment Party of Import LMOs Prior to first intentional
transboundary movement

Required

18.2(a) Identification as “may
contain” LMOs

Party of Export LMO-FFPs Prior to any intentional

transboundary movement

Required

18.2(b) Identification as LMOs Party of Export LMOs destined for
contained use

Prior to any intentional
transboundary movement

Required

18(c) Identification as LMOs Party of Export LMOs destined for
introduction into
the environment

Prior to any intentional
transboundary movement

Required



under the WTO Agreements, disputes may
arise that call for a Party to show the

provisions of both regimes are being applied
compatibly.

� Import bans or other trade restrictive measures

859. The Protocol’s core regulatory procedure, a
system of advance informed agreement
(AIA), provides that the Party of import has
the discretion to agree or not agree to the
import of a particular LMO. The Party of
import may also place conditions, such as
restrictions on use, packaging or labelling
requirements, on the import that could affect
the product’s sale or competitiveness. Pro-
hibiting the import of a LMO, or subjecting
its import to one or more trade restrictive
conditions, are two of the possible responses
that the Protocol anticipates could be the re-
sult of a Party of import’s “decision pro-
cedure” under Article 10.

860. An import ban or other trade restriction might
also be justified under the Protocol in re-
sponse to:

� The failure by a Party of export to ensure
compliance with various provisions in the
Protocol, or

� A determination by the Party of import, on
the basis of a risk assessment, that a LMO
presents an unacceptable risk to the con-
servation and sustainable use of biological
diversity, taking also into account risks to
human health.

861. Import bans are strictly regulated by the
WTO. The GATT, the SPS Agreement and
the TBT Agreement would require a Party of
import to demonstrate that any import bans:

� have a rational basis,

� are in support of a legitimate policy ob-
jective,

� are no more trade restrictive than neces-
sary to achieve that objective, and

� are not being applied in an arbitrary or
discriminatory manner.

862. Specific aspects of these general disciplines
are discussed below on an agreement by
agreement basis.

Is it relevant whether a trade-related measure taken under the Protocol is required or
authorized by the Protocol?

863. If a trade-related measure (TREM) taken
under the Protocol were challenged under the
WTO, it may be relevant whether that
measure was specifically required by the
Protocol, directly authorized under the
Protocol, or was being justified only as
promoting the Protocol’s objectives. Some
would argue that the existence of the Protocol
would be relevant to the defence of a WTO
challenge only if the trade-related measure at
issue were specifically required by the
Protocol. Others would argue that the
Protocol gives its Parties considerable dis-
cretion in how they choose to meet its ob-
jectives, and that trade restrictive measures

other than those specifically set out in the
Protocol should be seen as compatible with
both the Protocol and the WTO. Trade re-
strictive measures that are specifically requir-
ed or authorized under the Protocol are likely
to be less vulnerable under a potential WTO
challenge. It should be noted that the issue of
the relationship between MEA-based
TREMs and WTO rules, including the rele-
vance of the specificity and legal character of
those TREMs, will be the subject of nego-
tiations between WTO Members under the
Doha Development Agenda (see paragraph
851 above).

Which WTO Agreement would apply to a trade-related measure taken under the Protocol?

864. Trade-related measures taken under the
Protocol could fall within the scope of the
GATT, the TBT Agreement or the SPS
Agreement, and a Party would need to ex-
amine the compatibility of its measures under
each Agreement. The GATT applies to all

measures affecting any product in
international trade, including LMOs. The
TBT and the SPS Agreements were adopted
to “further the objectives”146 and to
“elaborate rules for the application of the
provisions”147 of the GATT.
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865. The TBT expressly provides that it will not
apply to sanitary and phytosanitary measures
as defined in the SPS Agreement, while the
SPS Agreement clarifies that it will not affect
the rights of Members under the TBT
Agreement with respect to non-SPS
measures.148 The SPS Agreement also pro-
vides that any measure found to be in con-
formity with its provisions will be presumed
to be in accordance with Members’ obliga-
tions under the relevant provisions of the
GATT.149

866. The relationship between the GATT, the SPS
Agreement and the TBT Agreement has yet
to be fully clarified by the WTO dispute set-
tlement system. It appears that the three
Agreements were designed to work in a
hierarchy which gives priority to the most
specific Agreement applicable to any given
measure. In practice, the GATT has provided
a kind of catchall agreement that Members
use as a basis of their claims in addition to the
SPS Agreement or the TBT Agreement.150

867. The most specific of the three Agreements is
the SPS Agreement. This Agreement, in
simplest terms, governs all measures which
may directly or indirectly affect international
trade in any products, and that are applied
with the policy objective of protecting animal
or plant life or health within the territory of
the Member from risks arising, inter alia,
from pests, diseases or contaminants.151

868. If a trade-related measure does not fall within
the scope of the SPS Agreement, it could be
covered by the TBT Agreement. Indeed, a
single law or regulation could contain some
provisions that are disciplined by the SPS

Agreement and others that fall under the TBT
Agreement. The TBT Agreement applies to
all measures affecting the trade in any pro-
ducts that are technical regulations or tech-
nical standards, as long as those measures do
not fall under the SPS Agreement. Technical
regulations are documents that lay down pro-
duct characteristics that are mandatory in
character (such as trade restrictions on pro-
ducts containing certain substances), and
technical standards are those that are non-
mandatory in character (such as voluntary
labelling schemes).152

869. For example, a mandatory LMO-FFP identi-
fication scheme, because it would require a
trade-related measure based on product
characteristics, would be a technical regu-
lation and fall under the TBT Agreement.
However, if this identification scheme were
being applied for one or more of the health
and food safety-related objectives set out in
the SPS Agreement, it would then fall ex-
clusively within the scope of the SPS Agree-
ment. Thus, which Agreement will apply to a
measure will depend, in part, on the specific
risks the measure has been designed to regu-
late. Finally, the GATT will continue to
apply to any trade-related measure, regard-
less of its policy objective, that directly or
indirectly affects the trade in products.

870. An analysis of the relationship between the
WTO Agreements and any trade-related mea-
sure taken under the Protocol must, therefore,
begin with an understanding of the policy ob-
jective behind the measure. What, in other
words, is the risk that the measure is designed
to protect against? The Protocol’s scope and
objective indicate that any trade-related
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measure taken under the Protocol would seek
to ensure an adequate level of protection that
would prevent “adverse effects on the conser-
vation and sustainable use of biological diver-
sity, taking also into account risks to human
health, and specifically focusing on trans-
boundary movements”. This poses a number
of interpretative challenges that will be relevant
to an analysis under WTO rules.

871. First, the specific risks that LMOs may pose
to biological diversity, and to human health,
are not identified in the Protocol. These risks
will, however, be identified, on a case-by-
case basis, in the course of the risk assess-
ment procedures set out in Article 15 and
Annex III of the Protocol. Without knowing
the nature of the risk in advance, or the kind
of trade-related measure that has been chosen
to regulate that risk, it is not possible to deter-
mine in advance, which WTO Agreement
will apply to a trade-related measure taken
under the Protocol.

872. Second, the intended territorial scope of the
Protocol is unclear. The Protocol’s Articles on

Scope (Article 4) and Objective (Article 1)
indicate a specific focus on transboundary
movements. This suggests that measures taken
in accordance with the Protocol are primarily
concerned with the impact of LMOs on the
biodiversity, and/or human health, in the Party
of import, i.e., the “likely potential receiving
environment”. But the Protocol’s objective
does not focus exclusively on transboundary
movements. The Protocol’s provisions related
to safe handling, use and transport of LMOs
suggest that the Protocol could perhaps be used
to justify trade-related measures with the aim
of discouraging the production of LMOs in the
country of export where that production poses
a threat to biodiversity. Such measures, for
example, would not fall within the scope of the
SPS Agreement, which applies exclusively to
measures designed to protect the environment
of the importing State. Either the TBT or the
GATT could, however, continue to apply to
such a measure.

How will the WTO system take into account the Protocol?

873. As discussed earlier in this Guide, the
Protocol’s preamble and other related provi-
sions seek to ensure that Parties take into
account the WTO and other international
agreements when implementing the Protocol.
But how will the WTO Agreements take into
account the Protocol? Like the Protocol and the
CBD, the WTO Agreements reflect the need to
take into account other existing international
agreements and other relevant State practice.

874. The Protocol contains potentially widely ac-
cepted international standards of treatment for
LMOs in international trade. Both the SPS
Agreement and the TBT Agreement make ref-
erence to international standards developed by
competent international organizations that are

not part of the WTO itself. Under the SPS
Agreement, a WTO Member is required
(unless it can justify the need for a higher
standard) to base its SPS measures on inter-
national standards, guidelines or recommenda-
tions adopted by international agencies as
identified in the SPS Agreement, or that might
later be agreed by the WTO Membership.153

SPS measures that are in conformity with these
international standards are rebuttably presum-
ed to be consistent with the SPS Agreement.154

In the context of a dispute, a rebuttable pre-
sumption would require the Member chal-
lenging the measure to meet a higher burden of
proof than would otherwise be the case. How-
ever, neither the CBD nor the Protocol is
currently recognized as a standard setting body
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These include agencies which are conducting work of relevance to LMOs, such as the Codex Alimentarius and the
International Plant Protection Convention (see Introduction and Box 12). SPS Agreement, Article 3.1; Annex A, Article 3.
International standards, guidelines and recommendations are defined as:
“(a) for food safety, the standards, guidelines and recommendations established by the Codex Alimentarius Commission
relating to food additives, veterinary drug and pesticide residues, contaminants, methods of analysis and sampling, and codes
and guidelines of hygienic practice;
(b) for animal health and zoonoses, the standards, guidelines and recommendations developed under the auspices of the
International Office of Epizootics;
c) for plant health, the international standards, guidelines and recommendations developed under the auspices of the Secretariat
of the International Plant Protection Convention in cooperation with regional organizations operating within the framework of
the International Plant Protection Convention; and
(d) for matters not covered by the above organizations, appropriate standards, guidelines and recommendations promulgated
by other relevant international organizations open for membership to all Members, as identified by the [SPS] Committee.”
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under the SPS Agreement. The SPS
Agreement does not preclude Members from
setting standards that are higher than inter-
national standards, as long as these standards
meet the Agreement’s other requirements.

875. Under the TBT Agreement, a Member is also
required (unless it can justify the need for a
higher standard) to use international stand-
ards for the basis of its technical regu-
lation.155 A technical regulation that is put in
place for an identified “legitimate objective”
(which includes the protection of human
heath or safety, animal or plant life or health,
or the environment) and is in accordance with
“relevant international standards” is rebut-
tably presumed to be TBT compatible.156 Un-
like the SPS Agreement, the TBT Agreement
does not identify specific international stand-
ardizing bodies whose standards would by
definition qualify for a rebuttable presump-
tion of consistency with the TBT Agreement.
Although this issue has never been tested, the
CBD and the Protocol might meet the TBT
Agreement’s general definition of an

“international body or system whose
membership is open to the relevant bodies of
at least all of the Members”.

876. The GATT does not make reference to inter-
national standards or standard-setting bodies.
However, when clarifying relevant
provisions of the GATT, in the context of a
specific dispute, the WTO Appellate Body
has signalled its willingness to take into ac-
count existing international agreements and
State practice outside the WTO. Indeed, the
Appellate Body made reference to the CBD
when, in the process of clarifying the mean-
ing of “exhaustible natural resources” under
GATT Article XX (General Exceptions), it
reviewed State practice for evidence of the
“contemporary concerns of the community of
nations about the protection and conservation
of the environment”.157 In that case, the CBD
was one of many existing international agree-
ments the Appellate Body referred to in con-
cluding that the sea turtles at issue were an
exhaustible natural resource.158

How might Protocol-based measures be tested under WTO rules?

877. In an effort to ensure that trade-related
measures taken to implement the Protocol are
mutually supportive of its existing commit-
ments under the WTO Agreements, a Party
may wish to consider specific aspects of the
WTO Agreements that have been used to test

trade-related environmental measures in past
GATT/WTO disputes. The following set of
bullet points identifies disciplines from the
GATT, the SPS and the TBT Agreements
that may be relevant to the implementation of
the Protocol.

� Rules against trade bans: GATT Article XI

878. GATT disciplines govern all products traded
between WTO Members, including all LMOs.
GATT Article XI forbids WTO Members from
instituting or maintaining prohibitions or quan-
titative restrictions on the importation of pro-
ducts from another WTO Member (through
quotas, import licences or other measures).
Import bans under Article 10 of the Protocol

would appear to be prima facie violations of
GATT 1994. Thus any trade ban put in place to
implement the Protocol could be challenged
under Article XI, and a Party may be called
upon to justify the measure under one of the
GATT’s exceptions, discussed in Box 55
below.

� Rules against country-based discrimination

879. The WTO’s anti-discrimination rules pro-
hibit measures that directly or indirectly

discriminate between “like products” on the
basis of their country of origin in a manner
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that modifies the conditions of competition in
the relevant market to the detriment of im-
ported products.159 Under the GATT and
under the TBT Agreement, a WTO Member
must accord treatment to imported products
that is no less favourable than treatment ac-
corded to “like products” of national origin.
This is the so-called “National Treatment”
principle. Furthermore, a WTO Member
may not provide any advantage, favour, pri-
vilege or immunity offered to any product
originating in or destined for any other coun-
try without immediately and unconditionally

extending the same to the like product ori-
ginating in or destined for the territories of all
other Members (Most Favoured Nation or
MFN treatment). At a minimum, these rules
require Members to apply the same or equi-
valent regulations to domestic LMOs that
they are applying to like imported LMOs, and
to treat all imported like LMOs in a similar
manner that allows those LMOs an equal
opportunity for market access.

� Rules against indirect discrimination

880. Under both the GATT and the TBT
Agreement, a trade-related measure that is on
its face neutral as to country of origin could
still be challenged as indirectly discrimina-
tory, if the exporting country feels that the
importing country is treating its product less
favourably than a “like” domestic product or
a “like” product imported from another coun-
try. A WTO Panel assessing such a claim
would conduct a case-by-case examination of
the relevant products, applying what has be-
come known as the “like product test”(see
Box 54).

881. The Protocol applies to “LMOs . . . that may
have adverse effects on the conservation and
sustainable use of biological diversity, taking
also into account risks to human health”
(Article 4). Within that category, the Protocol
distinguishes between various categories of
LMO, primarily on the basis of the LMO’s
intended use (human pharmaceuticals, LMO-
FFPs, LMOs destined for contained use,
LMOs destined for intentional introduction
into the environment). Each of these cate-
gories is subject to different treatment under
the Protocol. This difference in treatment
with regard to distinct categories of LMOs,
should provide a sufficient basis, as between

Parties to the Protocol, for concluding that
LMOs are not, for WTO purposes “like” their
non-LMO counterparts. As the Protocol
gains wide acceptance internationally, it may
also provide a basis for concluding that
LMOs, or certain LMOs, are not “like” their
non-LMO counterparts as between Parties
and non-Parties to the Protocol.

882. The Protocol anticipates that Parties may
make further distinctions in treatment with
regard to categories of LMOs on the basis of
risk assessments carried out under Articles 10
and 15 and Annex III.

883. Further arguments for distinguishing be-
tween LMO and non-LMO products, and for
distinguishing among LMOs, can be derived
from the GATT’s own like product test, in-
cluding differences in the products’ physical
characteristics, their end uses and in con-
sumer preferences.

884. The WTO’s rules against indirect discrimi-
nation can also be read to require a degree of
consistency of treatment within a particular
category of LMO. The failure to treat LMOs
that carry “like” risks in a similar manner
could provide the basis of a claim of indirect
discrimination.
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� Exceptions to GATT rules for Measures that Protect the Environment and Human,
Animal and Plant Health

885. Measures that are found to violate GATT rules
against trade bans, or against discrimination,
may nonetheless qualify for an exception under
GATT Article XX. The Member defending the
measure bears the burden of provisionally
justifying it under one of the policy objectives
enumerated in subparagraphs of Article XX,
including as being necessary to the protection
of “human, animal or plant life or health”
(Article XX(b)) and, under certain conditions,
related to the conservation of natural resources
(Article XX(g)). If a Party succeeds with its
provisional justification, it must then demon-
strate that the measure is not being applied in

an arbitrary or unjustifiable manner, and is not
as a disguised restriction on trade.

886. Measures taken under the Protocol to regu-
late LMOs that “may have adverse effects on
the conservation and sustainable use of bio-
logical diversity, taking also into account
risks to human health.” would appear, as a
general matter, to be necessary or related to
the objectives of the protection of human,
animal or plant life or health or of conser-
vation of natural resources. GATT disci-
plines that would govern how these measures
should be applied are described in Box 55.
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Box 54. The “like product” test

In the context of a dispute arising from a claim of indirect discrimination under the GATT, or under the TBT
Agreement, a WTO Panel will apply the “like product test.” To date there has been no determination by the
WTO as to whether a particular LMO or LMO-FFP and its non-GM equivalent are “like products”. If a Panel
finds that the two products in question are different, then the importing country is under no obligation to treat the
two products in the same way. If the products are found to be “like”, then any difference in treatment that
undermines the ability of the imported product to compete, would violate the WTO’s rules against
discriminatory treatment. Under the GATT, the “like product” test calls for a case-by-case determination in
which a WTO Panel would assess and compare:

� the physical properties of the products;

� the extent to which the products are capable of serving the same or similar end-uses;

� the extent to which consumers perceive and treat the products as alternative means of performing
particular functions in order to satisfy a particular want or demand; and

� the international classification of the products for tariff purposes.160

The Appellate Body has also found that “that evidence relating to the health risks associated with a product
may be pertinent in an examination of ‘likeness.”161

160
EC-Asbestos Report of the Appellate Body, para 101.

161
EC-Asbestos Report of the Appellate Body, para 113.

Box 55. General exceptions under the GATT

WTO dispute settlement Panels have developed detailed analysis of the two GATT exceptions that are most
relevant to the Protocol: Article XX, subparagraphs (b) and (g). These exceptions can be used by a WTO
Member to defend a measure that has been found to violate one of the GATT’s primary obligations, such as its
prohibition on import bans, or on the discriminatory treatment of a “like” product. Because the terms and the
concepts used in these exceptions also appear in the SPS and the TBT Agreements, Panel interpretations of these
exceptions can guide Parties on how to design WTO-compatible measures under the Protocol. As with other
aspects of the WTO Agreements, the analysis must begin with an understanding of the policy objective behind
the measure.

Cont.
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Box 55. General exceptions under the GATT (cont.)

