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FOREWORD

The adoption of the Cartagena Protocol on Biosafety, in the early hours of Saturday, 29 January 2000,
marked the end of a four-year long negotiating process that had been often difficult and at times
appeared intractable. Three years on, the Protocol has now entered into force, and the commitments it
contains have become part of the ever-growing body of international environmental law. At the same
time, the work of the Intergovernmental Committee for the Cartagena Protocol on Biosafety, an interim
body established by the Conference of the Parties to undertake the preparations necessary for the first
meeting of the Parties to the Protocol, has contributed significantly to further advancing the understand-
ing on some of the key issues.

As we look forward to the imminent operationalisation of the Protocol’s provisions, aiming to ensure
adequate safety in the movement and use of living modified organisms resulting from modern biotech-
nology that may have adverse effects on the conservation and sustainable use of biological diversity and
human health, it seems an appropriate time to look back and reflect upon how the negotiating process
developed and how the final text emerged.

The present volume serves as an excellent reference point in this respect. By reflecting the differing views
during the genesis of the Protocol and painstakingly charting the negotiation of individual provisions,
including draft articles not included in the final agreed text, The Cartagena Protocol on Biosafety: A Record
of the Negotiations provides us with a history of the gestation and birth of the Protocol to help us under-
stand why it took the final shape that it did.

The record has been meticulously compiled by the Foundation for International Environmental Law and
Development and will serve to inform those who did not attend the negotiating sessions and refresh the
memories of those who did. | wish to extend my sincere thanks to the members of the FIELD team for
their fruitful cooperation and the accuracy and attention to detail displayed in producing this valuable
tool. I am confident that it will be of service to all those interested in the evolution and implementation
of the Protocol.

Hamdallah Zedan
Executive Secretary

Montreal, September 2003



I.INTRODUCTION

This paper seeks to record the evolution of the
Cartagena Protocol on Biosafety to the Conven-
tion on Biological Diversity from the initial pro-
vision in Article 19(3) of the Convention itself
through to the final adoption of the text of the
Protocol in January 2000.

The paper aims to contribute to the institutional
memory and to the historical record of the Con-
vention on Biological Diversity." It has been
developed by the Foundation for International
Environmental Law and Development (FIELD)
at the request of the Executive Secretary of the
Secretariat of the Convention on Biological Diver-
sity (CBD).2 Drafts of this paper were reviewed by
the CBD Secretariat and by a Steering Committee
established by the Executive Secretary® compris-
ing a number of individual delegates who were
closely involved in the negotiations. The contents
of the paper, however, remain the responsibility
of FIELD and do not necessarily reflect the views
of the Secretariat of the Convention on Biological
Diversity, or that of any of the reviewers, or of any
Party.

This paper is structured as follows:

The Background section provides a brief overview
of the process undertaken in respect of Article
19(3) of the Convention, including the work of the
Conference of the Parties at its first meeting, the
work of the Open-ended Ad Hoc Working Group
on Biosafety (BSWG), and the two sessions of the
Extraordinary Meeting of the Conference of the
Parties (ExCOP).It also provides an overview of the
structure of the negotiations, including, for exam-
ple, the Sub-Working Groups and Contact Groups
established by the BSWG, which are referred to
throughout the remainder of the document.

At the heart of the paper, in Section lll, is an arti-
cle-by-article analysis of the development of the
provisions of the Protocol. The reader will need to
bear in mind, however, that the elaboration of the
Protocol was not a sequential process. Indeed, it
was a complex negotiating process with multiple
simultaneous and inter-linked strands, where the
resolution of one issue would be contingent upon
the agreement on text under another in a some-
times bewildering set of interlocking dependen-
cies and trade-offs.

Section Il is based principally upon the official
documentation related to the negotiations, that
is, the reports of the meetings of the BSWG and
the EXCOP, pre-session documents including gov-
ernment submissions, and published reports of
consultation meetings. These documents are all
available on the website of the Convention on Bio-
logical Diversity at http://www.biodiv.org. In addi-
tion, in relation to some articles, reference is made
to the reports of the Earth Negotiations Bulletin.*
For clarification of the numbering of the articles of
the Protocol over the course of the negotiations,
the reader should refer to Appendix Ill. The analy-
sis of the elaboration of each article in Section llI
does not necessarily make specific reference to all
government submissions made in respect of the
provision in question during the course of the
negotiations. However a full list of governments
that made submissions to each meeting of the
BSWG is contained in Appendix IV.

Appendix | traces the development and fate of
draft articles of the Protocol that were proposed
and discussed during the course of the negotia-
tions, but that were deleted and are not included
in the final text of the Protocol.

1 For a set of personal recollections of some of those involved in the negotiations, see Christoph Bail, Robert Falkner and Helen Marquard (eds.), The
Cartagena Protocol on Biosafety: Reconciling Trade in Biotechnology with Environment and Development? (London, Earthscan, 2002). For a detailed
guide to the provisions of the Protocol, see Ruth Mackenzie, Francoise Burhenne-Guilmin, , Antonio G.M. La Viia and Jacob Werksman, in cooperation
with Alfonso Ascencio, Julian Kinderlerer, Katharina Kummer and Richard Tapper, An Explanatory Guide to the Cartagena Protocol on Biosafety, (IUCN
Environmental Policy and Law Paper No. 46, 2003). The Secretariat and the United Nations Environment Programme have also produced a simplified
guide to the Cartagena Protocol on Biosafety, Biosafety and the Environment: An Introduction to the Cartagena Protocol on Biosafety (Belegarde, France,

Sadag, SA, 2003), available at http://www.biodiv.org.

2The FIELD team comprised Fernando Latorre, Ruth Mackenzie, Tony Gross, Elsa Tsioumani, and Catherine McLellan.
3 The Steering Committee comprised Mr. John Herity (Canada), Mr. Desmond Mahon (Canada), Mr. Cristian Samper (Colombia), Mr. Veit Koester
(Denmark), Dr.Tewolde Berhan Gebre Egziabher (Ethiopia), Mr. Gabor Nechay (Hungary), Mr. Francois Pythoud (Switzerland), and Ms. Helen Marquard

(UK).
“These reports are available at http://www.iisd.ca.
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Appendix Il records the chronology of meetings,
and also sets out the list of chairs and co-chairs of
the various bodies established during the nego-
tiations.

Appendix Il outlines the evolution of the structure
of the Protocol.This Appendix is provided in order
to assist the reader, given that over the course of
the negotiations the numbering of the articles of
the Protocol was revised a number of times as the
elaboration of the Protocol progressed.

Appendix IV records the governments that sub-
mitted written proposals during the course of the
negotiations.

Finally, Appendix V lists the extensive official
documentation related to the negotiation of
the Protocol. This list does not include in-session
documents.



Il. BACKGROUND

The Convention on Biological Diversity
Article 19(3) of the Convention provides that:

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.

This provision resulted from differing views dur-
ing the negotiation of the Convention. Some
countries felt that the Convention should include
a provision making mandatory the development
of a future protocol on biosafety, whilst others
preferred a provision requiring Parties to consider
the need for a protocol.®

Resolution 2 of the Nairobi Final Act adopting the
Convention on Biological Diversity invited UNEP
to consider, inter alia, Article 19(3) of the Conven-
tion. Consequently, Expert Panel IV established by
UNEP considered the need for, possible elements
of and modalities of a protocol on biosafety. The
final report of the Panel was published in April
1993.° However the report of Panel IV was not
directly taken up and was not part of the formal
documentation for the first meeting of the Confer-
ence of the Parties to the Convention.