Protection of Human, Animal and Plant Life or Health (GATT Art XX(b))

Article XX(b) of the GATT can be used to defend a measure if the following two criteria are met:

� the policy objective behind the measure must fall within the range of policies designed to protect human,
animal or plant life or health; and

� the measure must be “necessary” to fulfil the policy objective.162

According to the Appellate Body, a measure would not be considered necessary if an alternative measure,
which the Member could reasonably be expected to employ and which is not inconsistent with other GATT
provisions, is available to that Member. “By the same token, in cases where a measure consistent with other
GATT provisions is not reasonably available, a Member is bound to use, among the measures reasonably
available to it, that which entails the least degree of inconsistency with other GATT provisions.”163 Whether a
particular measure meets this “least degree of inconsistency” test, will require a case-by-case analysis.

The Appellate Body has held that when determining whether a less trade restrictive measure was “reasonably
available,” it will assess the extent to which the measure “contributes to the realization of the end pursued”.164

“The more vital or important [the] common interests or values” pursued by the measure, the easier it would be to
accept as “necessary” measures designed to achieve those ends.165 The international recognition, by the
Protocol, of the special character of LMOs and of the need to protect biological diversity, may provide relevant
evidence of “common interests and values”.

Conservation of Exhaustible Natural Resources (GATT Art XX(g))

The following criteria need to be met for the application of Article XX(g):

� the policy objective behind the measure must fall within the range of policies related to the conservation of
exhaustible natural resources;

� the measure must be “related to” the conservation of exhaustible natural resources; and

� the measure must be “made effective in conjunction with restrictions on domestic production or co-
nsumption.”166

A measure is considered to be “related to” the conservation of natural resources, if there is a “substantial
relationship” between the general structure and design of the measure at stake and the policy objective it
purports to serve. The second criterion is met if “the means are, in principle, reasonably related to the ends”.167

The third criterion, concerning the restrictions on domestic production or consumption, requires the demon-
stration of an “even-handedness” in the imposition of the trade restrictions.168 Restrictions on the production or
consumption of imported LMOs must be in the context of similar restrictions on domestically produced LMOs.

The “Chapeau Test”

If a Member defending a challenged measure is able to justify that measure under one of these two sub-
paragraphs of Article XX, it would then need to show that the measure also conforms to the requirements of
Article XX’s introductory paragraph or “chapeau.” Article XX’s chapeau is intended to prevent the abuse of the
“limited and conditional”169 exceptions in Article XX. It lays down three standards. The Member would need to
demonstrate that the application of its measure did not constitute:

� arbitrary discrimination between countries where the same conditions prevail;

� unjustifiable discrimination between countries where the same conditions prevail; or

� a disguised restriction on international trade.
Cont.
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US-Gasoline Report of the Panel, para 6.20.
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United States – Section 337 of the Tariff Act of 1930, BISD 36S/345, para 5.26 (adopted on 7 November 1989). A similar
reasoning was followed in Thailand – Restrictions on Importation of and Internal Taxes on Cigarettes, BISD 37S/200, para 75
(adopted on 7 November 1990). Both cases are quoted in para 6.24 of US-Gasoline Panel. The Panel’s interpretation of Article
XX(b) of the GATT was not appealed, and was thus not reviewed by the Appellate Body.

164
EC-Asbestos Report of the Appellate Body, para 172.

165
EC-Asbestos Report of the Appellate Body, para 172.

166
US-Gasoline Report of the Panel, para 6.35.

167
US-Shrimp/Turtle Report of the Appellate Body, para 136–142.

168
US-Shrimp/Turtle Report of the Appellate Body, para 143.

169
US-Shrimp/Turtle Report of the Appellate Body, para 157.



� Ensuring that Measures are “no more trade restrictive than necessary” under the
TBT and SPS Agreements

887. The TBT and the SPS Agreements draw upon
GATT Article XX (b) by requiring Members
to ensure that measures falling under these
agreements are no more trade restrictive than
necessary to achieve their objectives.

888. Article 2.2 of the TBT Agreement requires
that Members ensure “that technical regula-
tions are not prepared, adopted or applied
with a view to or with the effect of creating
unnecessary obstacles to international trade.
For this purpose, technical regulations shall
not be more trade-restrictive than necessary
to fulfil a legitimate objective, taking account
of the risks non-fulfillment would create”.
The TBT Agreement identifies as legitimate
objectives “protection of human health or
safety, animal or plant life or health, or the
environment”. In assessing the risks to life,
health, safety and the environment, the rele-
vant elements of consideration include: avail-
able scientific and technical information,
related processing technology or intended
end-uses of products. This suggests that a
Party that has put in place a trade-related
measure to implement the Protocol, may need
to demonstrate that it has balanced the trade
restrictiveness of that measure against the
need to prevent the risks associated with the
LMO.

889. As has been noted, the wide acceptance of the
Protocol by the international community will

be relevant to defending a LMO-related
trade-related measure against a WTO chal-
lenge. In accordance with Article 2.5 of the
TBT Agreement, any technical regulation
that is “prepared, adopted or applied for one
of the legitimate objectives explicitly men-
tioned in [Article 2.2] and is in accordance
with relevant international standards ... shall
be rebuttably presumed not to create an un-
necessary obstacle to international trade”.173

In other words a WTO Member challenging a
measure that is in accordance with the
Protocol, would carry a heavier burden of
proof than would otherwise be the case.174

890. Article 2 of the SPS Agreement also contains
a “necessity” test. Members are required to
ensure that any sanitary or phytosanitary
measure is applied only to the extent neces-
sary to protect human, animal or plant life or
health, that their sanitary and phytosanitary
measures do not arbitrarily or unjustifiably
discriminate between Members where identi-
cal or similar conditions prevail, and that
these measures are applied in a manner which
would constitute a disguised restriction on
international trade. In practice, it has been
the SPS Agreement’s disciplines on risk
assessment and risk management that are
used to test the necessity of SPS measures.
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Box 55. General exceptions under the GATT (cont.)

According to the Appellate Body, the application of these criteria must strike a balance “between the right of
a Member to invoke an exception under Article XX and the rights of the other Members under varying [GATT]
substantive provisions.” “[N]either of the competing rights will cancel out the other and thereby distort and
nullify or impair the balance of rights and obligations” under the GATT.170 The Appellate Body acknowledges
that this balance can be assessed only on a case-by-case basis.171

Measures that have failed to meet the Chapeau test in the past have included those that have been applied in a
unilateral manner, that did not offer a sufficient and equal opportunity for affected trading partners to agree a
common solution; and in an inflexible manner, that did not allow other Members sufficient latitude to
demonstrate compliance with the measure. A measure that is required or authorized under the Protocol, a
multilaterally agreed instrument, open for signature to all WTO Members, may be more likely to pass these
tests.172
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US-Shrimp/Turtle Report of the Appellate Body, para 159.

171
US-Shrimp/Turtle Report of the Appellate Body, para 159.
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See generally, US-Shrimp/Turtle Report of the Appellate Body.

173
It is not clear whether this rebuttable presumption is intended to apply equally to proof of a violation of Article 2.1, as well.

174
This provision could not, however, be read to imply that a Member whose measure is not applied for one of the legitimate
objectives listed in Article 2.2, and/or is not in accordance with an international standard, bears the burden under Article 2.2 of
demonstrating that its measure does not create an unnecessary obstacle to trade. The prima facie burden of establishing a
violation of Article 2.2 remains on the complaining Member.



Which WTO rules are relevant to Risk Assessment under the Protocol?

891. Both the SPS and the TBT Agreements pro-
mote the use of science and risk assessment
as a means for justifying trade-related mea-
sures. The Protocol’s risk assessment pro-
cedures were designed along similar lines,
and the WTO and Protocol procedures on risk
assessment do not directly conflict. However,
in some instances the Protocol’s risk assess-
ment procedures are more specific, and in
other instances the WTO rules are more spe-
cific.

892. The SPS Agreement requires Members to
take into account risk assessment techniques
developed by relevant international organi-
zations. SPS risk assessment is geared to-
wards the control of the impact of pests or
diseases on the territory of the Party of im-
port, or on the prevention of adverse effects
on human or animal health from additives,
contaminants, toxins or disease carrying or-
ganisms in food or beverages. Risk assess-
ments under the SPS Agreement must take
into account available scientific evidence; re-
levant processes and production methods; re-
levant inspection, sampling and testing

methods; prevalence of specific diseases or
pests; existence of pest- or disease-free areas;
relevant ecological and environmental con-
ditions; and quarantine or other treatment.

893. Unlike the SPS Agreement, the TBT
Agreement does not expressly require a
Member to analyze its regulation on the basis
of a risk assessment prior to putting it into
place.175 However, under Article 2.5, if a
Member’s technical regulation “may have a
significant effect on trade of other Members”
that Member is under an obligation, upon the
request of another Member, “[to] explain the
justification for that technical regulation in
terms of the provisions of [TBT Article 2.2–
2.4].” If the obligation to justify the measure
is triggered, the Party defending the measure
will have to follow the relevant elements of a
risk assessment in Article 2.2. The relevant
elements of consideration for a risk assess-
ment under the TBT Agreement are generally
stated as “inter alia: available scientific and
technical information, related processing
technology or intended end-uses of pro-
ducts.”

� Precaution and risk assessment

894. An area of contention during the negotiations
was the relationship between the Protocol’s
references to the precautionary approach, and
the WTO rules. The WTO’s strong emphasis
on the use of science as a basis for risk assess-
ment and decision-making has raised con-
cerns that trade-related measures without
sufficient scientific backing could be particu-
larly vulnerable to challenge. The precau-
tionary approach is invoked by governments
in circumstances where the potential serious-
ness or irreversibility of a risk justifies regu-
latory action even when there is a lack of full
scientific certainty.

895. WTO Panel interpretations of the SPS
Agreement confirm that a risk assessment
must be based on scientific principles, and
may not be maintained without sufficient
scientific evidence. Panels have not, how-
ever, insisted that the science relied upon
represent a mainstream scientific opinion, as

long as it is based on respected and qualified
sources. They have also confirmed that a risk
may be evaluated either in quantitative or
qualitative terms.176

896. The SPS Agreement contains the WTO’s
most relevant provision on precaution, and
might guide a Panel’s approach to dealing
with the issue in the interpretation of other
WTO Agreements. SPS Article 5.7 provides
that:

“In cases where relevant scientific evidence
is insufficient, a Member may provisionally
adopt sanitary or phytosanitary measures on
the basis of available pertinent information,
including that from the relevant international
organizations as well as from sanitary or
phytosanitary measures applied by other
Members. In such circumstances, Members
shall seek to obtain the additional information
necessary for a more objective assessment of
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risk and review the sanitary or phytosanitary
measure accordingly within a reasonable
period of time.”

897. The SPS Agreement reflects precaution in
Article 5.7 by allowing Members to adopt SPS
measures where relevant scientific evidence is
insufficient. However, Article 5.7 subjects the
right of Members to take “precautionary”
measures in these circumstances to four
specific conditions:

(i) the measure must be adopted provisionally;

(ii) it must be adopted on the basis of available
pertinent information;

(iii)the Member must seek to obtain the addi-
tional information necessary for a more
objective assessment of the risk; and

(iv) the Member must review the measure with-
in a reasonable period of time.

898. These conditions apply cumulatively, so where
one is not met the measure in question will be
incompatible with the SPS Agreement.177

899. A number of commentators have compared the
precautionary provisions of the Protocol and
the SPS Agreement to assess their com-
patibility. Article 5.7 of the SPS Agreement
requires the importing Member to adopt only a
provisional measure, to seek additional
information for a more objective risk assess-
ment, and to review the measure within a

reasonable period of time. The Protocol does
not explicitly include such obligations. Never-
theless, Article 12 of the Protocol requires the
Party of import to review its decision upon
request where the Party of export or notifier
considers that there has been a change of
circumstances or where additional relevant
scientific or technical information has become
available.

900. With regard to the obligation to review the
measure within a reasonable period of time, the
WTO Appellate Body has accepted that this
should be established on a case-by-case basis
depending upon the specific circumstances of
the case including the difficulty of obtaining
the additional information necessary for the
review and the characteristics of the SPS
measure.178 It does not therefore seem to imply
a fixed or necessarily brief period for review,
but rather the time it takes for new scientific
knowledge to become available.

901. Article 5.7 also explicitly requires that any
“precautionary” measure be adopted “on the
basis of available pertinent information”.
While the Protocol does not explicitly contain
such an obligation, it seems clear that
precautionary measures taken under the
Protocol, can be applied only after an assess-
ment of existing relevant information.

� Socio-economic considerations in risk assessment

902. Another area of contention during the negoti-
ations was over the compatibility of the
Protocol’s provisions on socio-economic con-
siderations, and the WTO Agreements. Some
countries were concerned, in particular,
whether the Protocol would provide a basis for
restricting imports on LMOs on the grounds
that these products might lead to a loss of
cultural traditions, knowledge and practices,
particularly amongst indigenous and local
communities. At least one previous GATT
Panel had rejected trade restrictions that were
justified solely on the grounds that cheap
imports would undermine the traditional
livelihoods of a certain minority population.179

Furthermore, the WTO’s emphasis on science

as the basis for risk assessment and risk
management raised concerns that trade-related
measures taken under the Protocol, and based
on socio-economic considerations, could be
challenged.

Under Article 26 of the Protocol, Parties may
take into account, when deciding whether or
how to allow the import of a LMO, “socio-
economic considerations arising from the
impact of LMOs on the conservation and
sustainable use of biological diversity.” The
Protocol highlights, in particular, the need to
take into account the potential impact on “the
value of biological diversity to indigenous
and local communities.” Further guidance on
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Products Report of the Appellate Body].
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Japan-Agricultural Products Report of the Appellate Body, para 93, where the Panel and the Appellate Body found that a
period of three years exceeded a reasonable period of time for a provisional measure to be in place. See also Communication of
the European Commission on the Precautionary Principle (2000), which states that the provisional nature of the measures
under Article 5.7 of the SPS Agreement is “not bound up with a time limit but with the development of scientific knowledge”,
p.12.
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Japanese Measures on Imports of Leather, GATT Panel Report BISD 31S/94 (2 March 1984), p 44.



the implementation of this provision might be
expected from the COP/MOP in due course.

903. Risk assessment under the SPS Agreement also
involves a mix of scientific and socio- eco-
nomic considerations. Procedures under the
SPS Agreement will differ, depending on
whether the risk is to animal or plant life or
health, or instead, the risk is human life or
health. When assessing risks to animals and
plants, Members are to take into account rele-
vant economic factors. These include an

assessment of the impact that the eshtab-
lishment or spread of a pest or disease could
have on the production or sales of the affected
crops, as well as the costs of controlling or
eradicating the pest or disease. There is no
similar reference to economic concerns in
relation to impacts on human health. Com-
patibility between the Protocol and the WTO is
encouraged by the reference, in Article 26, to
the need for Parties to implement this provision
“consistent with their international obligations”.

� Carrying out and funding risk assessment

904. While the importing Member under the SPS
Agreement must base its trade-related meas-
ures on a risk assessment, WTO Panels have
clarified that the importing Member is not re-
quired to carry out the risk assessment itself. It

can, for example rely upon assessments made
by the exporting Member or by a third party.
By contrast, the Protocol, in Article 15, entitles
the Party of import to require the notifier to pay
for a risk assessment.

Which WTO rules are relevant to Risk Management under the Protocol?

905. Any risk management-related measures im-
posed by WTO Members that have an impact
on trade will be subject to WTO disciplines,
and the SPS Agreement may give some indi-
cation of how a Panel might assess such
measures. The SPS Agreement does not refer
to “risk management” as such. It does, how-
ever, contain disciplines that govern the ele-
ments of risk management as described in
Article 16 of the Protocol, including the set-
ting of the appropriate level of protection,
and designing measures to achieve that level
of protection.

906. Once a Member has determined that the risk
associated with a product is supported or
reasonably warranted by a risk assessment,
WTO accords that Member wide discretion
in setting the level of exposure to that risk it is
willing to tolerate.180 However, when setting
that level of protection, a Member should
take into account the objective of minimizing
negative trade effects. In the context of inter-
preting both the SPS Agreement and the
GATT, the WTO Appellate Body has indi-
cated that its Members are free to put in place
measures that achieve a “zero-risk” level of

protection against risks associated with
specific products.181

907. Article 5 of the SPS Agreement also governs
the design of the measure necessary to
achieve the level of protection. As has been
indicated, the measure should be no more
trade restrictive than necessary to achieve the
level of protection. For the purposes of risk
management, a SPS measure is not more
trade restrictive than required unless there is
another measure, reasonably available taking
into account technical and economic feasi-
bility, that achieves the appropriate level of
sanitary or phytosanitary protection and is
significantly less restrictive to trade. There
must be a reasonable relationship between
the risk assessment and the design of the
measure.

908. Finally, in order to avoid arbitrary or un-
justifiable discrimination, the SPS Agree-
ment seeks to ensure that Members achieve a
level of consistency in their application of
SPS measures when managing risks of a sim-
ilar nature. This means that Members would
need to ensure that LMOs carrying similar
risks are regulated in a consistent manner.
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EC-Beef Hormones Report of the Appellate Body; EC-Asbestos Report of the Appellate Body, paras 167–168. This right is
tempered by the obligation in Article 5.5 to “avoid arbitrary or unjustifiable distinctions in the levels [the Member] considers to
be appropriate in different situations, in such distinctions result in discrimination or a disguised restriction on international
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Which WTO rules are relevant to transparency and timing of decision-making under the
Protocol?

909. WTO rules are designed to ensure that a po-
tential exporter has full notice of any trade-
related measures that might affect its product,
and that any process implementing those meas-
ures is transparent and timely. Both the TBT
and the SPS Agreements require Members to
establish national “enquiry points”, to publish
regulations and to notify Members, through the
WTO Secretariat, of existing and proposed
trade-related measures. Members must have
sufficient time to comment on and seek
changes to such measures. The WTO’s TBT
and SPS Committees provide an opportunity
for Members to debate and defend proposed
and existing trade-related measures.

910. WTO Members are also under an obligation to
ensure that their domestic regulatory systems
operate without undue delay, and in a way that

does not place imported products at a disad-
vantage to “like” domestic products.