The Nairobi Final Act also established an Inter-
governmental Committee on the Convention on
Biological Diversity (ICCBD) to prepare for the first
meeting of the Conference of the Parties of the
Convention. Article 19(3) was taken up in Work-
ing Group | of the ICCBD.” There was a general
agreement in the Working Group on the need for
adequate and transparent safety and border
control procedures to manage and control the
risks associated with the use and release of LMOs

5> Mackenzie et al (2003), p.2.
6 UNEP/Bio.Div./Panels/Inf.4, Report of Panel IV, Nairobi, 28 April 1993.

resulting from modern biotechnology, to enable
the potential benefits of biotechnology to be maxi-
mised, and to gain widespread public acceptance,
especially in developing countries.® However, there
were different views on the need for and modalities
of a protocol, and the report of the ICCBD reflects
the different views expressed on this issue.® The
ICCBD recommended that the issue of biosafety
should be on the agenda of the first meeting of the
Conference of the Parties to the Convention to initi-
ate the process specified in Article 19(3).

The Conference of the Parties

The first meeting of the Conference of the Parties
to the Convention (Nassau, Bahamas, November
1994) decided," as part of its medium-term pro-
gramme of work, to arrange two meetings in the
inter-sessional period prior to its second meeting.
The principal meeting was to comprise “an open-
ended ad hoc group of experts nominated by
Governments without undue delay 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 modi-
fied organism resulting from biotechnology that
may have adverse effects on the conservation and
sustainable use of biological diversity.” This group
was to meet for a week during 1995 and was to
“consider, as appropriate, existing knowledge,
experience and legislation in the field of biosafety,
including the views of the Parties, subregional,
regional and international organisations, with a
view to presenting a report for the consideration
of the second meeting of the Conference of the
Parties, so as to enable the Conference of the Par-
ties to reach an informed decision as to the need
for and modalities of a protocol”

In order to prepare for the work of the group
of experts, the COP requested the Secretariat to
establish:

7 See UNEP/CBD/IC/2/12, Note by the Interim Secretariat on consideration of the need for and modalities of a protocol on biosafety.
8 UNEP/CBD/COP/1/4, Report of the Intergovernmental Committee on the Convention on Biological Diversity, para. 223.

° Ibid., paras. 223-229.
19 bid., para 229.
" Decision 1/9, paras.3-8
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a panel of 15 experts nominated by Gov-
ernments, with an equitable geographical
representation, in consultation with the
Bureau of the COP, assisted by UNIDO,
UNEP, FAO and WHO, to prepare a back-
ground document to be submitted to
the open-ended ad hoc group of experts
nominated by Governments based on a
consideration, as appropriate, of existing
knowledge and experience on risk assess-
ment and management, and guidelines
and/or legislation already prepared by
the Parties, other Governments and by
national and competent subregional,
regional and international organisations.™

The meeting of the panel of experts took place
in Cairo in May 1995 and that of the Ad Hoc
Group of Experts in Madrid in July 1995. The
Madrid meeting concluded that there was a
need for an international framework for safety
in biotechnology.” The Madrid report identified
a number of issues, which, it was agreed, should
be addressed within the international framework
on biosafety, including a procedure for advance
informed agreement." Other issues were identi-
fied which, though not yet enjoying consensus,
were supported by many delegations, including
socio-economic considerations, and liability and
compensation.” The large majority of delegations
favoured the development, within the context of
the international framework, of a protocol under
the CBD."®

The second meeting of the COP (Jakarta, Indo-
nesia, November 1995) considered the report of
the Madrid meeting" and, after extensive nego-
tiations, agreed to establish an Open-ended Ad
Hoc Working Group on Biosafety under the COP
to “seek solution to the [...] concerns through a
negotiation process to develop, in the field of the

1214.

'3 UEP/CBD/COP/2/7, Annex |, para. 6.

14 Ibid., para. 18(a)

1> bid., para. 18(b).

16 |bid., para 20.

7 UNEP/CBD/COP/2/7.

18 Decision I1/5

19 Decision I1/5, Annex, para. 10.

20 5ee also, UNEP/CBD/ExCOP/1/3, paras. 29-30.

10

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 particu-
lar, appropriate procedure for advance informed
agreement.”'®

The COP specified the terms of reference of the
Working Group in an annex to the decision (see
Appendix VI below). The Working Group was to
“endeavour to complete its work in 19987"° Deci-
sion 11/5 also clarified that the subject of the proto-
col was “living modified organisms resulting from
modern biotechnology,” a narrower category of
organisms than that referred to in Articles 8 (g)
and 19 of the Convention, which use the term
“living modified organisms resulting from bio-
technology”

The Open-ended Ad Hoc Working
Group on Biosafety

The Open-ended Ad Hoc Working Group (the
BSWG) met six times between 1996 and 1999
under the chairmanship of Mr. Veit Koester (Den-
mark). The first two meetings - BSWG-1 (Aarhus,
July 1996) and BSWG-2 (Montreal, May 1997)
- constituted a phase of identifying the elements
of the future protocol. Appendix Il (Evolution of
the contents of the Protocol) provides the state of
progress after both these meetings by listing the
“Possible Contents of the Protocol on Biosafety”
identified at BSWG-1 and the “Chairman’s Sum-
mary of Elements Presented” contained in the
report of BSWG-2.2°
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At BSWG-2, the first of a series of negotiating
groups was established, a contact group on
definitions. At BSWG-3 this group, which became
known as Contact Group 1 (CG-1), had its mandate
extended to deal also with annexes to the Proto-
col,and was supplemented by three other groups.
Contact Group 2 (CG-2) was mandated to address
institutional matters and final clauses; Sub-Work-
ing Group | (SWG-I) was charged with dealing with
the advance informed agreement procedure and
related issues,including articles on risk assessment
and risk management; and Sub-Working Group Il
(SWG-II) dealt with a diverse range of remaining
issues, including capacity-building, the clearing
house and socio-economic considerations.?' Each
of these groups was co-chaired by one developed
country Party and one developing country Party
representative. The sub-working group and con-
tact group structure was maintained until the
early phases of BSWG-6 in Cartagena (see below).
At BSWG-5 another small group was charged with
addressing the issue of liability and redress;*? and
at BSWG-6 a Legal Drafting Group was formed to
review draft articles of the Protocol to ensure legal
consistency and wording in the text of the Proto-
col.® The issues addressed by the Sub-Working
Groups and Contact Groups were clearly closely
linked and, during the course of the negotiations,
issues moved between the groups. Given the
close links between the tasks charged to Contact
Group 1 and Sub-Working Group |, it was decided
at BSWG-4 to make Contact Group 1 a sub-group
of Sub-Working Group |, reporting to it, in order to
avoid duplication in the discussions and to ensure
coordination of work.>* A table showing the vari-
ous sub-groups and contact groups, and their co-
chairs, is contained in Appendix II.

At BSWG-3 (Montreal, October 1997) the time
pressures began to be felt. Article 28 of the Con-
vention stipulates that the text of the proposed

21 See UNEP/CBD/BSWG/3/6, paras. 17-25.

protocol be communicated to the Contracting
Parties at least six months before the meeting to
adopt such a protocol. As the Working Group had
been asked to complete its work in 1998 and was
due to meet for the fourth time in February 1998,
and as the COP itself was due to meet in May 1998,
there was the possibility of completing the nego-
tiations during this period. However, to meet the
requirements of Article 28 a text of the protocol
would need to be ready at the end of BSWG-3.