911. These requirements are compatible with the
objectives of the Protocol’s provisions on
“national focal points,” information sharing
and the Biosafety Clearing-House. The
Protocol contains a number of provisions re-
quiring Parties to make information on their
national regulatory frameworks and national
decisions available to other Parties through the
Biosafety Clearing-House. Protocol Parties
will however need to be aware that the WTO
will share jurisdiction with the Protocol over
these requirements, and its dispute settlement
system could be invoked to play a role in asses-
sing the reasonableness of Parties decision-
making on LMOs, particularly where the
Protocol is silent.

How might a Protocol-related dispute arise at the WTO?

912. If a Party of export feels that it has had a
trade-related measure imposed upon one of its
proposed LMO exports in a way that under-
mines its rights under the WTO, it could
attempt to convince the Party of import to with-
draw the measure, either bilaterally, or through
the Protocol’s own institutions or mechanisms.
If the Parties were unable to resolve their dif-
ferences through the Protocol’s own pro-
cedures, the dispute could be brought to the
WTO, if one Party felt that a measure enacted
by another Party undermined its rights under
the WTO.

913. The issue might arise as to whether the ag-
grieved Party would have to seek to resolve its

dispute within Protocol procedures before
turning to WTO procedures. This will depend,
in part, on the extent to which the Protocol
Parties are able to design a procedure capable
of resolving differences between Parties (see
Article 34 of the Protocol, and Article 27
CBD). The SPS Agreement provides, in
Article 11 that “[n]othing in this Agreement
shall impair the rights of Members under other
international agreements, including the right to
resort to the good offices or dispute settlement
mechanisms of other international organiza-
tions or established under any international
agreement.”

Could a non-Party to the Protocol challenge a Protocol-based measure under the WTO?

914. It is, of course, also possible that a dispute
related to the Protocol could be raised at the
WTO between a Party and a non-Party to the
Protocol, where both are WTO Members. A
non-Party would not have access to the
Protocol’s institutions or mechanisms except
as an observer. Unlike other MEAs, the
Protocol does not authorize the use of speci-
fic trade-related measures with regard to
non-Parties,182 although it does require that

transboundary movements of LMOs between
Parties and non-Parties are undertaken
“consistent with the objective of this
Protocol” (see commentary on Article 24). It
is possible that Parties to the Protocol, in
order to implement the domestic systems
necessary to regulate LMOs, will apply the
same trade-related measures to LMOs im-
ported from non-Parties as they apply to
Parties.
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Cartagena Protocol on Biosafety to the
Convention on Biological Diversity

The Parties to this Protocol,

Being Parties to the Convention on Biological Diversity, hereinafter referred to as “the Convention”,

Recalling Article 19, paragraphs 3 and 4, and Articles 8 (g) and 17 of the Convention,

Recalling also decision II/5 of 17 November 1995 of the Conference of the Parties to the Convention to
develop a Protocol on biosafety, specifically focusing on transboundary movement of any living modified
organism resulting from modern biotechnology that may have adverse effect on the conservation and
sustainable use of biological diversity, setting out for consideration, in particular, appropriate procedures for
advance informed agreement,

Reaffirming the precautionary approach contained in Principle 15 of the Rio Declaration on
Environment and Development,

Aware of the rapid expansion of modern biotechnology and the growing public concern over its potential
adverse effects on biological diversity, taking also into account risks to human health,

Recognizing that modern biotechnology has great potential for human well-being if developed and used
with adequate safety measures for the environment and human health,

Recognizing also the crucial importance to humankind of centres of origin and centres of genetic
diversity,

Taking into account the limited capabilities of many countries, particularly developing countries, to
cope with the nature and scale of known and potential risks associated with living modified organisms,

Recognizing that trade and environment agreements should be mutually supportive with a view to
achieving sustainable development,

Emphasizing that this Protocol shall not be interpreted as implying a change in the rights and obligations
of a Party under any existing international agreements,

Understanding that the above recital is not intended to subordinate this Protocol to other international
agreements,

Have agreed as follows:

Article 1
OBJECTIVE

In accordance with the precautionary approach contained in Principle 15 of the Rio Declaration on
Environment and Development, the objective of this Protocol is to contribute to ensuring an adequate level
of protection in the field of the safe transfer, handling and use of living modified organisms resulting from
modern biotechnology that may have adverse effects on the conservation and sustainable use of biological
diversity, taking also into account risks to human health, and specifically focusing on transboundary
movements.

Article 2
GENERAL PROVISIONS

1. Each Party shall take necessary and appropriate legal, administrative and other measures to imple-
ment its obligations under this Protocol.

2. The Parties shall ensure that the development, handling, transport, use, transfer and release of any
living modified organisms are undertaken in a manner that prevents or reduces the risks to biological
diversity, taking also into account risks to human health.
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3. Nothing in this Protocol shall affect in any way the sovereignty of States over their territorial sea
established in accordance with international law, and the sovereign rights and the jurisdiction which
States have in their exclusive economic zones and their continental shelves in accordance with
international law, and the exercise by ships and aircraft of all States of navigational rights and
freedoms as provided for in international law and as reflected in relevant international instruments.

4. Nothing in this Protocol shall be interpreted as restricting the right of a Party to take action that is more
protective of the conservation and sustainable use of biological diversity than that called for in this
Protocol, provided that such action is consistent with the objective and the provisions of this Protocol
and is in accordance with that Party’s other obligations under international law.

5. The Parties are encouraged to take into account, as appropriate, available expertise, instruments and
work undertaken in international forums with competence in the area of risks to human health.

Article 3
USE OF TERMS

For the purposes of this Protocol:

(a) “Conference of the Parties” means the Conference of the Parties to the Convention;

(b) “Contained use” means any operation, undertaken within a facility, installation or other physical
structure, which involves living modified organisms that are controlled by specific measures that
effectively limit their contact with, and their impact on, the external environment;

(c) “Export” means intentional transboundary movement from one Party to another Party;

(d) “Exporter” means any legal or natural person, under the jurisdiction of the Party of export, who
arranges for a living modified organism to be exported;

(e) “Import” means intentional transboundary movement into one Party from another Party;

(f) “Importer” means any legal or natural person, under the jurisdiction of the Party of import, who
arranges for a living modified organism to be imported;

(g) “Living modified organism” means any living organism that possesses a novel combination of genetic
material obtained through the use of modern biotechnology;

(h) “Living organism” means any biological entity capable of transferring or replicating genetic material,
including sterile organisms, viruses and viroids;

(i) “Modern biotechnology” means the application of:

a. In vitro nucleic acid techniques, including recombinant deoxyribonucleic acid (DNA) and direct
injection of nucleic acid into cells or organelles, or

b. Fusion of cells beyond the taxonomic family, that overcome natural physiological reproductive
or recombination barriers and that are not techniques used in traditional breeding and selection;

(j) “Regional economic integration organization” means an organization constituted by sovereign States
of a given region, to which its member States have transferred competence in respect of matters
governed by this Protocol and which has been duly authorized, in accordance with its internal
procedures, to sign, ratify, accept, approve or accede to it;

(k) “Transboundary movement” means the movement of a living modified organism from one Party to
another Party, save that for the purposes of Articles 17 and 24 transboundary movement extends to
movement between Parties and non-Parties.

Article 4
SCOPE

This Protocol shall apply to the transboundary movement, transit, handling and use of all living modified
organisms that may have adverse effects on the conservation and sustainable use of biological diversity,
taking also into account risks to human health.
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Article 5
PHARMACEUTICALS

Notwithstanding Article 4 and without prejudice to any right of a Party to subject all living modified
organisms to risk assessment prior to the making of decisions on import, this Protocol shall not apply to the
transboundary movement of living modified organisms which are pharmaceuticals for humans that are
addressed by other relevant international agreements or organizations.

Article 6
TRANSIT AND CONTAINED USE

1. Notwithstanding Article 4 and without prejudice to any right of a Party of transit to regulate the
transport of living modified organisms through its territory and make available to the Biosafety
Clearing-House, any decision of that Party, subject to Article 2, paragraph 3, regarding the transit
through its territory of a specific living modified organism, the provisions of this Protocol with respect
to the advance informed agreement procedure shall not apply to living modified organisms in transit.

2. Notwithstanding Article 4 and without prejudice to any right of a Party to subject all living modified
organisms to risk assessment prior to decisions on import and to set standards for contained use within
its jurisdiction, the provisions of this Protocol with respect to the advance informed agreement
procedure shall not apply to the transboundary movement of living modified organisms destined for
contained use undertaken in accordance with the standards of the Party of import.

Article 7
APPLICATION OF THE ADVANCE INFORMED AGREEMENT PROCEDURE

1. Subject to Articles 5 and 6, the advance informed agreement procedure in Articles 8 to 10 and 12 shall
apply prior to the first intentional transboundary movement of living modified organisms for
intentional introduction into the environment of the Party of import.

2. “Intentional introduction into the environment” in paragraph 1 above, does not refer to living
modified organisms intended for direct use as food or feed, or for processing.

3. Article 11 shall apply prior to the first transboundary movement of living modified organisms
intended for direct use as food or feed, or for processing.

4. The advance informed agreement procedure shall not apply to the intentional transboundary move-
ment of living modified organisms identified in a decision of the Conference of the Parties serving as
the meeting of the Parties to this Protocol as being not likely to have adverse effects on the
conservation and sustainable use of biological diversity, taking also into account risks to human
health.

Article 8
NOTIFICATION

1. The Party of export shall notify, or require the exporter to ensure notification to, in writing, the
competent national authority of the Party of import prior to the intentional transboundary movement
of a living modified organism that falls within the scope of Article 7, paragraph 1. The notification
shall contain, at a minimum, the information specified in Annex I.

2. The Party of export shall ensure that there is a legal requirement for the accuracy of information
provided by the exporter.

Article 9
ACKNOWLEDGEMENT OF RECEIPT OF NOTIFICATION

1. The Party of import shall acknowledge receipt of the notification, in writing, to the notifier within
ninety days of its receipt.

2. The acknowledgement shall state:

(a) The date of receipt of the notification;

(b) Whether the notification, prima facie, contains the information referred to in Article 8;
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(c) Whether to proceed according to the domestic regulatory framework of the Party of import or
according to the procedure specified in Article 10.

3. The domestic regulatory framework referred to in paragraph 2 (c) above, shall be consistent with this
Protocol.

4. A failure by the Party of import to acknowledge receipt of a notification shall not imply its consent to
an intentional transboundary movement.

Article 10
DECISION PROCEDURE

1. Decisions taken by the Party of import shall be in accordance with Article 15.

2. The Party of import shall, within the period of time referred to in Article 9, inform the notifier, in
writing, whether the intentional transboundary movement may proceed:

(a) Only after the Party of import has given its written consent; or

(b)After no less than ninety days without a subsequent written consent.

3. Within two hundred and seventy days of the date of receipt of notification, the Party of import shall
communicate, in writing, to the notifier and to the Biosafety Clearing-House the decision referred to
in paragraph 2 (a) above:

(a) Approving the import, with or without conditions, including how the decision will apply to
subsequent imports of the same living modified organism;

(b) Prohibiting the import;

(c) Requesting additional relevant information in accordance with its domestic regulatory
framework or Annex I; in calculating the time within which the Party of import is to respond, the
number of days it has to wait for additional relevant information shall not be taken into account;
or

(d) Informing the notifier that the period specified in this paragraph is extended by a defined period
of time.

4. Except in a case in which consent is unconditional, a decision under paragraph 3 above, shall set out
the reasons on which it is based.

5. A failure by the Party of import to communicate its decision within two hundred and seventy days of
the date of receipt of the notification shall not imply its consent to an intentional transboundary
movement.

6. Lack of scientific certainty due to insufficient relevant scientific information and knowledge regard-
ing the extent of the potential adverse effects of a living modified organism on the conservation and
sustainable use of biological diversity in the Party of import, taking also into account risks to human
health, shall not prevent that Party from taking a decision, as appropriate, with regard to the import of
the living modified organism in question as referred to in paragraph 3 above, in order to avoid or
minimize such potential adverse effects.

7. The Conference of the Parties serving as the meeting of the Parties shall, at its first meeting, decide
upon appropriate procedures and mechanisms to facilitate decision-making by Parties of import.

Article 11
PROCEDURE FOR LIVING MODIFIED ORGANISMS INTENDED FOR DIRECT USE AS
FOOD OR FEED, OR FOR PROCESSING

1. A Party that makes a final decision regarding domestic use, including placing on the market, of a
living modified organism that may be subject to transboundary movement for direct use as food or
feed, or for processing shall, within fifteen days of making that decision, inform the Parties through
the Biosafety Clearing-House. This information shall contain, at a minimum, the information
specified in Annex II. The Party shall provide a copy of the information, in writing, to the national
focal point of each Party that informs the Secretariat in advance that it does not have access to the
Biosafety Clearing-House. This provision shall not apply to decisions regarding field trials.
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2. The Party making a decision under paragraph 1 above, shall ensure that there is a legal requirement for
the accuracy of information provided by the applicant.

3. Any Party may request additional information from the authority identified in paragraph (b) of Annex
II.

4. A Party may take a decision on the import of living modified organisms intended for direct use as food
or feed, or for processing, under its domestic regulatory framework that is consistent with the
objective of this Protocol.

5. Each Party shall make available to the Biosafety Clearing-House copies of any national laws,
regulations and guidelines applicable to the import of living modified organisms intended for direct
use as food or feed, or for processing, if available.

6. A developing country Party or a Party with an economy in transition may, in the absence of the
domestic regulatory framework referred to in paragraph 4 above, and in exercise of its domestic
jurisdiction, declare through the Biosafety Clearing-House that its decision prior to the first import of
a living modified organism intended for direct use as food or feed, or for processing, on which
information has been provided under paragraph 1 above, will be taken according to the following:

(a) A risk assessment undertaken in accordance with Annex III; and

(b)A decision made within a predictable timeframe, not exceeding two hundred and seventy days.

7. Failure by a Party to communicate its decision according to paragraph 6 above, shall not imply its
consent or refusal to the import of a living modified organism intended for direct use as food or feed,
or for processing, unless otherwise specified by the Party.

8. Lack of scientific certainty due to insufficient relevant scientific information and knowledge regard-
ing the extent of the potential adverse effects of a living modified organism on the conservation and
sustainable use of biological diversity in the Party of import, taking also into account risks to human
health, shall not prevent that Party from taking a decision, as appropriate, with regard to the import of
that living modified organism intended for direct use as food or feed, or for processing, in order to
avoid or minimize such potential adverse effects.

9. A Party may indicate its needs for financial and technical assistance and capacity-building with
respect to living modified organisms intended for direct use as food or feed, or for processing. Parties
shall cooperate to meet these needs in accordance with Articles 22 and 28.

Article 12
REVIEW OF DECISIONS

1. A Party of import may, at any time, in light of new scientific information on potential adverse effects
on the conservation and sustainable use of biological diversity, taking also into account the risks to
human health, review and change a decision regarding an intentional transboundary movement. In
such case, the Party shall, within thirty days, inform any notifier that has previously notified
movements of the living modified organism referred to in such decision, as well as the Biosafety
Clearing-House, and shall set out the reasons for its decision.

2. A Party of export or a notifier may request the Party of import to review a decision it has made in
respect of it under Article 10 where the Party of export or the notifier considers that:

(a) A change in circumstances has occurred that may influence the outcome of the risk assessment
upon which the decision was based; or

(b) Additional relevant scientific or technical information has become available.

3. The Party of import shall respond in writing to such a request within ninety days and set out the
reasons for its decision.

4. The Party of import may, at its discretion, require a risk assessment for subsequent imports.
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Article 13
SIMPLIFIED PROCEDURE

1. A Party of import may, provided that adequate measures are applied to ensure the safe intentional
transboundary movement of living modified organisms in accordance with the objective of this
Protocol, specify in advance to the Biosafety Clearing-House:

(a) Cases in which intentional transboundary movement to it may take place at the same time as the
movement is notified to the Party of import; and

(b) Imports of living modified organisms to it to be exempted from the advance informed agreement
procedure.

Notifications under subparagraph (a) above, may apply to subsequent similar movements to the same
Party.

2. The information relating to an intentional transboundary movement that is to be provided in the
notifications referred to in paragraph 1 (a) above, shall be the information specified in Annex I.

Article 14
BILATERAL, REGIONAL AND MULTILATERAL AGREEMENTS AND ARRANGEMENTS

1. Parties may enter into bilateral, regional and multilateral agreements and arrangements regarding
intentional transboundary movements of living modified organisms, consistent with the objective of
this Protocol and provided that such agreements and arrangements do not result in a lower level of
protection than that provided for by the Protocol.

2. The Parties shall inform each other, through the Biosafety Clearing-House, of any such bilateral,
regional and multilateral agreements and arrangements that they have entered into before or after the
date of entry into force of this Protocol.

3. The provisions of this Protocol shall not affect intentional transboundary movements that take place
pursuant to such agreements and arrangements as between the parties to those agreements or
arrangements.

4. Any Party may determine that its domestic regulations shall apply with respect to specific imports to it
and shall notify the Biosafety Clearing-House of its decision.

Article 15
RISK ASSESSMENT

1. Risk assessments undertaken pursuant to this Protocol shall be carried out in a scientifically sound
manner, in accordance with Annex III and taking into account recognized risk assessment techniques.
Such risk assessments shall be based, at a minimum, on information provided in accordance with
Article 8 and other available scientific evidence in order to identify and evaluate the possible adverse
effects of living modified organisms on the conservation and sustainable use of biological diversity,
taking also into account risks to human health.

2. The Party of import shall ensure that risk assessments are carried out for decisions taken under
Article 10. It may require the exporter to carry out the risk assessment.

3. The cost of risk assessment shall be borne by the notifier if the Party of import so requires.

Article 16
RISK MANAGEMENT

1. The Parties shall, taking into account Article 8 (g) of the Convention, establish and maintain
appropriate mechanisms, measures and strategies to regulate, manage and control risks identified in
the risk assessment provisions of this Protocol associated with the use, handling and transboundary
movement of living modified organisms.

2. Measures based on risk assessment shall be imposed to the extent necessary to prevent adverse effects
of the living modified organism on the conservation and sustainable use of biological diversity, taking
also into account risks to human health, within the territory of the Party of import.
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3. Each Party shall take appropriate measures to prevent unintentional transboundary movements of
living modified organisms, including such measures as requiring a risk assessment to be carried out
prior to the first release of a living modified organism.

4. Without prejudice to paragraph 2 above, each Party shall endeavour to ensure that any living modified
organism, whether imported or locally developed, has undergone an appropriate period of observation
that is commensurate with its life-cycle or generation time before it is put to its intended use.