Chair Koester argued that the term “text of a pro-
posed protocol” as contained in Article 28 could
be defined as “a draft text of a protocol that all
Governments agree constitutes sufficient ground
for the completion of the negotiating process
and the adoption of the protocol, meaning that
all options and elements should be contained in
the consolidated draft in legal terms”™ On this
basis BSWG-3 developed the ‘consolidated text
of draft articles, which constituted the first struc-
tured outline of the future protocol and served as
the basis for future negotiations. It contained the
title, a preamble, 43 articles and five annexes (see
Appendix lll). (The title at this stage was simply
“Biosafety Protocol”)?*

By BSWG-4 (Montreal, February 1998), while the
Working Group entered the negotiating phase,”
it was clear that the protocol would not be ready
for adoption at the fourth meeting of the COP in
May 1998. The COP accepted that the Working
Group would need more time and approved two
further meetings of the Working Group - the first
(BSWG-5) to be held in August 1998 and the sec-
ond (BSWG-6) in February 1999.BSWG-6 would be
immediately followed by an extraordinary meet-
ing of the COP (ExCOP) to adopt the text of the
protocol.?®

For BSWG-5 (Montreal, August 1998) the Secre-

22This group was established by Contact Group 2. See UNEP/CBD/BSWG/5/3, para. 53.The group was retained at BSWG-6, see UNEP/CBD/ExCOP/1/2,

para.21.

23 UNEP/CBD/EXCOP/1/2, para. 18.In the earlier phases of the BSWG, a legal drafting function was also carried out by Contact Group 2. See UNEP/CBD/

BSWG/5/3, para. 19.

24 UNEP/CBD/BSWG/4/4, para. 17.

25 UNEP/CBD/BSWG/3/6, para.98

26 See UNEP/CBD/ExCOP/1/3, para. 31.
27 UNEP/CBD/EXCOP/1/3, para. 32.

28 Decision IV/3.

11
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tariat prepared a “revised consolidated text of the
draft articles” (see Appendix Ill). At the end of the
meeting, although agreed text on a number of the
final clauses had been provisionally adopted, and
the Working Group had managed to focus further
elements and articles to form the protocol,® fif-
teen of the substantive articles remained entirely
in square brackets.

Disagreement on these key provisions persisted
throughout BSWG-6 (Cartagena, February 1999),
with further consultations taking place among
the “Friends of the Chair a group of individuals
nominated by the regional groups to assist the
Chair of the BSWG.>* However, with no resolution
of the outstanding issues, the Chair of the BSWG
attempted to resolve the impasse by preparing a
“clean text] containing compromise wording on
the outstanding issues, to be transmitted by the
Working Group to the ExCOP?' This document
is frequently referred to in the remainder of this
document as the“Chair’s text” or “Chair’s proposed
text” While many delegations expressed concerns
about aspects of this text,3 in the absence of fur-
ther agreement on its content it was agreed that
the BSWG would forward this text with its report
to the ExCOP33

The Extraordinary Meeting of the
Conference of the Parties

However, during the ExCOP, which immediately
followed BSWG-6, Parties could not agree on the
adoption of the Chair's text, nor on any of the

29 UNEP/CBD/EXCOP/1/3, para. 34.
30 UNEP/CBD/EXCOP/1/2, para. 22.

other proposals put forward by the various nego-
tiating groups. The ExCOP was suspended.** How-
ever, before the suspension of the meeting, the
ExCOP agreed that the title of the Protocol, once
finalised and adopted, would be the “Cartagena
Protocol on Biosafety

Following the suspension of the meeting, the Pres-
ident of the ExCOP, Minister Juan Mayr (Colombia),
embarked on a series of informal negotiations
involving the five distinct negotiating groups that
had emerged during the course of the Cartagena
meetings: the Central and Eastern Europe Group,
the Compromise Group,*® the European Union,
the Like-minded Group,*” and the Miami Group.3®

Informal negotiations took place in Montreal
(1 July 1999)* and in Vienna (15-19 September
1999).4° It was during the latter meeting that Min-
ister Mayr’s preferred arrangement of a hexagonal
negotiating table, seating the Chair and represen-
tatives of the five negotiating groups, with other
delegations seated behind, became the locus of
the discussions. These arrangements, which had
first been used in the later stages of the ExCOP in
Cartagena, became known as the “Vienna setting’
and were to be used again in the resumed session
of the ExCOP in Montreal in January 2000.

In December 1999, Minister Mayr circulated his
draft proposal for addressing the essential core
issues: the scope of the protocol (Article 4); appli-
cation of the advance informed agreement proce-
dure (Article 5) with regard to LMOs intended for
direct use as food or feed, or for processing (“com-

3T UNEP/CBD/BSWG/6/L.2. Corrected versions of this document were issued as UNEP/CBD/BSWG/6/L.2/Corr.1 and UNEP/CBD/BSWG/6/L.2/Rev.1, and
a further version as revised by the Legal Drafting Group as UNEP/CBD/BSWG/6/L.2/Rev.2.The latter version was annexed to the report of the BSWG to
the Extraordinary Meeting of the Conference of the Parties, see UNEP/CBD/ExCOP/1/2, Annex.

32 UNEP/CBD/EXCOP/1/2, paras.41-45.

33 UNEP/CBD/EXCOP/1/2, para. 40 and Annex.
34 Decision EM-1/1, para.1.

35 Decision EM-1/1, para. 3.

36 Japan, Korea, Mexico, Norway and Switzerland, later joined by Singapore and New Zealand.

37The G-77 and China (less the three members in the Miami Group).
38 Argentina, Australia, Canada, Chile, Uruguay and USA.

39 Informal consultation on the process to resume the ExCOP to adopt a protocol on Biosafety, 1 July 1999, UNEP/CBD/ExCOP/1/INF/2.
49 Informal consultation on the process to resume the ExCOP to adopt a protocol on Biosafety, 15-19 September 1999, UNEP/CBD/ExCOP/1/INF/3.
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Il. BACKGROUND

modities”); and the relationship of the protocol
with other international agreements (Article 31).

Further informal consultations took place in Mon-
treal immediately before the resumed session
of the ExCOP. The informal consultations (22-23
January 2000) and the resumed ExCOP (24-28
January 2000) addressed the outstanding “core”
issues — those identified in the Chairman’s non-
paper - as well as identification and documenta-
tion, and reference to the precautionary principle.
Contact groups were established addressing,
respectively, scope, commodities, and trade issues
(including precaution), and one representative
was charged with coordinating consultations on

other outstanding “non-core” issues. As noted
above, with the exception of formal plenary ses-
sions, and negotiations in the contact groups
and in consultations, the resumed session of the
ExCOP was held in the Vienna Setting.

With more than thirty Ministers taking part in the
negotiations, the final compromise was reached
on the core issues, and the text of the Cartagena
Protocol on Biosafety was adopted at 4:50 a.m.on
29 January 2000.%

41“Non-paper” dated 21 December 1999, conveyed to all CBD National Focal Points and to the spokespersons of the five negotiating groups.