5. Parties shall cooperate with a view to:

(a) Identifying living modified organisms or specific traits of living modified organisms that may
have adverse effects on the conservation and sustainable use of biological diversity, taking also
into account risks to human health; and

(b) Taking appropriate measures regarding the treatment of such living modified organisms or
specific traits.

Article 17
UNINTENTIONAL TRANSBOUNDARY MOVEMENTS AND EMERGENCY MEASURES

1. Each Party shall take appropriate measures to notify affected or potentially affected States, the
Biosafety Clearing-House and, where appropriate, relevant international organizations, when it
knows of an occurrence under its jurisdiction resulting in a release that leads, or may lead, to an
unintentional transboundary movement of a living modified organism that is likely to have significant
adverse effects on the conservation and sustainable use of biological diversity, taking also into
account risks to human health in such States. The notification shall be provided as soon as the Party
knows of the above situation.

2. Each Party shall, no later than the date of entry into force of this Protocol for it, make available to the
Biosafety Clearing-House the relevant details setting out its point of contact for the purposes of
receiving notifications under this Article.

3. Any notification arising from paragraph 1 above, should include:

(a) Available relevant information on the estimated quantities and relevant characteristics and/or
traits of the living modified organism;

(b) Information on the circumstances and estimated date of the release, and on the use of the living
modified organism in the originating Party;

(c) Any available information about the possible adverse effects on the conservation and sustainable
use of biological diversity, taking also into account risks to human health, as well as available
information about possible risk management measures;

(d) Any other relevant information; and

(e) A point of contact for further information.

4. In order to minimize any significant adverse effects on the conservation and sustainable use of
biological diversity, taking also into account risks to human health, each Party, under whose
jurisdiction the release of the living modified organism referred to in paragraph 1 above, occurs, shall
immediately consult the affected or potentially affected States to enable them to determine appro-
priate responses and initiate necessary action, including emergency measures.

Article 18
HANDLING, TRANSPORT, PACKAGING AND IDENTIFICATION

1. In order to avoid adverse effects on the conservation and sustainable use of biological diversity, taking
also into account risks to human health, each Party shall take necessary measures to require that living
modified organisms that are subject to intentional transboundary movement within the scope of this
Protocol are handled, packaged and transported under conditions of safety, taking into consideration
relevant international rules and standards.
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2. Each Party shall take measures to require that documentation accompanying:

(a) Living modified organisms that are intended for direct use as food or feed, or for processing,
clearly identifies that they “may contain” living modified organisms and are not intended for
intentional introduction into the environment, as well as a contact point for further information.
The Conference of the Parties serving as the meeting of the Parties to this Protocol shall take a
decision on the detailed requirements for this purpose, including specification of their identity
and any unique identification, no later than two years after the date of entry into force of this
Protocol;

(b) Living modified organisms that are destined for contained use clearly identifies them as living
modified organisms; and specifies any requirements for the safe handling, storage, transport and
use, the contact point for further information, including the name and address of the individual
and institution to whom the living modified organisms are consigned; and

(c) Living modified organisms that are intended for intentional introduction into the environment of
the Party of import and any other living modified organisms within the scope of the Protocol,
clearly identifies them as living modified organisms; specifies the identity and relevant traits
and/or characteristics, any requirements for the safe handling, storage, transport and use, the
contact point for further information and, as appropriate, the name and address of the importer
and exporter; and contains a declaration that the movement is in conformity with the
requirements of this Protocol applicable to the exporter.

3. The Conference of the Parties serving as the meeting of the Parties to this Protocol shall consider the
need for and modalities of developing standards with regard to identification, handling, packaging
and transport practices, in consultation with other relevant international bodies.

Article 19
COMPETENT NATIONAL AUTHORITIES AND NATIONAL FOCAL POINTS

1. Each Party shall designate one national focal point to be responsible on its behalf for liaison with the
Secretariat. Each Party shall also designate one or more competent national authorities, which shall be
responsible for performing the administrative functions required by this Protocol and which shall be
authorized to act on its behalf with respect to those functions. A Party may designate a single entity to
fulfil the functions of both focal point and competent national authority.

2. Each Party shall, no later than the date of entry into force of this Protocol for it, notify the Secretariat
of the names and addresses of its focal point and its competent national authority or authorities. Where
a Party designates more than one competent national authority, it shall convey to the Secretariat, with
its notification thereof, relevant information on the respective responsibilities of those authorities.
Where applicable, such information shall, at a minimum, specify which competent authority is
responsible for which type of living modified organism. Each Party shall forthwith notify the
Secretariat of any changes in the designation of its national focal point or in the name and address or
responsibilities of its competent national authority or authorities.

3. The Secretariat shall forthwith inform the Parties of the notifications it receives under paragraph 2
above, and shall also make such information available through the Biosafety Clearing-House.

Article 20
INFORMATION SHARING AND THE BIOSAFETY CLEARING-HOUSE

1. A Biosafety Clearing-House is hereby established as part of the clearing-house mechanism under
Article 18, paragraph 3, of the Convention, in order to:

(a) Facilitate the exchange of scientific, technical, environmental and legal information on, and
experience with, living modified organisms; and

(b) Assist Parties to implement the Protocol, taking into account the special needs of developing
country Parties, in particular the least developed and small island developing States among
them, and countries with economies in transition as well as countries that are centres of origin
and centres of genetic diversity.
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2. The Biosafety Clearing-House shall serve as a means through which information is made available for
the purposes of paragraph 1 above. It shall provide access to information made available by the
Parties relevant to the implementation of the Protocol. It shall also provide access, where possible, to
other international biosafety information exchange mechanisms.

3. Without prejudice to the protection of confidential information, each Party shall make available to the
Biosafety Clearing-House any information required to be made available to the Biosafety
Clearing-House under this Protocol, and:

(a) Any existing laws, regulations and guidelines for implementation of the Protocol, as well as
information required by the Parties for the advance informed agreement procedure;

(b) Any bilateral, regional and multilateral agreements and arrangements;

(c) Summaries of its risk assessments or environmental reviews of living modified organisms
generated by its regulatory process, and carried out in accordance with Article 15, including,
where appropriate, relevant information regarding products thereof, namely, processed
materials that are of living modified organism origin, containing detectable novel combinations
of replicable genetic material obtained through the use of modern biotechnology;

(d) Its final decisions regarding the importation or release of living modified organisms; and

(e) Reports submitted by it pursuant to Article 33, including those on implementation of the advance
informed agreement procedure.

4. The modalities of the operation of the Biosafety Clearing-House, including reports on its activities,
shall be considered and decided upon by the Conference of the Parties serving as the meeting of the
Parties to this Protocol at its first meeting, and kept under review thereafter.

Article 21
CONFIDENTIAL INFORMATION

1. The Party of import shall permit the notifier to identify information submitted under the procedures of
this Protocol or required by the Party of import as part of the advance informed agreement procedure
of the Protocol that is to be treated as confidential. Justification shall be given in such cases upon
request.

2. The Party of import shall consult the notifier if it decides that information identified by the notifier as
confidential does not qualify for such treatment and shall, prior to any disclosure, inform the notifier
of its decision, providing reasons on request, as well as an opportunity for consultation and for an
internal review of the decision prior to disclosure.

3. Each Party shall protect confidential information received under this Protocol, including any
confidential information received in the context of the advance informed agreement procedure of the
Protocol. Each Party shall ensure that it has procedures to protect such information and shall protect
the confidentiality of such information in a manner no less favourable than its treatment of
confidential information in connection with domestically produced living modified organisms.

4. The Party of import shall not use such information for a commercial purpose, except with the written
consent of the notifier.

5. If a notifier withdraws or has withdrawn a notification, the Party of import shall respect the
confidentiality of commercial and industrial information, including research and development
information as well as information on which the Party and the notifier disagree as to its confi-
dentiality.

6. Without prejudice to paragraph 5 above, the following information shall not be considered
confidential:

(a) The name and address of the notifier;

(b) A general description of the living modified organism or organisms;

(c) A summary of the risk assessment of the effects on the conservation and sustainable use of
biological diversity, taking also into account risks to human health; and
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(d) Any methods and plans for emergency response.

Article 22
CAPACITY-BUILDING

1. The Parties shall cooperate in the development and/or strengthening of human resources and
institutional capacities in biosafety, including biotechnology to the extent that it is required for
biosafety, for the purpose of the effective implementation of this Protocol, in developing country
Parties, in particular the least developed and small island developing States among them, and in
Parties with economies in transition, including through existing global, regional, subregional and
national institutions and organizations and, as appropriate, through facilitating private sector involve-
ment.

2. For the purposes of implementing paragraph 1 above, in relation to cooperation, the needs of
developing country Parties, in particular the least developed and small island developing States
among them, for financial resources and access to and transfer of technology and know-how in
accordance with the relevant provisions of the Convention, shall be taken fully into account for
capacity-building in biosafety. Cooperation in capacity-building shall, subject to the different
situation, capabilities and requirements of each Party, include scientific and technical training in the
proper and safe management of biotechnology, and in the use of risk assessment and risk management
for biosafety, and the enhancement of technological and institutional capacities in biosafety. The
needs of Parties with economies in transition shall also be taken fully into account for such
capacity-building in biosafety.

Article 23
PUBLIC AWARENESS AND PARTICIPATION

1. The Parties shall:

(a) Promote and facilitate public awareness, education and participation concerning the safe
transfer, handling and use of living modified organisms in relation to the conservation and
sustainable use of biological diversity, taking also into account risks to human health. In doing
so, the Parties shall cooperate, as appropriate, with other States and international bodies;

(b) Endeavour to ensure that public awareness and education encompass access to information on
living modified organisms identified in accordance with this Protocol that may be imported.

2. The Parties shall, in accordance with their respective laws and regulations, consult the public in the
decision-making process regarding living modified organisms and shall make the results of such
decisions available to the public, while respecting confidential information in accordance with
Article 21.

3. Each Party shall endeavour to inform its public about the means of public access to the Biosafety
Clearing-House.

Article 24
NON-PARTIES

1. Transboundary movements of living modified organisms between Parties and non-Parties shall be
consistent with the objective of this Protocol. The Parties may enter into bilateral, regional and
multilateral agreements and arrangements with non-Parties regarding such transboundary move-
ments.

2. The Parties shall encourage non-Parties to adhere to this Protocol and to contribute appropriate
information to the Biosafety Clearing-House on living modified organisms released in, or moved into
or out of, areas within their national jurisdictions.

Article 25
ILLEGAL TRANSBOUNDARY MOVEMENTS

1. Each Party shall adopt appropriate domestic measures aimed at preventing and, if appropriate,
penalizing transboundary movements of living modified organisms carried out in contravention of its
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domestic measures to implement this Protocol. Such movements shall be deemed illegal trans-
boundary movements.

2. In the case of an illegal transboundary movement, the affected Party may request the Party of origin to
dispose, at its own expense, of the living modified organism in question by repatriation or destruction,
as appropriate.

3. Each Party shall make available to the Biosafety Clearing-House information concerning cases of
illegal transboundary movements pertaining to it.

Article 26
SOCIO-ECONOMIC CONSIDERATIONS

1. The Parties, in reaching a decision on import under this Protocol or under its domestic measures
implementing the Protocol, may take into account, consistent with their international obligations,
socio-economic considerations arising from the impact of living modified organisms on the
conservation and sustainable use of biological diversity, especially with regard to the value of
biological diversity to indigenous and local communities.

2. The Parties are encouraged to cooperate on research and information exchange on any
socio-economic impacts of living modified organisms, especially on indigenous and local
communities.

Article 27
LIABILITY AND REDRESS

The Conference of the Parties serving as the meeting of the Parties to this Protocol shall, at its first meeting,
adopt a process with respect to the appropriate elaboration of international rules and procedures in the field
of liability and redress for damage resulting from transboundary movements of living modified organisms,
analysing and taking due account of the ongoing processes in international law on these matters, and shall
endeavour to complete this process within four years.

Article 28
FINANCIAL MECHANISM AND RESOURCES

1. In considering financial resources for the implementation of this Protocol, the Parties shall take into
account the provisions of Article 20 of the Convention.

2. The financial mechanism established in Article 21 of the Convention shall, through the institutional
structure entrusted with its operation, be the financial mechanism for this Protocol.

3. Regarding the capacity-building referred to in Article 22 of this Protocol, the Conference of the
Parties serving as the meeting of the Parties to this Protocol, in providing guidance with respect to the
financial mechanism referred to in paragraph 2 above, for consideration by the Conference of the
Parties, shall take into account the need for financial resources by developing country Parties, in
particular the least developed and the small island developing States among them.

4. In the context of paragraph 1 above, the Parties shall also take into account the needs of the developing
country Parties, in particular the least developed and the small island developing States among them,
and of the Parties with economies in transition, in their efforts to identify and implement their
capacity-building requirements for the purposes of the implementation of this Protocol.

5. The guidance to the financial mechanism of the Convention in relevant decisions of the Conference of
the Parties, including those agreed before the adoption of this Protocol, shall apply, mutatis mutandis,
to the provisions of this Article.

6. The developed country Parties may also provide, and the developing country Parties and the Parties
with economies in transition avail themselves of, financial and technological resources for the
implementation of the provisions of this Protocol through bilateral, regional and multilateral
channels.
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Article 29
CONFERENCE OF THE PARTIES SERVING AS THE MEETING OF THE PARTIES TO THIS
PROTOCOL

1. The Conference of the Parties shall serve as the meeting of the Parties to this Protocol.

2. Parties to the Convention that are not Parties to this Protocol may participate as observers in the
proceedings of any meeting of the Conference of the Parties serving as the meeting of the Parties to
this Protocol. When the Conference of the Parties serves as the meeting of the Parties to this Protocol,
decisions under this Protocol shall be taken only by those that are Parties to it.

3. When the Conference of the Parties serves as the meeting of the Parties to this Protocol, any member
of the Bureau of the Conference of the Parties representing a Party to the Convention but, at that time,
not a Party to this Protocol, shall be substituted by a member to be elected by and from among the
Parties to this Protocol.

4. The Conference of the Parties serving as the meeting of the Parties to this Protocol shall keep under
regular review the implementation of this Protocol and shall make, within its mandate, the decisions
necessary to promote its effective implementation. It shall perform the functions assigned to it by this
Protocol and shall:

(a) Make recommendations on any matters necessary for the implementation of this Protocol;

(b) Establish such subsidiary bodies as are deemed necessary for the implementation of this
Protocol;

(c) Seek and utilize, where appropriate, the services and cooperation of, and information provided
by, competent international organizations and intergovernmental and non-governmental bodies;

(d) Establish the form and the intervals for transmitting the information to be submitted in
accordance with Article 33 of this Protocol and consider such information as well as reports
submitted by any subsidiary body;

(e) Consider and adopt, as required, amendments to this Protocol and its annexes, as well as any
additional annexes to this Protocol, that are deemed necessary for the implementation of this
Protocol; and

(f) Exercise such other functions as may be required for the implementation of this Protocol.

5. The rules of procedure of the Conference of the Parties and financial rules of the Convention shall be
applied, mutatis mutandis, under this Protocol, except as may be otherwise decided by consensus by
the Conference of the Parties serving as the meeting of the Parties to this Protocol.

6. The first meeting of the Conference of the Parties serving as the meeting of the Parties to this Protocol
shall be convened by the Secretariat in conjunction with the first meeting of the Conference of the
Parties that is scheduled after the date of the entry into force of this Protocol. Subsequent ordinary
meetings of the Conference of the Parties serving as the meeting of the Parties to this Protocol shall be
held in conjunction with ordinary meetings of the Conference of the Parties, unless otherwise decided
by the Conference of the Parties serving as the meeting of the Parties to this Protocol.

7. Extraordinary meetings of the Conference of the Parties serving as the meeting of the Parties to this
Protocol shall be held at such other times as may be deemed necessary by the Conference of the
Parties serving as the meeting of the Parties to this Protocol, or at the written request of any Party,
provided that, within six months of the request being communicated to the Parties by the Secretariat, it
is supported by at least one third of the Parties.

8. The United Nations, its specialized agencies and the International Atomic Energy Agency, as well as
any State member thereof or observers thereto not party to the Convention, may be represented as
observers at meetings of the Conference of the Parties serving as the meeting of the Parties to this
Protocol. Any body or agency, whether national or international, governmental or non-governmental,
that is qualified in matters covered by this Protocol and that has informed the Secretariat of its wish to
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be represented at a meeting of the Conference of the Parties serving as a meeting of the Parties to this
Protocol as an observer, may be so admitted, unless at least one third of the Parties present object.
Except as otherwise provided in this Article, the admission and participation of observers shall be
subject to the rules of procedure, as referred to in paragraph 5 above.

Article 30
SUBSIDIARY BODIES

1. Any subsidiary body established by or under the Convention may, upon a decision by the Conference
of the Parties serving as the meeting of the Parties to this Protocol, serve the Protocol, in which case
the meeting of the Parties shall specify which functions that body shall exercise.

2. Parties to the Convention that are not Parties to this Protocol may participate as observers in the
proceedings of any meeting of any such subsidiary bodies. When a subsidiary body of the Convention
serves as a subsidiary body to this Protocol, decisions under the Protocol shall be taken only by the
Parties to the Protocol.

3. When a subsidiary body of the Convention exercises its functions with regard to matters concerning
this Protocol, any member of the Bureau of that subsidiary body representing a Party to the
Convention but, at that time, not a Party to the Protocol, shall be substituted by a member to be elected
by and from among the Parties to the Protocol.

Article 31
SECRETARIAT

1. The Secretariat established by Article 24 of the Convention shall serve as the secretariat to this
Protocol.

2. Article 24, paragraph 1, of the Convention on the functions of the Secretariat shall apply, mutatis
mutandis, to this Protocol.

3. To the extent that they are distinct, the costs of the secretariat services for this Protocol shall be met by
the Parties hereto. The Conference of the Parties serving as the meeting of the Parties to this Protocol
shall, at its first meeting, decide on the necessary budgetary arrangements to this end.

Article 32
RELATIONSHIP WITH THE CONVENTION

Except as otherwise provided in this Protocol, the provisions of the Convention relating to its protocols shall
apply to this Protocol.

Article 33
MONITORING AND REPORTING

Each Party shall monitor the implementation of its obligations under this Protocol, and shall, at intervals to
be determined by the Conference of the Parties serving as the meeting of the Parties to this Protocol, report to
the Conference of the Parties serving as the meeting of the Parties to this Protocol on measures that it has
taken to implement the Protocol.

Article 34
COMPLIANCE

The Conference of the Parties serving as the meeting of the Parties to this Protocol shall, at its first meeting,
consider and approve cooperative procedures and institutional mechanisms to promote compliance with the
provisions of this Protocol and to address cases of non-compliance. These procedures and mechanisms shall
include provisions to offer advice or assistance, where appropriate. They shall be separate from, and without
prejudice to, the dispute settlement procedures and mechanisms established by Article 27 of the Convention.
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Article 35
ASSESSMENT AND REVIEW

The Conference of the Parties serving as the meeting of the Parties to this Protocol shall undertake, five years
after the entry into force of this Protocol and at least every five years thereafter, an evaluation of the
effectiveness of the Protocol, including an assessment of its procedures and annexes.

Article 36
SIGNATURE

This Protocol shall be open for signature at the United Nations Office at Nairobi by States and regional
economic integration organizations from 15 to 26 May 2000, and at United Nations Headquarters in New
York from 5 June 2000 to 4 June 2001.

Article 37
ENTRY INTO FORCE

1. This Protocol shall enter into force on the ninetieth day after the date of deposit of the fiftieth
instrument of ratification, acceptance, approval or accession by States or regional economic integra-
tion organizations that are Parties to the Convention.

2. This Protocol shall enter into force for a State or regional economic integration organization that
ratifies, accepts or approves this Protocol or accedes thereto after its entry into force pursuant to
paragraph 1 above, on the ninetieth day after the date on which that State or regional economic
integration organization deposits its instrument of ratification, acceptance, approval or accession, or
on the date on which the Convention enters into force for that State or regional economic integration
organization, whichever shall be the later.

3. For the purposes of paragraphs 1 and 2 above, any instrument deposited by a regional economic
integration organization shall not be counted as additional to those deposited by member States of
such organization.

Article 38
RESERVATIONS

No reservations may be made to this Protocol.

Article 39
WITHDRAWAL

1. At any time after two years from the date on which this Protocol has entered into force for a Party, that
Party may withdraw from the Protocol by giving written notification to the Depositary.

2. Any such withdrawal shall take place upon expiry of one year after the date of its receipt by the
Depositary, or on such later date as may be specified in the notification of the withdrawal.

Article 40
AUTHENTIC TEXTS

The original of this Protocol, of which the Arabic, Chinese, English, French, Russian and Spanish texts are
equally authentic, shall be deposited with the Secretary-General of the United Nations.

IN WITNESS WHEREOF the undersigned, being duly authorized to that effect, have signed this Protocol.

DONE at Montreal on this twenty-ninth day of January, two thousand.

ANNEX I

INFORMATION REQUIRED IN NOTIFICATIONS UNDER ARTICLES 8, 10 AND 13

(a) Name, address and contact details of the exporter.

(b) Name, address and contact details of the importer.
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(c) Name and identity of the living modified organism, as well as the domestic classification, if any, of
the biosafety level of the living modified organism in the State of export.

(d) Intended date or dates of the transboundary movement, if known.

(e) Taxonomic status, common name, point of collection or acquisition, and characteristics of recipient
organism or parental organisms related to biosafety.

(f) Centres of origin and centres of genetic diversity, if known, of the recipient organism and/or the
parental organisms and a description of the habitats where the organisms may persist or proliferate.

(g) Taxonomic status, common name, point of collection or acquisition, and characteristics of the donor
organism or organisms related to biosafety.

(h) Description of the nucleic acid or the modification introduced, the technique used, and the resulting
characteristics of the living modified organism.

(i) Intended use of the living modified organism or products thereof, namely, processed materials that are
of living modified organism origin, containing detectable novel combinations of replicable genetic
material obtained through the use of modern biotechnology.

(j) Quantity or volume of the living modified organism to be transferred.

(k) A previous and existing risk assessment report consistent with Annex III.

(l) Suggested methods for the safe handling, storage, transport and use, including packaging, labelling,
documentation, disposal and contingency procedures, where appropriate.

(m) Regulatory status of the living modified organism within the State of export (for example, whether it
is prohibited in the State of export, whether there are other restrictions, or whether it has been
approved for general release) and, if the living modified organism is banned in the State of export, the
reason or reasons for the ban.

(n) Result and purpose of any notification by the exporter to other States regarding the living modified
organism to be transferred.

(o) A declaration that the above-mentioned information is factually correct.

ANNEX II

INFORMATION REQUIRED CONCERNING LIVING MODIFIED ORGANISMS INTENDED FOR
DIRECT USE AS FOOD OR FEED, OR FOR PROCESSING UNDER ARTICLE 11

(a) The name and contact details of the applicant for a decision for domestic use.

(b) The name and contact details of the authority responsible for the decision.

(c) Name and identity of the living modified organism.

(d) Description of the gene modification, the technique used, and the resulting characteristics of the living
modified organism.

(e) Any unique identification of the living modified organism.

(f) Taxonomic status, common name, point of collection or acquisition, and characteristics of recipient
organism or parental organisms related to biosafety.

(g) Centres of origin and centres of genetic diversity, if known, of the recipient organism and/or the
parental organisms and a description of the habitats where the organisms may persist or proliferate.

(h) Taxonomic status, common name, point of collection or acquisition, and characteristics of the donor
organism or organisms related to biosafety.

(i) Approved uses of the living modified organism.

(j) A risk assessment report consistent with Annex III.

(k) Suggested methods for the safe handling, storage, transport and use, including packaging, labelling,
documentation, disposal and contingency procedures, where appropriate.
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ANNEX III

RISK ASSESSMENT

Objective

1. The objective of risk assessment, under this Protocol, is to identify and evaluate the potential adverse
effects of living modified organisms on the conservation and sustainable use of biological diversity in
the likely potential receiving environment, taking also into account risks to human health.

Use of risk assessment

2. Risk assessment is, inter alia, used by competent authorities to make informed decisions regarding
living modified organisms.

General principles

3. Risk assessment should be carried out in a scientifically sound and transparent manner, and can take
into account expert advice of, and guidelines developed by, relevant international organizations.

4. Lack of scientific knowledge or scientific consensus should not necessarily be interpreted as indi-
cating a particular level of risk, an absence of risk, or an acceptable risk.

5. Risks associated with living modified organisms or products thereof, namely, processed materials that
are of living modified organism origin, containing detectable novel combinations of replicable
genetic material obtained through the use of modern biotechnology, should be considered in the
context of the risks posed by the non-modified recipients or parental organisms in the likely potential
receiving environment.

6. Risk assessment should be carried out on a case-by-case basis. The required information may vary in
nature and level of detail from case to case, depending on the living modified organism concerned, its
intended use and the likely potential receiving environment.

Methodology

7. The process of risk assessment may on the one hand give rise to a need for further information about
specific subjects, which may be identified and requested during the assessment process, while on the
other hand information on other subjects may not be relevant in some instances.

8. To fulfil its objective, risk assessment entails, as appropriate, the following steps:

(a) An identification of any novel genotypic and phenotypic characteristics associated with the
living modified organism that may have adverse effects on biological diversity in the likely
potential receiving environment, taking also into account risks to human health;

(b) An evaluation of the likelihood of these adverse effects being realized, taking into account the
level and kind of exposure of the likely potential receiving environment to the living modified
organism;

(c) An evaluation of the consequences should these adverse effects be realized;

(d) An estimation of the overall risk posed by the living modified organism based on the evaluation
of the likelihood and consequences of the identified adverse effects being realized;

(e) A recommendation as to whether or not the risks are acceptable or manageable, including, where
necessary, identification of strategies to manage these risks; and

(f) Where there is uncertainty regarding the level of risk, it may be addressed by requesting further
information on the specific issues of concern or by implementing appropriate risk management
strategies and/or monitoring the living modified organism in the receiving environment.

Points to consider

9. Depending on the case, risk assessment takes into account the relevant technical and scientific details
regarding the characteristics of the following subjects:

(a) Recipient organism or parental organisms. The biological characteristics of the recipient
organism or parental organisms, including information on taxonomic status, common name,
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origin, centres of origin and centres of genetic diversity, if known, and a description of the
habitat where the organisms may persist or proliferate;

(b) Donor organism or organisms. Taxonomic status and common name, source, and the relevant
biological characteristics of the donor organisms;

(c) Vector. Characteristics of the vector, including its identity, if any, and its source or origin, and its
host range;

(d) Insert or inserts and/or characteristics of modification. Genetic characteristics of the inserted
nucleic acid and the function it specifies, and/or characteristics of the modification introduced;

(e) Living modified organism. Identity of the living modified organism, and the differences
between the biological characteristics of the living modified organism and those of the recipient
organism or parental organisms;

(f) Detection and identification of the living modified organism. Suggested detection and identi-
fication methods and their specificity, sensitivity and reliability;

(g) Information relating to the intended use. Information relating to the intended use of the living
modified organism, including new or changed use compared to the recipient organism or
parental organisms; and

(h) Receiving environment. Information on the location, geographical, climatic and ecological
characteristics, including relevant information on biological diversity and centres of origin of the
likely potential receiving environment.
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Convention on Biological Diversity

Preamble

The Contracting Parties,

Conscious of the intrinsic value of biological diversity and of the ecological, genetic, social, economic,
scientific, educational, cultural, recreational and aesthetic values of biological diversity and its components,

Conscious also of the importance of biological diversity for evolution and for maintaining life-sustaining
systems of the biosphere,

Affirming that the conservation of biological diversity is a common concern of humankind,

Reaffirming that States have sovereign rights over their own biological resources,

Reaffirming also that States are responsible for conserving their biological diversity and for using their
biological resources in a sustainable manner,

Concerned that biological diversity is being significantly reduced by certain human activities,

Aware of the general lack of information and knowledge regarding biological diversity and of the urgent
need to develop scientific, technical and institutional capacities to provide the basic understanding upon
which to plan and implement appropriate measures,

Noting that it is vital to anticipate, prevent and attack the causes of significant reduction or loss of biological
diversity at source,

Noting also that where there is a threat of significant reduction or loss of biological diversity, lack of full
scientific certainty should not be used as a reason for postponing measures to avoid or minimize such a
threat,

Noting further that the fundamental requirement for the conservation of biological diversity is the in-situ
conservation of ecosystems and natural habitats and the maintenance and recovery of viable populations of
species in their natural surroundings,

Noting further that ex-situ measures, preferably in the country of origin, also have an important role to play,

Recognizing the close and traditional dependence of many indigenous and local communities embodying
traditional lifestyles on biological resources, and the desirability of sharing equitably benefits arising from
the use of traditional knowledge, innovations and practices relevant to the conservation of biological
diversity and the sustainable use of its components,

Recognizing also the vital role that women play in the conservation and sustainable use of biological
diversity and affirming the need for the full participation of women at all levels of policy-making and
implementation for biological diversity conservation,

Stressing the importance of, and the need to promote, international, regional and global cooperation among
States and intergovernmental organizations and the non-governmental sector for the conservation of
biological diversity and the sustainable use of its components,

Acknowledging that the provision of new and additional financial resources and appropriate access to
relevant technologies can be expected to make a substantial difference in the world’s ability to address the
loss of biological diversity,

Acknowledging further that special provision is required to meet the needs of developing countries,
including the provision of new and additional financial resources and appropriate access to relevant
technologies,

Noting in this regard the special conditions of the least developed countries and small island States,

Acknowledging that substantial investments are required to conserve biological diversity and that there is the
expectation of a broad range of environmental, economic and social benefits from those investments,
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Recognizing that economic and social development and poverty eradication are the first and overriding
priorities of developing countries,

Aware that conservation and sustainable use of biological diversity is of critical importance for meeting the
food, health and other needs of the growing world population, for which purpose access to and sharing of
both genetic resources and technologies are essential,

Noting that, ultimately, the conservation and sustainable use of biological diversity will strengthen friendly
relations among States and contribute to peace for humankind,

Desiring to enhance and complement existing international arrangements for the conservation of biological
diversity and sustainable use of its components, and

Determined to conserve and sustainably use biological diversity for the benefit of present and future
generations,

Have agreed as follows:

Article 1. Objectives

The objectives of this Convention, to be pursued in accordance with its relevant provisions, are the
conservation of biological diversity, the sustainable use of its components and the fair and equitable sharing
of the benefits arising out of the utilization of genetic resources, including by appropriate access to genetic
resources and by appropriate transfer of relevant technologies, taking into account all rights over those
resources and to technologies, and by appropriate funding.

Article 2. Use of Terms

For the purposes of this Convention:

“Biological diversity” means the variability among living organisms from all sources including, inter alia,
terrestrial, marine and other aquatic ecosystems and the ecological complexes of which they are part; this
includes diversity within species, between species and of ecosystems.

“Biological resources” includes genetic resources, organisms or parts thereof, populations, or any other
biotic component of ecosystems with actual or potential use or value for humanity.

“Biotechnology” means any technological application that uses biological systems, living organisms, or
derivatives thereof, to make or modify products or processes for specific use.

“Country of origin of genetic resources” means the country which possesses those genetic resources in
in-situ conditions.

“Country providing genetic resources” means the country supplying genetic resources collected from in-situ
sources, including populations of both wild and domesticated species, or taken from ex-situ sources, which
may or may not have originated in that country.

“Domesticated or cultivated species” means species in which the evolutionary process has been influenced
by humans to meet their needs.

“Ecosystem” means a dynamic complex of plant, animal and micro-organism communities and their
non-living environment interacting as a functional unit.

“Ex-situ conservation” means the conservation of components of biological diversity outside their natural
habitats.

“Genetic material” means any material of plant, animal, microbial or other origin containing functional units
of heredity.

“Genetic resources” means genetic material of actual or potential value.

“Habitat” means the place or type of site where an organism or population naturally occurs.

“In-situ conditions” means conditions where genetic resources exist within ecosystems and natural habitats,
and, in the case of domesticated or cultivated species, in the surroundings where they have developed their
distinctive properties.
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“In-situ conservation” means the conservation of ecosystems and natural habitats and the maintenance and
recovery of viable populations of species in their natural surroundings and, in the case of domesticated or
cultivated species, in the surroundings where they have developed their distinctive properties.

“Protected area” means a geographically defined area which is designated or regulated and managed to
achieve specific conservation objectives.

“Regional economic integration organization” means an organization constituted by sovereign States of a
given region, to which its member States have transferred competence in respect of matters governed by this
Convention and which has been duly authorized, in accordance with its internal procedures, to sign, ratify,
accept, approve or accede to it.

“Sustainable use” means the use of components of biological diversity in a way and at a rate that does not
lead to the long-term decline of biological diversity, thereby maintaining its potential to meet the needs and
aspirations of present and future generations.

“Technology” includes biotechnology.

Article 3. Principle

States have, in accordance with the Charter of the United Nations and the principles of international law, the
sovereign right to exploit their own resources pursuant to their own environmental policies, and the
responsibility to ensure that activities within their jurisdiction or control do not cause damage to the
environment of other States or of areas beyond the limits of national jurisdiction.

Article 4. Jurisdictional Scope

Subject to the rights of other States, and except as otherwise expressly provided in this Convention, the
provisions of this Convention apply, in relation to each Contracting Party:

(a) In the case of components of biological diversity, in areas within the limits of its national jurisdiction;
and

(b) In the case of processes and activities, regardless of where their effects occur, carried out under its
jurisdiction or control, within the area of its national jurisdiction or beyond the limits of national
jurisdiction.

Article 5. Cooperation

Each Contracting Party shall, as far as possible and as appropriate, cooperate with other Contracting Parties,
directly or, where appropriate, through competent international organizations, in respect of areas beyond
national jurisdiction and on other matters of mutual interest, for the conservation and sustainable use of
biological diversity.

Article 6. General Measures for Conservation and Sustainable Use

Each Contracting Party shall, in accordance with its particular conditions and capabilities:

(a) Develop national strategies, plans or programmes for the conservation and sustainable use of
biological diversity or adapt for this purpose existing strategies, plans or programmes which shall
reflect, inter alia, the measures set out in this Convention relevant to the Contracting Party concerned;
and

(b) Integrate, as far as possible and as appropriate, the conservation and sustainable use of biological
diversity into relevant sectoral or cross-sectoral plans, programmes and policies.

Article 7. Identification and Monitoring

Each Contracting Party shall, as far as possible and as appropriate, in particular for the purposes of Articles 8
to 10:

(a) Identify components of biological diversity important for its conservation and sustainable use having
regard to the indicative list of categories set down in Annex I;
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(b) Monitor, through sampling and other techniques, the components of biological diversity identified
pursuant to subparagraph (a) above, paying particular attention to those requiring urgent conservation
measures and those which offer the greatest potential for sustainable use;

(c) Identify processes and categories of activities which have or are likely to have significant adverse
impacts on the conservation and sustainable use of biological diversity, and monitor their effects
through sampling and other techniques; and

(d) Maintain and organize, by any mechanism data, derived from identification and monitoring activities
pursuant to subparagraphs (a), (b) and (c) above.

Article 8. In-situ Conservation

Each Contracting Party shall, as far as possible and as appropriate:

(a) Establish a system of protected areas or areas where special measures need to be taken to conserve
biological diversity;

(b) Develop, where necessary, guidelines for the selection, establishment and management of protected
areas or areas where special measures need to be taken to conserve biological diversity;

(c) Regulate or manage biological resources important for the conservation of biological diversity
whether within or outside protected areas, with a view to ensuring their conservation and sustainable
use;

(d) Promote the protection of ecosystems, natural habitats and the maintenance of viable populations of
species in natural surroundings;

(e) Promote environmentally sound and sustainable development in areas adjacent to protected areas
with a view to furthering protection of these areas;

(f) Rehabilitate and restore degraded ecosystems and promote the recovery of threatened species, inter
alia, through the development and implementation of plans or other management strategies;

(g) Establish or maintain means to regulate, manage or control the risks associated with the use and
release of living modified organisms resulting from biotechnology which are likely to have adverse
environmental impacts that could affect the conservation and sustainable use of biological diversity,
taking also into account the risks to human health;

(h) Prevent the introduction of, control or eradicate those alien species which threaten ecosystems,
habitats or species;

(i) Endeavour to provide the conditions needed for compatibility between present uses and the
conservation of biological diversity and the sustainable use of its components;

(j) Subject to its national legislation, respect, preserve and maintain knowledge, innovations and
practices of indigenous and local communities embodying traditional lifestyles relevant for the
conservation and sustainable use of biological diversity and promote their wider application with the
approval and involvement of the holders of such knowledge, innovations and practices and encourage
the equitable sharing of the benefits arising from the utilization of such knowledge, innovations and
practices;

(k) Develop or maintain necessary legislation and/or other regulatory provisions for the protection of
threatened species and populations;

(l) Where a significant adverse effect on biological diversity has been determined pursuant to Article 7,
regulate or manage the relevant processes and categories of activities; and

(m) Cooperate in providing financial and other support for in-situ conservation outlined in subparagraphs
(a) to (l) above, particularly to developing countries.