“2The final text of the Protocol was contained in document UNEP/CBD/ExCOP/1/L.5, submitted to the plenary of the EXCOP by the Legal Drafting
Group. One further amendment to Article 18(2)(a) was introduced orally by the President, on the basis of final consultations, prior to the adoption of
the Protocol. See UNEP/CBD/ExCOP/1/3, paras. 90-92, The text of the Protocol is annexed to decision EM-I/3 adopted by the Conference of the Parties,

Decision EM-1/3, para. 1.
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IIl. TEXT OF THE PROTOCOL

Preamble

The Parties to this Protocol,

Being Parties to the Convention on Bio-
logical Diversity, hereinafter referred to
as “the Convention’;

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

Recalling also decision 11/5 of 17 Novem-
ber 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 mod-
ern biotechnology that may have adverse
effect on the conservation and sustain-
able use of biological diversity, setting
out for consideration, in particular, appro-
priate procedures for advance informed
agreement,

Reaffirming the precautionary approach
contained in Principle 15 of the Rio Decla-
ration 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,
Recognising that modern biotechnology
has great potential for human well-being
if developed and used with adequate
safety measures for the environment and
human health,

Recognising also the crucial importance to
humankind of centres of origin and cen-
tres 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 associ-
ated with living modified organisms,
Recognising that trade and environment
agreements should be mutually support-
ive with a view to achieving sustainable
development,

Emphasising 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:

A number of countries prepared text or submitted
views on the preamble prior to BSWG-2.* The Afri-
can group in its draft preambular text introduced
several elements that would be reflected in the
final text. For example, it referred to Article 8(g) of
the Convention, acknowledged the rapid expan-
sion of biotechnology and growing public con-
cern over potential adverse effects, acknowledged
the limited capabilities of developing countries to
cope with associated risks, and recalled the pre-
cautionary principle. The precautionary principle
was referred to by Canada, the EU and, implicitly
by Norway. The EU also recalled decision II/5 of
COP 5 (as did Australia) and referred to Article 19
paragraphs 3 and 4 of the Convention (as did the
African group and Norway). Norway noted the
advantages and potential of biotechnology but
recognised that significant gaps in knowledge
had been identified and, along with the African
group and the EU, pointed out the threat of
significant reduction or loss of biological diver-
sity. The African group also referred to social and
economic welfare. On the other hand, Switzerland
proposed that the Protocol should only deal with
safety issues complementary to existing interna-
tional instruments, in particular the WTO, and that
socio-economic implications of biotechnology be
addressed in other frameworks. Both Switzerland
and the EU called for a flexible system to amend
the Protocol so that it could adapt to appropriate
scientific and technical developments.

BSWG-2, however, did not discuss the preamble
and it was agreed not to prepare any text at that
stage.*

At BSWG-3, the Working Group decided that the
Chair should prepare a draft preamble on the

43 UNEP/CBD/BSWG/2/2, pp. 2-7, contains the submissions of the African group, Australia, Canada, the EU, Norway, Switzerland and the US.

44 UNEP/CBD/BSWG/2/6, para. 166.
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basis of government submissions and elements
suggested by the Chairman himself, for consider-
ation at the following meeting.* The consolidated
text at the end of BSWG-3 included three options
reproducing in their entirety the submissions of
the African group, the EU and Norway respec-
tively.*

Prior to BSWG-4, the US submitted further draft
text, the focus of which was to base the Proto-
col on scientific risk assessment whilst avoiding
unnecessary delays to bringing the benefits of
biotechnology.*’ It also referred to Article 17 of
the Convention (Exchange of Information).

At BSWG-4, the preamble was discussed in CG-2
and the draft text was reduced to a short and
a long option.”® The short option included text
recognising the value of modern biotechnology
and the limited capacity of some countries to deal
with its risks. The long version included the main
elements of the various proposals and referred to
the UNEP Technical Guidelines* and to Agenda
21; the precautionary principle; significant gaps
in scientific knowledge; capacity building; and
adequate compensation for damages arising
from the handling and transfer of LMOs. It also
called for the avoidance of unnecessary delays,
in particular unwarranted administrative require-
ments, whilst acknowledging public concern over
potential adverse effects (including socio-eco-
nomic effects). As disagreement remained on the
level of detail, the Contact Group decided to leave
the draft preamble open and subject to further
amendment, pending finalisation of the entire
text of the Protocol.”® In addition, there were a
number of important issues in relation to which it
had not yet been decided whether they should be

45 UNEP/CBD/BSWG/3/6, para. 84.

46 |bid., Annex |, see Preamble.

47 UNEP/CBD/BSWG/4/3, pp. 1-2.

48 UNEP/CBD/BSWG/4/4, para. 29; Annex IIl.

the subject of separate articles or instead included
in the preamble. These included: socio-economic
considerations, capacity-building, public aware-
ness and participation, non-Parties, non-discrimi-
nation, and relationship with other conventions.*’

At BSWG-5, Ambassador Ashe, Co-Chair of CG-2,
reiterated the decision to defer any consideration
of the preamble until BSWG-6, when an overall
general framework of the Protocol would be in
place.?

During the first discussion of the preamble by
CG-2 at BSWG-6, delegates agreed to insert lan-
guage on the importance of centres of origin
and of genetic diversity.>* A footnote indicating
that additional language could be added only if
agreed upon by other negotiating groups (includ-
ing those considering the precautionary principle,
socio-economic considerations, and liability and
redress) was also added.>* Both the long and
the short options for the Preamble prepared
at BSWG-4 were considered, and text from the
longer version was later added to the shorter.
Although some delegates supported reference
to the precautionary principle, socio-economic
considerations, and liability and redress, they
agreed to allow the sub-groups discussing those
issues to decide whether or not to include them
in the preamble.The single version that was finally
agreed included the precautionary “approach” as
contained in the Rio Declaration, while omitting
references to socio-economic considerations
and liability. The Chair’s text*® contained this
language, including references to: Articles 8(g),
17 and 19 of the Convention; decision II/5 of the
COP; the precautionary approach; the expansion
of biotechnology and growing public concern

49 United Nations Environment Programme International Technical Guidelines on Safety in Biotechnology.

0 UNEP/CBD/BSWG/4/4, para. 29.

51 See now sections on Articles 26, 22, 23 and 24 below.
52 UNEP/CBD/BSWG/5/3, para. 52.

53 ENBVol. 9 No. 112, p. 2.

S41d.

55 ENB Vol. 9 No. 117.

56 UNEP/CBD/BSWG/6/L.2/Rev.1, see the Preamble.
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over potential adverse effects on biodiversity and
human health; the potential of biotechnology
for human well-being; the importance of centres
of origin and genetic diversity; and the limited
capabilities of many countries to cope with risks
associated with LMOs.

Ms. Kummer (Switzerland), Co-Chair of CG-2,
reported the satisfactory conclusion of the work
of the Group on the preamble during BSWG-6.>
However, a significant addition to the text would
take place at a later stage. Following the informal
consultations that took place in Montreal and
Vienna prior to the resumed ExCOP, President
Mayr prepared a non-paper which suggested
deleting the article on Relationship of the Pro-
tocol with other International Agreements (then
Article 31), and instead reflecting its content in
the preamble.’® The non-paper proposed that
the preamble should note that “there are other

57 UNEP/CBD/ExCOP/1/2, para. 31.

international agreements relevant to sustainable
development; that“trade and environment agree-
ments should be mutually supportive” and that
the “Protocol and other international agreements
are of equal status”

There was further discussion on the core cluster
of trade issues (Articles 31 and 22 (Non-dis-
crimination)) at the resumed ExCOP. Based on
the President’s non-paper, the contact group on
Articles 31 and 22 proposed in a working paper
that those articles be deleted and their content
reflected in three preambular paragraphs.® The
group then sought to reach agreement on these
preambular paragraphs.®® Following further dis-
cussions and high-level consultations,®’ the final
text of the Protocol was submitted by the Legal
Drafting Group to the plenary and was adopted
on 29 January 2000.

58 Draft Chairman’s Proposal for Addressing the Essential Core Issues of the Scope of the Protocol (Article 4), Application of the Advance Informed
Agreement (Article 5) with regard to Living Modified Organisms intended for Direct Use as Food or Feed or for Processing (“Commodities”) and
Relationship of the Protocol with Other International Agreements (Article 31). Non-paper dated 21 December 1999.

59 UNEP/CBD/ExCOP/1/3, para. 63.
50 |bid., para. 85.
57 Ibid., para. 87.
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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 Proto-
col is to contribute to ensuring an ade-
quate level of protection in the field of the
safe transfer, handling and use of living
modified organisms resulting from mod-
ern biotechnology that may have adverse
effects on the conservation and sustain-
able use of biological diversity, taking
also into account risks to human health,
and specifically focusing on transboundary
movements.

The first exploratory discussions on the Protocol’s
objective took place at BSWG-2, with a number of
delegations submitting written proposals.®* The
EU suggested language reflecting Decision 11/5,
which included many of the elements appearing
in the final text, namely ensuring an adequate
level of protection from LMOs resulting from
modern biotechnology that may have adverse
effect on the conservation and sustainable use of
biodiversity, specifically focusing on transbound-
ary movement. Norway introduced the term of
safe transfer, handling and use of LMOs, while
Malaysia made reference to risks to human health,
to agriculture and to socio-economic welfare.
The African region proposal called for a broader
objective to encompass safeguarding human and
animal health, the environment, biodiversity and
the socio-economic welfare of societies from the
potential risks of LMOs and products thereof. The

negotiations revealed a lack of consensus and the
issue remained to be revisited at BSWG-3.

BSWG-3 delegates considered government sub-
missions®* and debated references to human
health, socio-economic conditions and ‘products
thereof’®* SWG-Il worked on reducing the num-
ber of alternatives and developing a framework
for the drafting of the article. The framework®
referred to the need for the Protocol to contain a
separate article on objectives, which should: be
broad, reflect the language from Decision 1I/5; and
cover all the issues required to protect biodiversity,
the environment and human health. References to
animal health and social well-being were brack-
eted. Developing a draft bracketed article did not
prove possible, so eight options incorporated gov-
ernment submissions.5¢ Most texts included refer-
ence to human health, with the exception of that
of Australia, while animal health was referred to in
the African region and South African proposals,
and ‘products thereof’ in the African and Brazilian
proposals. The African and Malaysian proposals
also included socio-economic imperatives. The
Norwegian and South African texts referred to the
principle of sustainable development.

A number of delegations submitted text prior to
BSWG-4,%” and the Chairman’s note prepared for
BSWG-4% synthesised divergent views into six
options. At BSWG-4, negotiations in SWG-II did not
make significant progress. The main contentious
issues included references to: impacts on human
and/or animal health, and on socio-economic
welfare, and references to capacity building,® to
the principle of sustainable development, and to
‘products thereof'

62 UNEP/CBD/BSWG/2/2, pp. 43-44, contains the submissions of the African group, EU, Japan, Norway and Switzerland.The submissions of Cuba and

Malaysia are contained in UNEP/CBD/BSWG/2/Inf.6 and Inf.7 respectively.
63 UNEP/CBD/BSWG/3/5.

64 UNEP/CBD/BSWG/3/6, paras. 69-73.

55 UNEP/CBD/BSWG/3/6,p.32.

%6 |bid., Annex |, see Article 1.The options reflected the submissions of the African region, Australia, Brazil, EC, Malaysia, Norway, South Africa and

Switzerland.

57 UNEP/CBD/BSWG/4/2 contains the submissions of the African region, Argentina, Bolivia, Chile, Colombia, Guinea, Japan, Malaysia, South Africa,

Switzerland and the US.
68 UNEP/CBD/BSWG/4/Inf.2, p.2.
59 As suggested by Colombia, see UNEP/CBD/BSWG/4/2, p. 2.
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Reference to the precautionary principle emerged
at BSWG-5, when the EC proposed its inclusion.”
Following negotiations in SWG-II, the result at
the end of BSWG-5 was a single bracketed text,”!
with the references to the precautionary prin-
ciple,‘products thereof’ risks to human health and
socio-economic imperatives still remaining to be
resolved in Article 1,as well as in other parts of the
Protocol.”? Consensus was not reached on wheth-
er the Protocol would deal with LMO-related
activities other than transboundary movement,
while references to animal health and sustainable
development were removed.

70 UNEP/CBD/BSWG/5/2, p. 15.
7T UNEP/CBD/BSWG/5/3, Annex, see Article 1.
72 UNEP/CBD/BSWG/6/8, p. 14.
73 UNEP/CBD/EXCOP/1/2, p. 18.
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During BSWG-6, delegates in SWG-Il were unable
to make further progress. The issue was trans-
ferred to a Friends of the Chair group in BSWG-6.
The final text’®> may be seen as a compromise
between the opposing views.There are thus refer-
ences to the precautionary ‘approach’ rather than
‘principle; linked to a reference to Principle 15 of
the Rio Declaration, and to risks to human health.
References to ‘products thereof’ and ‘socio-eco-
nomic imperatives’ were removed. The text then
remained unaltered until it was adopted at the
resumed ExCOP in January 2000.
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Article 2: General Provisions

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

2. The Parties shall ensure that the devel-
opment, handling, transport, use, transfer
and release of any living modified organ-
isms 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 ter-
ritorial 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 inter-
national law and as reflected in relevant
international instruments.

4. Nothing in this Protocol shall be inter-
preted as restricting the right of a Party to
take action that is more protective of the
conservation and sustainable use of bio-
logical diversity than that called for in this
Protocol, provided that such action is con-
sistent with the objective and the provi-
sions 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 exper-
tise, instruments and work undertaken in
international forums with competence in
the area of risks to human health.

An article on general provisions was included in
some, but not all, proposals on the possible con-
tents of the future Protocol,”* and some written
suggestions were submitted prior to BSWG-2.7
The submissions of the African region and Norway
included language on taking appropriate “legal,
administrative and other measures to implement
and enforce the provisions of this Protocol, includ-
ing measures to prevent and punish conduct in
contravention of the Protocol.” These proposals
constitute the origin of the first paragraph of the
final text. The starting point of the article’s second
paragraph can be traced to the African region pro-
posal, which however, went further by referencing
risks to human and animal health, biological diver-
sity, the environment and socio-economic welfare
of societies.” Finally, the African region text also
included language on Parties imposing additional
requirements that are consistent with the Protocol
and in accordance with the rules of international
law, providing the basis for the fourth paragraph
of the final text. BSWG-2 delegates held no dis-
cussions on this issue, but agreed to retain it and
address it at a later stage.””

A number of delegations submitted text for con-
sideration at BSWG-3.2The EC’s proposal included
language on the sovereignty of States over their
territorial sea, drawn from Article 4.12 of the Basel
Convention on the Control of Transboundary
Movement of Hazardous Wastes and their Dis-
posal. This provision remained unaltered in the
final text.”” By the end of the meeting, delegates
had agreed to consolidate options submitted by
the African region, Australia, Brazil, Colombia, the
EC, Norway, South Africa and Switzerland.®° SWG-II
was then requested to define elements or develop
legal text.

74 UNEP/CBD/BSWG/1/4, Annex.

75 UNEP/CBD/BSWG/2/2, pp. 48-51, contains the submissions of the African region, Norway and Switzerland.

76 UNEP/CBD/BSWG/2/2, p. 43.

77 UNEP/CBD/BSWG/2/6, para. 176.

78 UNEP/CBD/BSWG/3/5 contains the submissions of the African region, Australia, Brazil, Colombia, EC, South Africa and Switzerland.
79 See Article 2(3).