An Explanatory Guide to the Cartagena Protocol on Biosafety

266



Article 9. Ex-situ Conservation

Each Contracting Party shall, as far as possible and as appropriate, and predominantly for the purpose of
complementing in-situ measures:

(a) Adopt measures for the ex-situ conservation of components of biological diversity, preferably in the
country of origin of such components;

(b) Establish and maintain facilities for ex-situ conservation of and research on plants, animals and
micro-organisms, preferably in the country of origin of genetic resources;

(c) Adopt measures for the recovery and rehabilitation of threatened species and for their reintroduction
into their natural habitats under appropriate conditions;

(d) Regulate and manage collection of biological resources from natural habitats for ex-situ conservation
purposes so as not to threaten ecosystems and in-situ populations of species, except where special
temporary ex-situ measures are required under subparagraph (c) above; and

(e) Cooperate in providing financial and other support for ex-situ conservation outlined in subparagraphs
(a) to (d) above and in the establishment and maintenance of ex-situ conservation facilities in
developing countries.

Article 10. Sustainable Use of Components of Biological Diversity

Each Contracting Party shall, as far as possible and as appropriate:

(a) Integrate consideration of the conservation and sustainable use of biological resources into national
decision-making;

(b) Adopt measures relating to the use of biological resources to avoid or minimize adverse impacts on
biological diversity;

(c) Protect and encourage customary use of biological resources in accordance with traditional cultural
practices that are compatible with conservation or sustainable use requirements;

(d) Support local populations to develop and implement remedial action in degraded areas where
biological diversity has been reduced; and

(e) Encourage cooperation between its governmental authorities and its private sector in developing
methods for sustainable use of biological resources.

Article 11. Incentive Measures

Each Contracting Party shall, as far as possible and as appropriate, adopt economically and socially sound
measures that act as incentives for the conservation and sustainable use of components of biological
diversity.

Article 12. Research and Training

The Contracting Parties, taking into account the special needs of developing countries, shall:

(a) Establish and maintain programmes for scientific and technical education and training in measures for
the identification, conservation and sustainable use of biological diversity and its components and
provide support for such education and training for the specific needs of developing countries;

(b) Promote and encourage research which contributes to the conservation and sustainable use of
biological diversity, particularly in developing countries, inter alia, in accordance with decisions of
the Conference of the Parties taken in consequence of recommendations of the Subsidiary Body on
Scientific, Technical and Technological Advice; and

(c) In keeping with the provisions of Articles 16, 18 and 20, promote and cooperate in the use of scientific
advances in biological diversity research in developing methods for conservation and sustainable use
of biological resources.
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Article 13. Public Education and Awareness

The Contracting Parties shall:

(a) Promote and encourage understanding of the importance of, and the measures required for, the
conservation of biological diversity, as well as its propagation through media, and the inclusion of
these topics in educational programmes; and

(b) Cooperate, as appropriate, with other States and international organizations in developing educational
and public awareness programmes, with respect to conservation and sustainable use of biological
diversity.

Article 14. Impact Assessment and Minimizing Adverse Impacts

1. Each Contracting Party, as far as possible and as appropriate, shall:

(a) Introduce appropriate procedures requiring environmental impact assessment of its proposed
projects that are likely to have significant adverse effects on biological diversity with a view to
avoiding or minimizing such effects and, where appropriate, allow for public participation in
such procedures;

(b) Introduce appropriate arrangements to ensure that the environmental consequences of its
programmes and policies that are likely to have significant adverse impacts on biological
diversity are duly taken into account;

(c) Promote, on the basis of reciprocity, notification, exchange of information and consultation on
activities under their jurisdiction or control which are likely to significantly affect adversely the
biological diversity of other States or areas beyond the limits of national jurisdiction, by
encouraging the conclusion of bilateral, regional or multilateral arrangements, as appropriate;

(d) In the case of imminent or grave danger or damage, originating under its jurisdiction or control,
to biological diversity within the area under jurisdiction of other States or in areas beyond the
limits of national jurisdiction, notify immediately the potentially affected States of such danger
or damage, as well as initiate action to prevent or minimize such danger or damage; and

(e) Promote national arrangements for emergency responses to activities or events, whether caused
naturally or otherwise, which present a grave and imminent danger to biological diversity and
encourage international cooperation to supplement such national efforts and, where appropriate
and agreed by the States or regional economic integration organizations concerned, to establish
joint contingency plans.

2. The Conference of the Parties shall examine, on the basis of studies to be carried out, the issue of
liability and redress, including restoration and compensation, for damage to biological diversity,
except where such liability is a purely internal matter.

Article 15. Access to Genetic Resources

1. Recognizing the sovereign rights of States over their natural resources, the authority to determine
access to genetic resources rests with the national governments and is subject to national legislation.

2. Each Contracting Party shall endeavour to create conditions to facilitate access to genetic resources
for environmentally sound uses by other Contracting Parties and not to impose restrictions that run
counter to the objectives of this Convention.

3. For the purpose of this Convention, the genetic resources being provided by a Contracting Party, as
referred to in this Article and Articles 16 and 19, are only those that are provided by Contracting
Parties that are countries of origin of such resources or by the Parties that have acquired the genetic
resources in accordance with this Convention.

4. Access, where granted, shall be on mutually agreed terms and subject to the provisions of this Article.

5. Access to genetic resources shall be subject to prior informed consent of the Contracting Party
providing such resources, unless otherwise determined by that Party.

6. Each Contracting Party shall endeavour to develop and carry out scientific research based on genetic
resources provided by other Contracting Parties with the full participation of, and where possible in,
such Contracting Parties.
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7. Each Contracting Party shall take legislative, administrative or policy measures, as appropriate, and in
accordance with Articles 16 and 19 and, where necessary, through the financial mechanism
established by Articles 20 and 21 with the aim of sharing in a fair and equitable way the results of
research and development and the benefits arising from the commercial and other utilization of
genetic resources with the Contracting Party providing such resources. Such sharing shall be upon
mutually agreed terms.

Article 16. Access to and Transfer of Technology

1. Each Contracting Party, recognizing that technology includes biotechnology, and that both access to
and transfer of technology among Contracting Parties are essential elements for the attainment of the
objectives of this Convention, undertakes subject to the provisions of this Article to provide and/or
facilitate access for and transfer to other Contracting Parties of technologies that are relevant to the
conservation and sustainable use of biological diversity or make use of genetic resources and do not
cause significant damage to the environment.

2. Access to and transfer of technology referred to in paragraph 1 above to developing countries shall be
provided and/or facilitated under fair and most favourable terms, including on concessional and
preferential terms where mutually agreed, and, where necessary, in accordance with the financial
mechanism established by Articles 20 and 21. In the case of technology subject to patents and other
intellectual property rights, such access and transfer shall be provided on terms which recognize and
are consistent with the adequate and effective protection of intellectual property rights. The
application of this paragraph shall be consistent with paragraphs 3, 4 and 5 below.

3. Each Contracting Party shall take legislative, administrative or policy measures, as appropriate, with
the aim that Contracting Parties, in particular those that are developing countries, which provide
genetic resources are provided access to and transfer of technology which makes use of those
resources, on mutually agreed terms, including technology protected by patents and other intellectual
property rights, where necessary, through the provisions of Articles 20 and 21 and in accordance with
international law and consistent with paragraphs 4 and 5 below.

4. Each Contracting Party shall take legislative, administrative or policy measures, as appropriate, with
the aim that the private sector facilitates access to, joint development and transfer of technology
referred to in paragraph 1 above for the benefit of both governmental institutions and the private
sector of developing countries and in this regard shall abide by the obligations included in paragraphs
1, 2 and 3 above.

5. The Contracting Parties, recognizing that patents and other intellectual property rights may have an
influence on the implementation of this Convention, shall cooperate in this regard subject to national
legislation and international law in order to ensure that such rights are supportive of and do not run
counter to its objectives.

Article 17. Exchange of Information

1. The Contracting Parties shall facilitate the exchange of information, from all publicly available
sources, relevant to the conservation and sustainable use of biological diversity, taking into account
the special needs of developing countries.

2. Such exchange of information shall include exchange of results of technical, scientific and socio-
economic research, as well as information on training and surveying programmes, specialized
knowledge, indigenous and traditional knowledge as such and in combination with the technologies
referred to in Article 16, paragraph 1. It shall also, where feasible, include repatriation of information.

Article 18. Technical and Scientific Cooperation

1. The Contracting Parties shall promote international technical and scientific cooperation in the field of
conservation and sustainable use of biological diversity, where necessary, through the appropriate
international and national institutions.

2. Each Contracting Party shall promote technical and scientific cooperation with other Contracting
Parties, in particular developing countries, in implementing this Convention, inter alia, through the
development and implementation of national policies. In promoting such cooperation, special
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attention should be given to the development and strengthening of national capabilities, by means of
human resources development and institution building.

3. The Conference of the Parties, at its first meeting, shall determine how to establish a clearing-house
mechanism to promote and facilitate technical and scientific cooperation.

4. The Contracting Parties shall, in accordance with national legislation and policies, encourage and
develop methods of cooperation for the development and use of technologies, including indigenous
and traditional technologies, in pursuance of the objectives of this Convention. For this purpose, the
Contracting Parties shall also promote cooperation in the training of personnel and exchange of
experts.

5. The Contracting Parties shall, subject to mutual agreement, promote the establishment of joint
research programmes and joint ventures for the development of technologies relevant to the
objectives of this Convention.

Article 19. Handling of Biotechnology and Distribution of its Benefits

1. Each Contracting Party shall take legislative, administrative or policy measures, as appropriate, to
provide for the effective participation in biotechnological research activities by those Contracting
Parties, especially developing countries, which provide the genetic resources for such research, and
where feasible in such Contracting Parties.

2. Each Contracting Party shall take all practicable measures to promote and advance priority access on
a fair and equitable basis by Contracting Parties, especially developing countries, to the results and
benefits arising from biotechnologies based upon genetic resources provided by those Contracting
Parties. Such access shall be on mutually agreed terms.

3. The Parties shall consider the need for and modalities of a protocol setting out appropriate procedures,
including, in particular, advance informed agreement, in the field of the safe transfer, handling and
use of any living modified organism resulting from biotechnology that may have adverse effect on the
conservation and sustainable use of biological diversity.

4. Each Contracting Party shall, directly or by requiring any natural or legal person under its jurisdiction
providing the organisms referred to in paragraph 3 above, provide any available information about the
use and safety regulations required by that Contracting Party in handling such organisms, as well as
any available information on the potential adverse impact of the specific organisms concerned to the
Contracting Party into which those organisms are to be introduced.

Article 20. Financial Resources

1. Each Contracting Party undertakes to provide, in accordance with its capabilities, financial support
and incentives in respect of those national activities which are intended to achieve the objectives of
this Convention, in accordance with its national plans, priorities and programmes.

2. The developed country Parties shall provide new and additional financial resources to enable
developing country Parties to meet the agreed full incremental costs to them of implementing
measures which fulfil the obligations of this Convention and to benefit from its provisions and which
costs are agreed between a developing country Party and the institutional structure referred to in
Article 21, in accordance with policy, strategy, programme priorities and eligibility criteria and an
indicative list of incremental costs established by the Conference of the Parties. Other Parties,
including countries undergoing the process of transition to a market economy, may voluntarily
assume the obligations of the developed country Parties. For the purpose of this Article, the
Conference of the Parties, shall at its first meeting establish a list of developed country Parties and
other Parties which voluntarily assume the obligations of the developed country Parties. The
Conference of the Parties shall periodically review and if necessary amend the list. Contributions
from other countries and sources on a voluntary basis would also be encouraged. The implementation
of these commitments shall take into account the need for adequacy, predictability and timely flow of
funds and the importance of burden-sharing among the contributing Parties included in the list.

3. The developed country Parties may also provide, and developing country Parties avail themselves of,
financial resources related to the implementation of this Convention through bilateral, regional and
other multilateral channels.
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4. The extent to which developing country Parties will effectively implement their commitments under
this Convention will depend on the effective implementation by developed country Parties of their
commitments under this Convention related to financial resources and transfer of technology and will
take fully into account the fact that economic and social development and eradication of poverty are
the first and overriding priorities of the developing country Parties.

5. The Parties shall take full account of the specific needs and special situation of least developed
countries in their actions with regard to funding and transfer of technology.

6. The Contracting Parties shall also take into consideration the special conditions resulting from the
dependence on, distribution and location of, biological diversity within developing country Parties, in
particular small island States.

7. Consideration shall also be given to the special situation of developing countries, including those that
are most environmentally vulnerable, such as those with arid and semi- arid zones, coastal and
mountainous areas.

Article 21. Financial Mechanism

1. There shall be a mechanism for the provision of financial resources to developing country Parties for
purposes of this Convention on a grant or concessional basis the essential elements of which are
described in this Article. The mechanism shall function under the authority and guidance of, and be
accountable to, the Conference of the Parties for purposes of this Convention. The operations of the
mechanism shall be carried out by such institutional structure as may be decided upon by the
Conference of the Parties at its first meeting. For purposes of this Convention, the Conference of the
Parties shall determine the policy, strategy, programme priorities and eligibility criteria relating to the
access to and utilization of such resources. The contributions shall be such as to take into account the
need for predictability, adequacy and timely flow of funds referred to in Article 20 in accordance with
the amount of resources needed to be decided periodically by the Conference of the Parties and the
importance of burden-sharing among the contributing Parties included in the list referred to in Article
20, paragraph 2. Voluntary contributions may also be made by the developed country Parties and by
other countries and sources. The mechanism shall operate within a democratic and transparent system
of governance.

2. Pursuant to the objectives of this Convention, the Conference of the Parties shall at its first meeting
determine the policy, strategy and programme priorities, as well as detailed criteria and guidelines for
eligibility for access to and utilization of the financial resources including monitoring and evaluation
on a regular basis of such utilization. The Conference of the Parties shall decide on the arrangements
to give effect to paragraph 1 above after consultation with the institutional structure entrusted with the
operation of the financial mechanism.

3. The Conference of the Parties shall review the effectiveness of the mechanism established under this
Article, including the criteria and guidelines referred to in paragraph 2 above, not less than two years
after the entry into force of this Convention and thereafter on a regular basis. Based on such review, it
shall take appropriate action to improve the effectiveness of the mechanism if necessary.

4. The Contracting Parties shall consider strengthening existing financial institutions to provide finan-
cial resources for the conservation and sustainable use of biological diversity.

Article 22. Relationship with Other International Conventions

1. The provisions of this Convention shall not affect the rights and obligations of any Contracting Party
deriving from any existing international agreement, except where the exercise of those rights and
obligations would cause a serious damage or threat to biological diversity.

2. Contracting Parties shall implement this Convention with respect to the marine environment con-
sistently with the rights and obligations of States under the law of the sea.

Article 23. Conference of the Parties

1. A Conference of the Parties is hereby established. The first meeting of the Conference of the Parties
shall be convened by the Executive Director of the United Nations Environment Programme not later
than one year after the entry into force of this Convention. Thereafter, ordinary meetings of the
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Conference of the Parties shall be held at regular intervals to be determined by the Conference at its
first meeting.

2. Extraordinary meetings of the Conference of the Parties shall be held at such other times as may be
deemed necessary by the Conference, or at the written request of any Party, provided that, within six
months of the request being communicated to them by the Secretariat, it is supported by at least one
third of the Parties.

3. The Conference of the Parties shall by consensus agree upon and adopt rules of procedure for itself
and for any subsidiary body it may establish, as well as financial rules governing the funding of the
Secretariat. At each ordinary meeting, it shall adopt a budget for the financial period until the next
ordinary meeting.

4. The Conference of the Parties shall keep under review the implementation of this Convention, and, for
this purpose, shall:

(a) Establish the form and the intervals for transmitting the information to be submitted in
accordance with Article 26 and consider such information as well as reports submitted by any
subsidiary body;

(b) Review scientific, technical and technological advice on biological diversity provided in
accordance with Article 25;

(c) Consider and adopt, as required, protocols in accordance with Article 28;

(d) Consider and adopt, as required, in accordance with Articles 29 and 30, amendments to this
Convention and its annexes;

(e) Consider amendments to any protocol, as well as to any annexes thereto, and, if so decided,
recommend their adoption to the parties to the protocol concerned;

(f) Consider and adopt, as required, in accordance with Article 30, additional annexes to this
Convention;

(g) Establish such subsidiary bodies, particularly to provide scientific and technical advice, as are
deemed necessary for the implementation of this Convention;

(h) Contact, through the Secretariat, the executive bodies of conventions dealing with matters
covered by this Convention with a view to establishing appropriate forms of cooperation with
them; and

(i) Consider and undertake any additional action that may be required for the achievement of the
purposes of this Convention in the light of experience gained in its operation.

5. The United Nations, its specialized agencies and the International Atomic Energy Agency, as well as
any State not Party to this Convention, may be represented as observers at meetings of the Conference
of the Parties. Any other body or agency, whether governmental or non-governmental, qualified in
fields relating to conservation and sustainable use of biological diversity, which has informed the
Secretariat of its wish to be represented as an observer at a meeting of the Conference of the Parties,
may be admitted unless at least one third of the Parties present object. The admission and participation
of observers shall be subject to the rules of procedure adopted by the Conference of the Parties.

Article 24. Secretariat

1. A secretariat is hereby established. Its functions shall be:

(a) To arrange for and service meetings of the Conference of the Parties provided for in Article 23;

(b) To perform the functions assigned to it by any protocol;

(c) To prepare reports on the execution of its functions under this Convention and present them to
the Conference of the Parties;

(d) To coordinate with other relevant international bodies and, in particular to enter into such
administrative and contractual arrangements as may be required for the effective discharge of its
functions; and
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(e) To perform such other functions as may be determined by the Conference of the Parties.

2. At its first ordinary meeting, the Conference of the Parties shall designate the secretariat from
amongst those existing competent international organizations which have signified their willingness
to carry out the secretariat functions under this Convention.

Article 25. Subsidiary Body on Scientific, Technical and Technological Advice

1. A subsidiary body for the provision of scientific, technical and technological advice is hereby
established to provide the Conference of the Parties and, as appropriate, its other subsidiary bodies
with timely advice relating to the implementation of this Convention. This body shall be open to
participation by all Parties and shall be multidisciplinary. It shall comprise government representa-
tives competent in the relevant field of expertise. It shall report regularly to the Conference of the
Parties on all aspects of its work.

2. Under the authority of and in accordance with guidelines laid down by the Conference of the Parties,
and upon its request, this body shall:

(a) Provide scientific and technical assessments of the status of biological diversity;

(b) Prepare scientific and technical assessments of the effects of types of measures taken in accord-
ance with the provisions of this Convention;

(c) Identify innovative, efficient and state-of-the-art technologies and know-how relating to the co-
nservation and sustainable use of biological diversity and advise on the ways and means of
promoting development and/or transferring such technologies;

(d) Provide advice on scientific programmes and international cooperation in research and develop-
ment related to conservation and sustainable use of biological diversity; and

(e) Respond to scientific, technical, technological and methodological questions that the
Conference of the Parties and its subsidiary bodies may put to the body.

3. The functions, terms of reference, organization and operation of this body may be further elaborated
by the Conference of the Parties.

Article 26. Reports

Each Contracting Party shall, at intervals to be determined by the Conference of the Parties, present to the
Conference of the Parties, reports on measures which it has taken for the implementation of the provisions of
this Convention and their effectiveness in meeting the objectives of this Convention.

Article 27. Settlement of Disputes

1. In the event of a dispute between Contracting Parties concerning the interpretation or application of
this Convention, the parties concerned shall seek solution by negotiation.

2. If the parties concerned cannot reach agreement by negotiation, they may jointly seek the good offices
of, or request mediation by, a third party.

3. When ratifying, accepting, approving or acceding to this Convention, or at any time thereafter, a State
or regional economic integration organization may declare in writing to the Depositary that for a
dispute not resolved in accordance with paragraph 1 or paragraph 2 above, it accepts one or both of the
following means of dispute settlement as compulsory:

(a) Arbitration in accordance with the procedure laid down in Part 1 of Annex II;

(b)Submission of the dispute to the International Court of Justice.

4. If the parties to the dispute have not, in accordance with paragraph 3 above, accepted the same or any
procedure, the dispute shall be submitted to conciliation in accordance with Part 2 of Annex II unless
the parties otherwise agree.

5. The provisions of this Article shall apply with respect to any protocol except as otherwise provided in
the protocol concerned.
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Article 28. Adoption of Protocols

1. The Contracting Parties shall cooperate in the formulation and adoption of protocols to this
Convention.

2. Protocols shall be adopted at a meeting of the Conference of the Parties.

3. The text of any proposed protocol shall be communicated to the Contracting Parties by the Secretariat
at least six months before such a meeting.

Article 29. Amendment of the Convention or Protocols

1. Amendments to this Convention may be proposed by any Contracting Party. Amendments to any
protocol may be proposed by any Party to that protocol.

2. Amendments to this Convention shall be adopted at a meeting of the Conference of the Parties.
Amendments to any protocol shall be adopted at a meeting of the Parties to the Protocol in question.
The text of any proposed amendment to this Convention or to any protocol, except as may otherwise
be provided in such protocol, shall be communicated to the Parties to the instrument in question by the
secretariat at least six months before the meeting at which it is proposed for adoption. The secretariat
shall also communicate proposed amendments to the signatories to this Convention for information.

3. The Parties shall make every effort to reach agreement on any proposed amendment to this
Convention or to any protocol by consensus. If all efforts at consensus have been exhausted, and no
agreement reached, the amendment shall as a last resort be adopted by a two-third majority vote of the
Parties to the instrument in question present and voting at the meeting, and shall be submitted by the
Depositary to all Parties for ratification, acceptance or approval.

4. Ratification, acceptance or approval of amendments shall be notified to the Depositary in writing.
Amendments adopted in accordance with paragraph 3 above shall enter into force among Parties
having accepted them on the ninetieth day after the deposit of instruments of ratification, acceptance
or approval by at least two thirds of the Contracting Parties to this Convention or of the Parties to the
protocol concerned, except as may otherwise be provided in such protocol. Thereafter the
amendments shall enter into force for any other Party on the ninetieth day after that Party deposits its
instrument of ratification, acceptance or approval of the amendments.

5. For the purposes of this Article, “Parties present and voting” means Parties present and casting an
affirmative or negative vote.

Article 30. Adoption and Amendment of Annexes

1. The annexes to this Convention or to any protocol shall form an integral part of the Convention or of
such protocol, as the case may be, and, unless expressly provided otherwise, a reference to this
Convention or its protocols constitutes at the same time a reference to any annexes thereto. Such
annexes shall be restricted to procedural, scientific, technical and administrative matters.

2. Except as may be otherwise provided in any protocol with respect to its annexes, the following
procedure shall apply to the proposal, adoption and entry into force of additional annexes to this
Convention or of annexes to any protocol:

(a) Annexes to this Convention or to any protocol shall be proposed and adopted according to the
procedure laid down in Article 29;

(b) Any Party that is unable to approve an additional annex to this Convention or an annex to any
protocol to which it is Party shall so notify the Depositary, in writing, within one year from the
date of the communication of the adoption by the Depositary. The Depositary shall without delay
notify all Parties of any such notification received. A Party may at any time withdraw a previous
declaration of objection and the annexes shall thereupon enter into force for that Party subject to
subparagraph (c) below;

(c) On the expiry of one year from the date of the communication of the adoption by the Depositary,
the annex shall enter into force for all Parties to this Convention or to any protocol concerned
which have not submitted a notification in accordance with the provisions of subparagraph (b)
above.
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3. The proposal, adoption and entry into force of amendments to annexes to this Convention or to any
protocol shall be subject to the same procedure as for the proposal, adoption and entry into force of
annexes to the Convention or annexes to any protocol.

4. If an additional annex or an amendment to an annex is related to an amendment to this Convention or
to any protocol, the additional annex or amendment shall not enter into force until such time as the
amendment to the Convention or to the protocol concerned enters into force.

Article 31. Right to Vote

1. Except as provided for in paragraph 2 below, each Contracting Party to this Convention or to any
protocol shall have one vote.

2. Regional economic integration organizations, in matters within their competence, shall exercise their
right to vote with a number of votes equal to the number of their member States which are Contracting
Parties to this Convention or the relevant protocol. Such organizations shall not exercise their right to
vote if their member States exercise theirs, and vice versa.

Article 32. Relationship between this Convention and Its Protocols

1. A State or a regional economic integration organization may not become a Party to a protocol unless it
is, or becomes at the same time, a Contracting Party to this Convention.

2. Decisions under any protocol shall be taken only by the Parties to the protocol concerned. Any
Contracting Party that has not ratified, accepted or approved a protocol may participate as an observer
in any meeting of the parties to that protocol.

Article 33. Signature

This Convention shall be open for signature at Rio de Janeiro by all States and any regional economic
integration organization from 5 June 1992 until 14 June 1992, and at the United Nations Headquarters in
New York from 15 June 1992 to 4 June 1993.

Article 34. Ratification, Acceptance or Approval

1. This Convention and any protocol shall be subject to ratification, acceptance or approval by States and
by regional economic integration organizations. Instruments of ratification, acceptance or approval
shall be deposited with the Depositary.

2. Any organization referred to in paragraph 1 above which becomes a Contracting Party to this
Convention or any protocol without any of its member States being a Contracting Party shall be bound
by all the obligations under the Convention or the protocol, as the case may be. In the case of such
organizations, one or more of whose member States is a Contracting Party to this Convention or
relevant protocol, the organization and its member States shall decide on their respective
responsibilities for the performance of their obligations under the Convention or protocol, as the case
may be. In such cases, the organization and the member States shall not be entitled to exercise rights
under the Convention or relevant protocol concurrently.

3. In their instruments of ratification, acceptance or approval, the organizations referred to in paragraph
1 above shall declare the extent of their competence with respect to the matters governed by the
Convention or the relevant protocol. These organizations shall also inform the Depositary of any
relevant modification in the extent of their competence.

Article 35. Accession

1. This Convention and any protocol shall be open for accession by States and by regional economic
integration organizations from the date on which the Convention or the protocol concerned is closed
for signature. The instruments of accession shall be deposited with the Depositary.

2. In their instruments of accession, the organizations referred to in paragraph 1 above shall declare the
extent of their competence with respect to the matters governed by the Convention or the relevant
protocol. These organizations shall also inform the Depositary of any relevant modification in the
extent of their competence.
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3. The provisions of Article 34, paragraph 2, shall apply to regional economic integration organizations
which accede to this Convention or any protocol.

Article 36. Entry Into Force

1. This Convention shall enter into force on the ninetieth day after the date of deposit of the thirtieth
instrument of ratification, acceptance, approval or accession.

2. Any protocol shall enter into force on the ninetieth day after the date of deposit of the number of
instruments of ratification, acceptance, approval or accession, specified in that protocol, has been
deposited.

3. For each Contracting Party which ratifies, accepts or approves this Convention or accedes thereto
after the deposit of the thirtieth instrument of ratification, acceptance, approval or accession, it shall
enter into force on the ninetieth day after the date of deposit by such Contracting Party of its
instrument of ratification, acceptance, approval or accession.

4. Any protocol, except as otherwise provided in such protocol, shall enter into force for a Contracting
Party that ratifies, accepts or approves that protocol or accedes thereto after its entry into force
pursuant to paragraph 2 above, on the ninetieth day after the date on which that Contracting Party
deposits its instrument of ratification, acceptance, approval or accession, or on the date on which this
Convention enters into force for that Contracting Party, whichever shall be the later.

5. For the purposes of paragraphs 1 and 2 above, any instrument deposited by a regional economic
integration organization shall not be counted as additional to those deposited by member States of
such organization.

Article 37. Reservations

No reservations may be made to this Convention.

Article 38. Withdrawals

1. At any time after two years from the date on which this Convention has entered into force for a
Contracting Party, that Contracting Party may withdraw from the Convention by giving written
notification to the Depositary.

2. Any such withdrawal shall take place upon expiry of one year after the date of its receipt by the
Depositary, or on such later date as may be specified in the notification of the withdrawal.

3. Any Contracting Party which withdraws from this Convention shall be considered as also having
withdrawn from any protocol to which it is party.

Article 39. Financial Interim Arrangements

Provided that it has been fully restructured in accordance with the requirements of Article 21, the Global
Environment Facility of the United Nations Development Programme, the United Nations Environment
Programme and the International Bank for Reconstruction and Development shall be the institutional
structure referred to in Article 21 on an interim basis, for the period between the entry into force of this
Convention and the first meeting of the Conference of the Parties or until the Conference of the Parties
decides which institutional structure will be designated in accordance with Article 21.

Article 40. Secretariat Interim Arrangements

The secretariat to be provided by the Executive Director of the United Nations Environment Programme
shall be the secretariat referred to in Article 24, paragraph 2, on an interim basis for the period between the
entry into force of this Convention and the first meeting of the Conference of the Parties.

Article 41. Depositary

The Secretary-General of the United Nations shall assume the functions of Depositary of this Convention
and any protocols.

276

An Explanatory Guide to the Cartagena Protocol on Biosafety



Article 42. Authentic texts

The original of this Convention, of which the Arabic, Chinese, English, French, Russian and Spanish texts
are equally authentic, shall be deposited with the Secretary- General of the United Nations.

IN WITNESS WHEREOF the undersigned, being duly authorized to that effect, have signed this
Convention.

Done at Rio de Janeiro on this fifth day of June, one thousand nine hundred and ninety- two.

Annex I. Identification and Monitoring

1. Ecosystems and habitats: containing high diversity, large numbers of endemic or threatened species,
or wilderness; required by migratory species; of social, economic, cultural or scientific importance;
or, which are representative, unique or associated with key evolutionary or other biological processes;

2. Species and communities which are: threatened; wild relatives of domesticated or cultivated species;
of medicinal, agricultural or other economic value; or social, scientific or cultural importance; or
importance for research into the conservation and sustainable use of biological diversity, such as
indicator species; and

3. Described genomes and genes of social, scientific or economic importance.

Annex II – Part 1. Arbitration

Article 1

The claimant party shall notify the secretariat that the parties are referring a dispute to arbitration pursuant to
Article 27. The notification shall state the subject-matter of arbitration and include, in particular, the articles
of the Convention or the protocol, the interpretation or application of which are at issue. If the parties do not
agree on the subject matter of the dispute before the President of the tribunal is designated, the arbitral
tribunal shall determine the subject matter. The secretariat shall forward the information thus received to all
Contracting Parties to this Convention or to the protocol concerned.

Article 2

1. In disputes between two parties, the arbitral tribunal shall consist of three members. Each of the
parties to the dispute shall appoint an arbitrator and the two arbitrators so appointed shall designate by
common agreement the third arbitrator who shall be the President of the tribunal. The latter shall not
be a national of one of the parties to the dispute, nor have his or her usual place of residence in the
territory of one of these parties, nor be employed by any of them, nor have dealt with the case in any
other capacity.

2. In disputes between more than two parties, parties in the same interest shall appoint one arbitrator
jointly by agreement.

3. Any vacancy shall be filled in the manner prescribed for the initial appointment.

Article 3

1. If the President of the arbitral tribunal has not been designated within two months of the appointment
of the second arbitrator, the Secretary-General of the United Nations shall, at the request of a party,
designate the President within a further two-month period.

2. If one of the parties to the dispute does not appoint an arbitrator within two months of receipt of the
request, the other party may inform the Secretary-General who shall make the designation within a
further two-month period.

Article 4

The arbitral tribunal shall render its decisions in accordance with the provisions of this Convention, any
protocols concerned, and international law.
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Article 5

Unless the parties to the dispute otherwise agree, the arbitral tribunal shall determine its own rules of
procedure.

Article 6

The arbitral tribunal may, at the request of one of the parties, recommend essential interim measures of
protection.

Article 7

The parties to the dispute shall facilitate the work of the arbitral tribunal and, in particular, using all means at
their disposal, shall:

(a) Provide it with all relevant documents, information and facilities; and

(b) Enable it, when necessary, to call witnesses or experts and receive their evidence.

Article 8

The parties and the arbitrators are under an obligation to protect the confidentiality of any information they
receive in confidence during the proceedings of the arbitral tribunal.

Article 9

Unless the arbitral tribunal determines otherwise because of the particular circumstances of the case, the
costs of the tribunal shall be borne by the parties to the dispute in equal shares. The tribunal shall keep a
record of all its costs, and shall furnish a final statement thereof to the parties.

Article 10

Any Contracting Party that has an interest of a legal nature in the subject-matter of the dispute which may be
affected by the decision in the case, may intervene in the proceedings with the consent of the tribunal.

Article 11

The tribunal may hear and determine counterclaims arising directly out of the subject-matter of the dispute.

Article 12

Decisions both on procedure and substance of the arbitral tribunal shall be taken by a majority vote of its
members.

Article 13

If one of the parties to the dispute does not appear before the arbitral tribunal or fails to defend its case, the
other party may request the tribunal to continue the proceedings and to make its award. Absence of a party or
a failure of a party to defend its case shall not constitute a bar to the proceedings. Before rendering its final
decision, the arbitral tribunal must satisfy itself that the claim is well founded in fact and law.

Article 14

The tribunal shall render its final decision within five months of the date on which it is fully constituted
unless it finds it necessary to extend the time-limit for a period which should not exceed five more months.

Article 15

The final decision of the arbitral tribunal shall be confined to the subject-matter of the dispute and shall state
the reasons on which it is based. It shall contain the names of the members who have participated and the
date of the final decision. Any member of the tribunal may attach a separate or dissenting opinion to the final
decision.
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Article 16

The award shall be binding on the parties to the dispute. It shall be without appeal unless the parties to the
dispute have agreed in advance to an appellate procedure.

Article 17

Any controversy which may arise between the parties to the dispute as regards the interpretation or manner
of implementation of the final decision may be submitted by either party for decision to the arbitral tribunal
which rendered it.

Annex II – Part 2. Conciliation

Article 1

A conciliation commission shall be created upon the request of one of the parties to the dispute. The
commission shall, unless the parties otherwise agree, be composed of five members, two appointed by each
Party concerned and a President chosen jointly by those members.

Article 2

In disputes between more than two parties, parties in the same interest shall appoint their members of the
commission jointly by agreement. Where two or more parties have separate interests or there is a
disagreement as to whether they are of the same interest, they shall appoint their members separately.

Article 3

If any appointments by the parties are not made within two months of the date of the request to create a
conciliation commission, the Secretary-General of the United Nations shall, if asked to do so by the party
that made the request, make those appointments within a further two-month period.

Article 4

If a President of the conciliation commission has not been chosen within two months of the last of the
members of the commission being appointed, the Secretary-General of the United Nations shall, if asked to
do so by a party, designate a President within a further two-month period.

Article 5

The conciliation commission shall take its decisions by majority vote of its members. It shall, unless the
parties to the dispute otherwise agree, determine its own procedure. It shall render a proposal for resolution
of the dispute, which the parties shall consider in good faith.