80 UNEP/CBD/BSWG/3/6, para. 82, and Annex |, see Article Tbis.
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More submissions were received prior to BSWG-4#'
and Chair Koester consolidated different options
to facilitate negotiations.®? With several delega-
tions calling for brevity, discussions resulted in the
retention of four bracketed options? including
a zero (no provision) option as suggested by the
Us.s

Prior to BSWG-5, a number of governments sub-
mitted their views? Debate in SWG-II focused
on the need for such a provision and the level of
detail required. The outcome of the discussions
at BSWG-5 was a single bracketed option with
paragraphs on: implementation measures; coop-
eration for implementation; prohibition of LMO
exports until an AlA is obtained;® prevention or
reduction of risks to biological diversity; the sov-
ereignty of States over their territorial sea; and the
right of a Party to take action that is more protec-
tive of biodiversity.®”

The article on general provisions took its final form
in the Chair’s proposed text® at BSWG-6.The fifth
paragraph, on Parties taking into account avail-
able expertise in the area of risks to human health,
was added as part of a compromise related to the
inclusion of a reference to risks to human health
in the Protocol’s objective. Following revision by
the Legal Drafting Group, the title of the provision
was changed to “General Provisions.”® Delegates
in the resumed ExCOP addressed the article’s
fourth paragraph as part of the thematic cluster
related to the relationship of the Protocol to other
international agreements,”® and the second para-
graph in the context of discussions under Article
18 (Handling, Transport, Packaging and Identifica-
tion). However, the language remained unaltered
and only editorial corrections were made prior to
the article’s final adoption on 26 January 2000.

81 UNEP/CBD/BSWG/4/2, pp.3-9 contains the submissions of the African region, Chile, Colombia, Ethiopia, Guinea, India, Japan, South Africa,

Switzerland and the US.

82 UNEP/CBD/BSWG/4/Inf.2, p. 2-8.

83 UNEP/CBD/BSWG/4/4, Annex II, see Article 1bis.
84 UNEP/CBD/BSWG/4/2, p.9.

85 UNEP/CBD/BSWG/5/2, pp. 16-22 contains the submissions of Ecuador, Kenya, Mexico, New Zealand, Peru, Slovenia, Thailand and Venezuela.

86 As suggested earlier by the African region, see UNEP/CBD/BSWG/3/5, p.8.

87 UNEP/CBD/BSWG/5/3, Annex, Article 1bis.
88 |UNEP/CBD/BSWG/6/L.2, see Article 2.

89 UNEP/CBD/BSWG/6/L.2/Rev.2, see Article 2.
90 UNEP/CBD/EXCOP/1/3, para. 33.
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Article 3: Use of Terms

For the purposes of this Protocol:
(a)‘Conference of the Parties’ means the Con-
ference 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 con-
trolled by specific measures that effec-
tively limit their contact with, and their
impact on, the external environment;
(c)‘Export’ means intentional transbound-
ary 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 modi-
fied organism to be exported;

(e) ‘Import’ means intentional trans-
boundary 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 modi-
fied organism to be imported;

(g) ‘Living modified organism’ means any
living organism that possesses a novel com-
bination of genetic material obtained
through the use of modern biotechnology;
(h) ‘Living organism’ means any biological
entity capable of transferring or replicat-
ing genetic material, including sterile
organisms, viruses and viroids;

(i) ‘Modern biotechnology’ means the
application of:

a. In vitro nucleic acid techniques, includ-
ing 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 physiologi-

cal reproductive or recombination barriers
and that are not techniques used in tradi-
tional breeding and selection;

(j) ‘Regional economic integration organi-
sation’ means an organisation constituted
by sovereign States of a given region, to
which its member States have transferred
competence in respect of matters gov-
erned by this Protocol and which has been
duly authorised, 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-Par-
ties.

The definition of terms was an item included in all
proposals on the possible contents of the future
Protocol,’" and discussion started in BSWG-1 with
some delegations stressing the need to use defi-
nitions found in existing instruments.*? Following
the compilation of such terms by the Secretariat,*
governments submitted additional definitions
contained in national or regional legislation for
consideration at BSWG-2.°* A contact group,
chaired by Dr. Gert Willemse (South Africa) and Dr
Helen Marquard (United Kingdom), reviewed avail-
able definitions in order to recommend action, as
delegations had decided that there would be no
attempt to define terms at that stage. The contact
group recommended preparation of an alphabeti-
cal list of terms requiring definition, with country
submissions for each, for consideration at BSWG-
3. The group stressed that the terms appearing
on the list would not necessarily mean that they
would need to be defined in the Protocol and that
any definitions would need to be developed to
reflect their use in the Protocol and the context in
which they appeared.”

1 UNEP/CBD/BSWG/1/4, Annex, p. 22.

92 UNEP/CBD/BSWG/1/4, paras. 74 — 76.

93 UNEP/CBD/BSWG/2/5.

94 UNEP/CBD/BSWG/2/2, pp.8-15 contains the submissions of the African region, Australia, Canada, Cuba, EU, Norway, Switzerland and the US. UNEP/
(BD/BSWG/2/Inf.7, pp. 3-5 contains the views of Malaysia.

95 UNEP/CBD/BSWG/2/6, paras. 161 — 164.
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At BSWG-3, the contact group on definitions,
now Contact Group 1, resumed its work. CG-1
continued discussions on definitions at BSWG-3
on the basis of the revised compilation of terms®
and additional country submissions.’” Delegates
identified about thirty terms that would need to
be defined as a priority, on the understanding
that, in the course of negotiations, the elaboration
of other terms might be required.”® The identi-
fied terms at that stage were: accidental release;
competent authority; contained use; deliberate
release; export and import; exporter; field trial;
focal point; illegal traffic; importer; liability; LMO;
notification; novel traits; organism; party of export;
party of import; party of transit; party concerned;
party of origin; potential receiving environment;
product; receiving party; transboundary move-
ment; transboundary release; unconfined release;
unintended release; and unintended transbound-
ary movement.The African region’s suggestion for
the definition of an LMO included ‘parts thereof’*
so Contact Group 1 briefly addressed the issue of
‘LMOs and products thereof; but noted that it was
not within the group’s mandate to enter into such
a discussion.’” The Co-Chairs of CG-1 then pre-
pared a draft consolidating suggestions for each
term, and delegates bracketed text and proposed
further options.'”! This draft was used as the basis
for CG-1 deliberations in BSWG-4, while Colombia
and the US submitted additional suggestions.’®

At BSWG-4, CG-1 noted that its deliberations had
to be approached from a purely scientific and

technical point of view, in order to provide SWG-|
with the least possible number of options.'® CG-1
worked in collaboration with CG-2, where neces-
sary, regarding the legal questions of definitions,
as well as in close contact with SWG-I, which pro-
vided comments.”® CG-1 deliberations resulted
in a bracketed list of terms containing: LMO;
organism; transboundary movement; export;
import; exporter; importer; Party of export; and
Party of import.'® Regarding the definitions of
terms relating to export, import and transbound-
ary movement, CG-1 and CG-2 noted that further
progress could only be made after the resolution
of fundamental issues, such as the Protocol’s appli-
cation to transit or to movements between Parties
and non-Parties.'® For that reason, the bracketed
definitions of export and import excluded transit,
and references to Parties or States also remained
bracketed.””” CG-1 also addressed the definition
of “LMO’, considering whether to focus on process
or on the result of modification, and deciding to
include both in the draft definition.'®

Further country submissions were received prior
to BSWG-5."% CG-1 focused on the definition of
“LMO’ deciding to develop definitions for: LMO;
living organism; and modern biotechnology. The
definitions were refined following input by SWG-
I, while a pending issue was whether modern
biotechnology covered cell fusion techniques.™?
The definitions of other terms were forwarded to
BSWG-6 as agreed upon at BSWG-4. An informal
discussion on ‘products thereof’ was held in paral-

96 UNEP/CBD/BSWG/3/Inf.1 is a revised version of UNEP/CBD/BSWG/2/5 containing definitions used in other international agreements as well as in
national and regional legislation, and additional definitions as submitted by the African region, Australia, Belarus, Canada, China, Cuba, EU, India, Japan,

Malaysia, New Zealand, Norway, Peru and Switzerland.

97 UNEP/CBD/BSWG/3/5 contains the submissions of the African region, Belarus, Colombia, Malaysia, Mexico, South Africa and Sri Lanka.