Article 6

A disagreement as to whether the conciliation commission has competence shall be decided by the
commission.
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Conference of the Parties to the Convention
on Biological Diversity: Decision II/5

Decision II/5: CONSIDERATION OF THE NEED FOR AND MODALITIES OF A
PROTOCOL FOR THE SAFE TRANSFER, HANDLING AND USE OF
LIVING MODIFIED ORGANISMS

The Conference of the Parties,

Recalling Article 19, paragraph 3, of the Convention on Biological Diversity,

Recognizing the link between paragraphs 3 and 4 of Article 19,

Recognizing also the link between Articles 8(g) and 19, paragraph 3,

Recalling its decision I/9 made at its first meeting, held in Nassau, Bahamas, from 28 November to 9
December 1994,

Having considered the report and recommendations prepared for its second meeting by the Open-ended Ad
Hoc Group of Experts on Biosafety, which met in Madrid from 24-28 July 1995,

Recognizing that modern biotechnology has great potential for human well-being if developed and used with
adequate safety measures for the environment and human health,

Recognizing also that, although considerable knowledge has accumulated, significant gaps in knowledge
have been identified, specifically in the field of interaction between living modified organisms (LMOs)
resulting from modern biotechnology and the environment, taking into account the relatively short period of
experience with releases of such organisms, the relatively small number of species and traits used, and the
lack of experience in the range of environments, specifically those in centres of origin and genetic diversity,

Noting that there is a need for further analysis of existing national, regional and international regulations and
legally binding instruments of relevance to the impact of LMOs on the conservation and sustainable use of
biological diversity,

Affirming that international action on biosafety should offer an efficient and effective framework for the
development of international cooperation aimed at ensuring safety in biotechnology through effective risk
assessment and risk management for the transfer, handling and use of any LMO resulting from modern
biotechnology that may have adverse environmental impacts that could affect the conservation and
sustainable use of biological diversity, taking into account the risks to human health, and taking also into
account Articles 8(g) and 19, paragraph 4, of the Convention,

Considering that, although there are existing international agreements of relevance to the impact of LMOs
resulting from modern biotechnology that may have adverse effect on the conservation and sustainable use
of biological diversity, none of these specifically address the transboundary movements of such LMOs, and
therefore there is an urgent need to give attention to this issue,

Taking into account that the large majority of delegations present at the meeting of the Open-ended Ad Hoc
Group of Experts on Biosafety favoured the development, within the context of an international framework
for safety in biotechnology, of a protocol on biosafety under the Convention on Biological Diversity,

Stressing the importance of the urgent finalization of the United Nations Environment Programme
International Technical Guidelines on Safety in Biotechnology and that this could contribute to the
development and implementation of a protocol on biosafety, but noting that this does not prejudice the
development and conclusion of such a protocol,

Noting that guidelines on biosafety, including the proposed United Nations Environment Programme
International Technical Guidelines on Safety in Biotechnology, may be used as an interim mechanism
during the development of the protocol and to complement it after its completion, for the purposes of
facilitating the development of national capacities to assess and manage risks, establish adequate
information systems and develop expert human resources in biotechnology,
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1. Decides to seek solution to the above-mentioned concerns through a negotiation process to develop,
in the field of the safe transfer, handling and use of living modified organisms, a protocol on biosafety,
specifically focusing on transboundary movement, of any living modified organism resulting from
modern biotechnology that may have adverse effect on the conservation and sustainable use of
biological diversity, setting out for consideration, in particular, appropriate procedure for advance
informed agreement;

2. Decides to establish an Open-ended Ad Hoc Working Group under the Conference of the Parties
which shall operate in accordance with the terms of reference in the annex to this decision;

3. Requests the Executive Secretary of the Convention to make the necessary arrangements for the
Open-ended Ad Hoc Working Group to meet as soon as possible, at least once before the next meeting
of the Conference of the Parties.

Annex to decision II/5

TERMS OF REFERENCE FOR THE OPEN-ENDED AD HOC WORKING GROUP

1. The Open-ended Ad Hoc Working Group should be composed of representatives, including experts,
nominated by Governments and regional economic integration organizations.

2. The Open-ended Ad Hoc Working Group shall, in accordance with operative paragraph 1 of the
present decision:

(a) elaborate, as a priority, the modalities and elements of a protocol based on appropriate elements
from Sections I, II and III, paragraph 18 (a), of Annex I of the report of the Open-ended Ad Hoc
Group of Experts on Biosafety;

(b) consider the inclusion of the elements from Section III, paragraph 18 (b), and other elements, as
appropriate;

3. The development of the draft protocol shall, as a priority:

(a) elaborate the key concepts and terms that are to be addressed in the process;

(b) include consideration of the form and scope of advance informed agreement procedures;

(c) identify relevant categories of LMOs resulting from modern biotechnology.

4. The protocol will have to reflect that its effective functioning requires that Parties establish or
maintain national measures, but the absence of such national measures should not prejudice the
development, implementation and scope of the protocol.

5. The protocol will take into account the principles enshrined in the Rio Declaration on Environment
and Development and, in particular, the precautionary approach contained in Principle 15 and will:

(a) not exceed the scope of the Convention;

(b) not override or duplicate any other international legal instrument in this area;

(c) provide for a review mechanism;

(d) be efficient and effective and seek to minimize unnecessary negative impacts on biotechnology
research and development and not to hinder unduly access to and transfer of technology.

6. The provisions of the Convention will apply to the protocol.

7. The process will take into full account the gaps in the existing legal framework identified through
analysis of existing national and international legislation.

8. The process shall be guided by the need for all Parties to cooperate in good faith and to participate
fully, with a view to the largest possible number of Parties to the Convention ratifying the protocol.
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9. The process will be carried out on the basis of the best available scientific knowledge and experience,
as well as other relevant information.

10. The process of developing a protocol should be conducted as a matter of urgency by an open-ended ad
hoc group, which will report on progress to each subsequent meeting of the Conference of the Parties.
The Open-ended Ad Hoc Working Group should endeavour to complete its work in 1998.

Conference of the Parties to the Convention on Biological Diversity: Decision II/5
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Conference of the Parties to the Convention
on Biological Diversity: Decision EM-I/31

ADOPTION OF THE CARTAGENA PROTOCOL AND INTERIM ARRANGEMENTS

The Conference of the Parties,

Recalling paragraph 3 of Article 19, by which the Parties are required to consider the need for and
modalities of a protocol setting out appropriate procedures, including, in particular, advance informed
agreement, in the field of the safe transfer, handling and use of any living modified organism resulting from
biotechnology that may have adverse effects on the conservation and sustainable use of biological diversity,

Recalling its decision II/5 on consideration of the need for and modalities of a protocol for the safe
transfer, handling and use of living modified organisms, by which it agreed to begin a negotiating process to
develop a protocol to address the concerns of Parties on those matters,

Noting the reports of the six sessions of the Open-ended Ad Hoc Working Group on Biosafety,

Noting the valuable informal preparatory work carried out under the chairmanship of His Excellency Juan
Mayr Maldonado in Montreal on 1 July 1999, in Vienna from 15 to 19 September 1999 and in Montreal from
20 to 22 January 2000,

Taking note of the UNEP International Technical Guidelines on Safety in Biotechnology,

Considering the needs of developing country Parties and Parties with economies in transition to evaluate
the risks to their biodiversity and to make informed decisions associated with the transboundary movement
of living modified organisms,

Considering also that arrangements are required pending the entry into force of the Cartagena Protocol on
Biosafety to prepare for its effective operation once it enters into force,

I. Adoption of the Cartagena Protocol

1. Decides to adopt the Cartagena Protocol on Biosafety to the Convention on Biological Diversity, as
set out in the annex to the present decision;

2. Requests the Secretary-General of the United Nations to be the Depositary of the Protocol and to open
it for signature at the United Nations Office at Nairobi during the fifth meeting of the Conference of
the Parties from 15 May 2000 to 26 May 2000 and at the United Nations Headquarters in New York
from 5 June 2000 to 4 June 2001;

3. Calls upon the Parties to the Convention on Biological Diversity to sign the Protocol from 15 May
2000 or at the earliest opportunity thereafter and to deposit instruments of ratification, acceptance or
approval or instruments of accession, as appropriate, as soon as possible;

4. Further calls upon States that are not Parties to the Convention to ratify, accept, approve or accede to
it, as appropriate, without delay, thereby enabling them also to become Parties to the Protocol;

II. Intergovernmental Committee for the Cartagena Protocol (ICCP)

5. Decides to establish an open-ended ad hoc Intergovernmental Committee for the Cartagena Protocol
on Biosafety (ICCP);
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6. Decides that the Intergovernmental Committee shall undertake, with the support of the Executive
Secretary, the preparations necessary for the first meeting of the Parties, at which time it will cease to
exist, taking into account the budgetary provisions adopted by the Conference of the Parties;

7. Notes that the rules of procedure for the Conference of the Parties to the Convention shall apply,
mutatis mutandis, to meetings of the Intergovernmental Committee;

8. Decides that the Chair of the Intergovernmental Committee shall be Ambassador Philemon Yang
(Cameroon), and invites the Intergovernmental Committee to convene, at the present meeting of the
Conference of the Parties, an organizational meeting for the purpose of electing its Bureau from
among the representatives of the Parties present;

9. Decides that the Intergovernmental Committee shall hold its first meeting in late 2000;

10. Requests the Executive Secretary, in consultation with the Bureau of the Intergovernmental
Committee to develop a work plan for the Committee for consideration and approval by the
Conference of the Parties to the Convention on Biological Diversity at its fifth meeting;

11. Calls upon the Parties to the Convention and other States and regional economic integration
organizations to designate a focal point for the Intergovernmental Committee and to inform the
Executive Secretary accordingly;

12. Encourages Parties, States and regional economic integration organizations to provide the
Intergovernmental Committee, through the Executive Secretary, information on their existing pro-
grammes for regulating living modified organisms; and to provide related technical assistance,
including training, to interested Parties and States;

13. Requests the Executive Secretary to commence preparatory work on the functioning of the biosafety
clearing-house referred to in Article 20 of the Protocol, subject to the availability of resources referred
to in the table following paragraph 20 of the present decision;

III. Roster of experts

14. Decides to establish a regionally balanced roster of experts nominated by Governments, in fields
relevant to risk assessment and risk management related to the Protocol, to provide advice and other
support, as appropriate and upon request, to developing country Parties and Parties with economies in
transition, to conduct risk assessment, make informed decisions, develop national human resources
and promote institutional strengthening, associated with the transboundary movements of living
modified organisms;

15. Requests the Executive Secretary to explore ways and means of obtaining financial resources to
enable developing countries Parties and Parties with economies in transition to make full use of the
roster of experts and to report thereon to the Conference of the Parties;

16. Calls upon Parties to promote regional cooperation for this initiative and invites international
organizations, particularly those of the United Nations system, to also support within their mandates,
this initiative.

…
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Intergovernmental Committee for the Cartagena
Protocol: Recommendation 3/5, Annex III,
Implementation tool kit1

This implementation tool kit provides a compilation, as a checklist, of
obligations found in the Cartagena Protocol on Biosafety. These obligations are
organized in the following categories:

� Administrative tasks (initial and future)

� Legal requirements and/or undertakings

� Procedural requirements (AIA and Article 11)

I. ADMINISTRATIVE TASKS

Tasks Article �

Initial actions

1. Designate one national authority responsible for liaison with the Secretariat and
provide name/address to Secretariat.

19(1),(2)

2. Designate one or more competent authorities responsible for performing
administrative functions under the Protocol and provide name(s)/address(es) to the
Secretariat. If more than one, indicate the types of LMOs for which each competent
authority is responsible.

19(1),(2)

3. Provide to the Biosafety Clearing-House:

– any relevant existing laws, regulations or guidelines, including those applicable to
the approval of LMO-FFPs; and

– any bilateral, regional or multilateral agreements or arrangements.

20(3)(a)–(b),
11(5), 14(2)

4. Specify to the Biosafety Clearing-House cases in which import may take place at the
same time as the movement is notified.

13(1)(a)

5. Specify to the Biosafety Clearing-House imports of LMOs exempted from the AIA
procedures.

13(1)(b)

6. Notify the Biosafety Clearing-House if domestic regulations shall apply with respect
to specific imports.

14(4)

7. Provide the Biosafety Clearing-House with a point of contact for receiving
information from other States on unintentional transboundary movements in
accordance with Article 17.

17(2)

8. Notify the Secretariat if there is a lack of access to the Biosafety Clearing-House
and hard copies of notifications to the Clearing House should be provided.

(e.g., 11(1))

Follow-up actions

9. Provide to the Biosafety Clearing-House:

– Summaries of risk assessments or environmental reviews of LMOs generated by
regulatory processes and conducted in accordance with Art. 15;

– Final decisions concerning the import or release of LMOs; and

– Article 33 reports.

20(3)(c)-(e)

10. Make available to the Biosafety Clearing-House information concerning cases of
illegal transboundary movements.

25(3)
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I. ADMINISTRATIVE TASKS

11. Monitor the implementation of obligations under the Protocol and submit to the
Secretariat periodic reports at intervals to be determined.

33

12. Notify the Biosafety Clearing-House of any relevant changes to the information
provided under part I above.

II. LEGAL REQUIREMENTS AND/OR UNDERTAKINGS

Tasks Article �

1. Ensure that the development, handling, transport, use, transfer and release of
LMOs are undertaken in a manner that prevents or reduces the risks to
biological diversity, taking also into account risks to human health.

2(2)

2. Ensure that there is a legal requirement for the accuracy of information provided
by domestic exporters for purposes of notifications for export to another country
and by domestic applicants for domestic approvals for LMOs that may be
exported as LMO-FFPs.

8(2)

11(2)

3. Ensure that any domestic regulatory framework used in place of the AIA
procedures is consistent with the Protocol.

9(3)

4. Ensure that AIA decisions are taken in accordance with Article 15. 10(1)

5. Ensure that risk assessments are carried out for decisions taken under Article 10
and that they are carried out in a scientifically sound manner.

15(1),(2)

6. Establish and maintain appropriate mechanisms, measures and strategies to
regulate, manage and control risks identified in risk assessments associated with
the use, handling and transboundary movement of LMOs under the Protocol.

16(1)

7. Take appropriate measures to prevent the unintentional transboundary
movements of LMOs, including measures such as requiring a risk assessment
prior to the first release of an LMO.

16(3)

8. Endeavor to ensure that LMOs, whether imported or locally developed, have
undergone an appropriate period of observation that is commensurate with its
life cycle or generation time before it is put to its intended use.

16(4)

9. Take appropriate measures to notify affected or potentially affected States, the
Biosafety Clearing-House, and, where appropriate, relevant international
organizations, when there is an occurrence within its jurisdiction that leads or
may lead to an unintentional transboundary movement of and LMO that is
likely to have significant adverse effects on the sustainable use and conservation
of biodiversity, taking also into account risks to human health in such States.

17(1)

10. Take necessary measures to require that LMOs that are subject to transboundary
movement under the Protocol are handled, packaged and transported under
conditions of safety, taking into account relevant international rules and
standards.

18(1)

11. Take measures to require that documentation accompanying LMO-FFPs

– clearly identifies that they “may contain” LMOs and are not intended for
intentional introduction into the environment; and

– provides a contact point for further information.

18(2)(a)

12. Take measures to require that documentation accompanying LMOs destined for
contained use:

– Clearly identifies them as LMOs;

– Specifies any requirements for their safe handling, storage, transport and use;

– Provides a contact point for further information; and

– Provides the name and address of individuals or institutions to which they are
consigned.

18(2)(b)
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II. LEGAL REQUIREMENTS AND/OR UNDERTAKINGS

13. Take measures to require that documentation accompanying LMOs that are
intended for intentional introduction in the environment and any other LMOs
within the scope of the Protocol:

– Clearly identifies them as LMOs

– Specifies the identify and relevant traits and/or characteristics;

– Provides any requirements for the safe handling, storage, transport and use;

– Provides a contact point for further information;

– Provides, as appropriate, the name and address of the importer and exporter; and

– Contains a declaration that the movement is in conformity with the require-
ments of the Protocol.

18(2)(c)

14. Provide for the designation of confidential information by notifiers, subject to
the exclusions set forth in Article 21(6).

21(1),(6)

15. Ensure consultation with notifiers and review of decisions in the event of
disagreement regarding claims of confidentiality.

21(2)

16. Ensure the protection of agreed-upon confidential information and information
claimed as confidential where a notification is withdrawn.

21(3),(5)

17. Ensure that confidential information is not used for commercial purposes
without the written consent of the notifier.

21(4)

18. Promote and facilitate public awareness, education and participation concerning
the safe transfer, handling and use of LMOs, taking also into account risks to
human health.

23(1)(a)

19. Endeavor to ensure that public awareness and education encompass access to
information on LMOs identified in accordance with the Protocol that may be
imported.

23(1)(b)

20. In accordance with relevant domestic laws, consult with the public in decision
making under the Protocol, while respecting confidential information.

23(2)

21. Endeavor to inform the public about the means of public access to the Biosafety
Clearing-House.

23(3)

22. Adopt appropriate measures aimed a preventing and, if appropriate, penalizing
transboundary movements in contravention of domestic measures to implement
the Protocol.

25(1)

23. Dispose, at its expense, of LMOs that have been the subject of an illegal
transboundary movement through repatriation or destruction, as appropriate,
upon request by an affected Party.

25(2)

III. PROCEDURAL REQUIREMENTS: ADVANCED INFORMED AGREEMENT

Tasks Article �

1. Provide written acknowledgement of receipt of notification to notifier within 90
days, including:

– Date of receipt of notification; 9(2)(a)

– Whether notification meets requirements of Annex I; 9(2)(b)

– That the import may proceed only with written consent and whether to proceed
in accordance with the domestic regulatory framework or in accordance with
Article 10; OR

– Whether the import may proceed after 90 days without further written consent.

10(2)(a), 9(2)(c)

10(2)(b)

2. Communicate in writing to the notifier, within 270 days of receipt of
notification:

– Approval of the import, with or without conditions;

– Prohibition of the import;

– A request for additional relevant information in accordance with domestic
regulatory framework or Annex I; or

– Extension of the 270 day period by a defined period of time; AND

10(3)(a)–(d)
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III. PROCEDURAL REQUIREMENTS: ADVANCED INFORMED AGREEMENT

Except where approval is unconditional, the reasons for the decision, including
the reasons for the request for additional information or for an extension of
time.

10(4)

3. Provide in writing to the Biosafety Clearing-House the decision communicated
to the notifier.

10(3)

4. Respond in writing within 90 days to a request by an Exporting Party for a
review of a decision under Article 10 where there has been a change in
circumstances or additional relevant scientific or technical information has been
made available, providing the reasons for the decision upon review.

12(2),(3)

IV. PROCEDURAL REQUIREMENTS: LIVING MODIFIED ORGANISMS

FOR DIRECT USE AS FOOD, FEED OR FOR PROCESSING

Tasks Article �

1. Upon making a final decision regarding domestic use, including placing on the
market, of LMOs that may be subject to transboundary movement for direct use
as food or feed, or for processing, inform the Biosafety Clearing-House within
15 days of making that decision, including the information listed in Annex II.

11(1)

2. Except in the case of field trials, provide hard copies of the final decision to the
National Focal Point of Parties that have notified the Secretariat in advance that
they do not have access to the Biosafety Clearing-House.

11(1)

3. Provide additional information contained in paragraph (b) of Annex II about the
decision to any Party that requests it.

11(3)

4. In response to the posting of a decision by another Party, a Party that decides to
import may take a decision on the import of LMO-FFPs:

– either as approved under the domestic regulatory framework consistent with
the Protocol; OR

– in the absence of a regulatory framework, on the basis of a risk assessment in
accordance with Annex III within no more than 270 days. In this case, a
declaration must be made to the Biosafety Clearing-House.

11(4),(6)
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