98 UNEP/CBD/BSWG/3/6, para. 92.

99 UNEP/CBD/BSWG/3/Inf.1, p. 18.

100 NEP/CBD/BSWG/3/6, para. 93.

10T UNEP/CBD/BSWG/3/6, Annex, see Article 2.
102 NEP/CBD/BSWG/4/3, pp. 2-5.

103 NEP/CBD/BSWG/4/4, para. 22.

104 UNEP/CBD/BSWG/4/4, para. 27.

105 UNEP/CBD/BSWG/4/4, Annex IV.

196 UNEP/CBD/BSWG/4/4, para. 27.

107 UNEP/CBD/BSWG/4/4, Annex IV.
1084

109 NEP/CBD/BSWG/5/2, pp. 22-29, contains the submissions of Ecuador, Japan, Mexico, New Zealand, Panama, Peru, Slovenia, Thailand, the US,

Uruguay and Venezuela.
1O UNEP/CBD/BSWG/5/3, para, 36.
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lel, influencing deliberations on the use of terms.
The provision was put in brackets, to reflect the
fact that the issue of ‘products thereof’ was still
pending." The list of terms forwarded to BSWG-6
contained: LMO; living organism; modern biotech-
nology; transboundary movement; export; import;
exporter; importer; Party of export; and Party of
import."?

BSWG-6 concluded work on the use of terms,
with CG-1 agreeing definitions of “LMO’ “living
organism’, and “modern biotechnology”™ The
term ‘contained use’ was introduced and CG-1
held discussions on its definition. CG-2 then dis-
cussed the definitions of: export; exporter; import;
importer; regional economic integration organisa-
tion; and transboundary movement. As the issue
of transit was involved, these were forwarded to
SWG-I. Following resolution of the issue, delegates
substituted “Parties” for “States” in the definitions
of export, import and transboundary movement.
With respect to the definition of “transbound-

11T UNEP/CBD/BSWG/5/3, para. 38.

12 UNEP/CBD/BSWG/5/3, Annex, see Article 2.
113 UNEP/CBD/ExCOP/1/2, para. 30.

114 UNEP/CBD/BSWG/6/L.2, see Article 3(j).
115 UNEP/CBD/EXCOP/1/2, para. 38.

ary movement’ the Chair’s text" contained an
additional cross-reference to the provisions on:
bilateral, regional and multilateral agreements
and arrangements; unintentional transboundary
movements and emergency measures; and non-
Parties (then Articles 11,14 and 21 respectively).

On 17 February 1999, BSWG-6 provisionally
adopted the definitions of exporter, importer,
LMO, living organism, modern biotechnology and
regional economic integration organisation.®
During the deliberations of the resumed ExCOP,
the reference to the provision on bilateral, region-
al and multilateral agreements and arrangements
under the definition of transboundary movement
was excluded. Article 3 was adopted in its final
form on 26 January 2000.
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Article 4: Scope

This Protocol shall apply to the trans-
boundary movement, transit, handling
and use of all living modified organisms
that may have adverse effects on the con-
servation and sustainable use of biologi-
cal diversity, taking also into account risks
to human health.

The scope of the Protocol proved to be a highly
contentious issue, the debate having been initiat-
ed during COP-2, and at the expert meetings held
prior to the COP, over the scope of the negotiating
mandate of BSWG. The language of decision II/5
was apparently a compromise between the pref-
erence of developing countries for a Protocol on
biosafety in the field of “safe transfer,handling and
use of LMOs"and that of developed countries for a
focus on “transboundary transfer of any LMO.”

Following initial discussions in BSWG-1, where
the EU suggested the exclusion of LMOs identi-
fied as being unlikely to have adverse effects on
biodiversity,'® written proposals were submit-
ted for consideration at BSWG-2."7 Differences
of opinion were apparent: the African proposal
included LMOs and ‘products thereof, while
Switzerland favoured a Protocol limited to the
intentional transboundary movement of LMOs to
be introduced in the environment, excluding con-
tained use and trade in commodities. The EU and
Japan called for the exclusion of LMOs unlikely
to have adverse effects, while Japan also wished
to exclude the transboundary transfer of LMOs
covered by other international agreements. The
EU and Norway included a reference to risks to
human health. Canada suggested that the scope
of the Protocol be determined at a later stage.

116 UNEP/CBD/BSWG/1/4,p.18.

The issue was not discussed in BSWG-3, although
some delegations made submissions.”® The issue
formed part of the mandate of SWG-|, established
at BSWG-3. Discussion in BSWG-4 revolved around
whether and how the scope of the Protocol as a
whole would differ from the scope of application
of the AIA procedure. The options contained in
the consolidated text'® at the end of BSWG-4 pro-
vided for: no provision on scope; scope equivalent
to the scope of the AIA procedure; and bracketed
language detailing activities covered and not cov-
ered by the Protocol. Regarding the latter option,
the transboundary movement of LMOs was cov-
ered, with reference to human health, but han-
dling and use were bracketed. A second paragraph
excluded LMOs not likely to have adverse effects,
requirements for transport operations, transit and
movement destined for contained use.

BSWG-5 did not make significant progress. A num-
ber of delegations had submitted their views,'?
and SWG-| agreed to work on the option detail-
ing the areas of applicability of the Protocol. At
the end of the negotiations in SWG-|, the article
on scope had been clarified but major questions
remained to be resolved: provisions related to
“products thereof”; handling and use of LMOs; ref-
erence to human health; socio-economic impacts;
and exceptions, with reference to LMOs unlikely
to have adverse effects, transport operations, con-
tained use and transit.’”

Positions were polarised in BSWG-6. SWG-I agreed
to delete the bracketed reference to transport
operations being excluded from the Protocol’s
scope. However, they could not reach consensus
on the remaining unresolved issues. Negotiations
in the informal groups created to discuss con-
tained use, ‘products thereof’ and human health
also failed to reach agreement.

"7 UNEP/CBD/BSWG/2/2, pp. 44-48 contains the submissions of the African region, Canada, EU, Japan, Norway and Switzerland.
18 UNEP/CBD/BSWG/3/5 contains the submissions of Australia, Brazil, EC, Mexico and Switzerland.

9 UNEP/CBD/BSWG/4/4, Annex |, see Article 3A.

120 UNEP/CBD/BSWG/5/2 contains the submissions of Ecuador, Kenya, New Zealand, Peru, Slovenia, Thailand and Venezuela.
121 UNEP/CBD/BSWG/5/3, para.31;and Annex, see Article 3A; UNEP/CBD/BSWG/6/8, Annotated Draft Negotiating Text of a Protocol on Biosafety, see

Article 4.See also section on Article 5 below.
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The Chair’s proposed text attempted to draft com-
promise language.'? The Chair’s text presented to
the BSWG retained references to handling and
use, as well as to human health, while omitting
the references to ‘products thereof’ and socio-
economic well-being. A general statement was
introduced into the paragraph on exceptions, to
preserve the right of Parties to subject all LMOs to
risk assessment prior to decisions on import. The
exceptions included transboundary movements
of LMOs unlikely to have adverse effects, and of
LMOs which are pharmaceuticals for humans.
Transit and contained use were covered in certain
articles only. On February 19, the Chair’s text was
reviewed by the Friends of the Chair group, as
well as by informal and regional groups, which
expressed general dissatisfaction. It became
apparent that the issue of scope could stall finali-
sation of the Protocol. At Minister Mayr’s initiative,
a Friends of the Minister group continued nego-
tiations on February 20, without however reach-
ing agreement. The text was not altered, and with
a minor adjustment made by the Legal Drafting
Group, was submitted for the consideration of the
ExCOP.'# Following the suspension of the ExCOP,
negotiations on the issue continued in the infor-
mal consultations ahead of the resumption of the
ExCOP.

According to the Chairman’s summary of the
Vienna informal consultations,’ the negotiating
groups retained their initial positions. Most groups
could accept the text as it stood, apart from the
Like-Minded Group, which then proposed a single
paragraph which provided for the Protocol to
apply to the transboundary movement, transit
and handling and use of all LMOs that may have
an adverse effect on the conservation and sustain-
able use of biological diversity, taking also into
account risks to human health. Exceptions would

122 UNEP/CBD/BSWG/6/L.2, see Article 4.
123 |UNEP/CBD/EXCOP/1/2, Appendix |, see Article 4.
124 NEP/CBD/EXCOP/1/INF/3, p. 4.

then be addressed under specific articles.' Since
most groups needed time to examine the pro-
posal, consultations did not progress any further.
Suggested texts were incorporated into Chair
Mayr’s non-paper in December 1999, to assist the
negotiation progress.

During the Montreal consultations before the
resumption of the ExCOP in January 2000, a con-
tact group was created specifically to address the
issue of scope.' The Like-Minded Group reiter-
ated its position of retaining a comprehensive
provision to cover all LMOs and addressing excep-
tions under other articles. Other groups preferred
to retain the text from Cartagena. A small group
was established to address exceptions and to
develop language on scope. On January 23, one
day before the beginning of the resumed ExCOP,
the group came up with an agreed single para-
graph to address all LMOs, although reference
to transit was still bracketed. New articles were
drafted to address exceptions.

Negotiations in the contact group on scope,
chaired by Mr. John Herity (Canada) continued
during the resumed ExCOP. As the negotiation
progressed the contact group on commodities
(see section on Article 11) and on scope were
merged under the joint chairmanship of Mr.
Herity and Mr. Frangois Pythoud (Switzerland).'®
Delegates finally agreed to a provision addressing
the transboundary movement, transit, handling
and use of all LMOs that may have adverse effects
on the conservation and sustainable use of bio-
diversity, taking also into account risks to human
health. Following this agreement, the negotiations
focused mainly on the new draft articles on phar-
maceuticals, transit and contained use.'® Article 4
on scope was adopted with the rest of the Proto-
col on 29 January 2000.

125 UNEP/CBD/EXCOP/1/INF/3, Informal consultations on Biosafety Protocol, Vienna 15-19 September 1999, Chairman’s Summary, p.5.

126 NEP/CBD/EXCOP/1/3, para. 12.
127 UNEP/CBD/EXCOP/1/2, Appendix |, see Article 4.
128 UNEP/CBD/EXCOP/1/3, para. 53.

129 UNEP/CBD/ExCOP/1/3 pp. 26, 28-29 and 31. See sections on Articles 5 and 6 below.
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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 deci-
sions on import, this Protocol shall not
apply to the transboundary movement of
living modified organisms which are phar-
maceuticals forhumansthatareaddressed
by other relevant international agree-
ments or organisations.

Discussion on pharmaceuticals started at BSWG-
5, during the debate on scope (see section on
Article 4). A footnote was then inserted into the
bracketed paragraph on the areas of non-applica-
bility of the Protocol which included “LMOs which
are pharmaceuticals for humans” in the annex of
LMOs unlikely to have adverse effects,” and con-
sequently exclude them from the Protocol’s scope.
On 15 February 1999, during SWG-I negotiations
at BSWG-6, the footnote was replaced with a refer-
ence in the text of the article, excluding the “trans-
boundary movements of LMOs that are pharma-
ceuticals for humans.”The Chair’s text™ produced
at BSWG-6, also excluded from the scope of the
Protocol transboundary movements of LMOs that
are pharmaceuticals for humans.

The creation of a separate article on pharma-
ceuticals originated from the proposal of the
Like-Minded Group presented during the Vienna
informal consultations, to have a comprehensive
provision on scope to cover all LMOs and address
the exceptions in other articles. This group sug-
gested including language in the article on the
application of the AIA procedure, allowing the
Party of import to decide not to apply the AIA
procedure to LMOs that are pharmaceuticals for
human use.

When the consultations continued in Montreal,
it became clear that a compromise would be dif-
ficult to reach.The negotiating groups had oppos-
ing views: the Miami Group expressed the view
that pharmaceuticals would not have adverse
effects on biodiversity, while the EU noted other
international bodies that could cover future devel-
opments. On the other hand, the Like-Minded
Group did not wish to exclude pharmaceuticals. In
an attempt to reconcile these views, the contact
group on scope at the resumed ExCOP drafted
language on 23 January 2000, exempting the
transboundary movement of pharmaceuticals for
humans, without prejudicing the rights of Parties
to subject all LMOs to a risk assessment prior to a
decision on import.

The issue was finally resolved during the resumed
ExCOP following negotiations in the contact
group on scope and intense informal consulta-
tions. ** While some delegations noted that the
World Health Organisation would be the com-
petent forum to deal with the issue of LMOs that
are pharmaceuticals for humans, the Like-Minded
Group expressed concern regarding develop-
ments in pharmaceutical applications, such as
gene-therapy, for which no other standards or
institutional provisions existed. While the Chair of
the contact group on scope continued informal
discussions to explore flexibility on the issue, it
was suggested that the exemption should be
qualified by limiting the exemption to LMOs that
are covered by other international agreements
and organisations or that would not be intention-
ally introduced into the environment.These provi-
sions remained in brackets. The first of these sug-
gestions was included in the final text adopted on
29 January 2000.

130 UNEP/CBD/BSWG/5/3, Annex, see Article 3A, footnotes; see also Appendix | to this document on ‘Deleted Draft Articles"

131 UNEP/CBD/BSWG/6/L.2, see Article 4(c).

132 UNEP/CBD/ExCOP/1/INF/3, Informal consultations on Biosafety Protocol, Vienna 15-19 September 1999, Chairman’s Summary, p.5.

133 See section on Article 7 below.
134 UNEP/CBD/EXCOP/1/3 paras. 28, 45,51 and 61.
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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 modi-
fied 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 organ-
isms 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 6(1): Transit

At BSWG-2 initial discussions were held on transit
together with the issues of handling, transport
and packaging.”® By the end of BSWG-2, realis-
ing its complexity, delegations agreed to treat
the question of transit of LMOs separately.s
The debate started in BSWG-3, at which the EC’s
submission proposed excluding transit from the
Protocol’s scope.™’

135 UNEP/CBD/BSWG/2/6, paras. 145-149.

136 UNEP/CBD/BSWG/2/6, Annex I, Item I.

137 UNEP/CBD/BSWG/3/5.

138 NEP/CBD/BSWG/4/4, para. 27.

139 UNEP/CBD/BSWG/4/4, Annex |, see Articles 3A, 3B and 4.
140 UNEP/CBD/BSWG/6/L.2, see Article 4.

14T UNEP/CBD/ExCOP/1/3, Annex IIl, p. 17.

142 See section on Article 4 above.

Diverging views became apparent at BSWG-4.CG-
1 and CG-2 considered that the issue of whether
the Protocol should apply to LMOs in transit was
one of the fundamental questions to be resolved
in order for the negotiations to progress.’> The
issue was incorporated into the discussions on
scope,®® application of the AIA procedure, and
notification, during BSWG-4, 5 and 6.

In the Chair's proposed text at BSWG-6,'*° transit
was excluded from the scope of the Protocol,
except as regards the provisions on Parties’ gen-
eral obligations (Article 2), unintentional trans-
boundary movements and emergency measures
(then Article 14), and handling, transport, packag-
ing and identification (then Article 15). The Miami
Group questioned the latter reference and, in
the general disagreement over the scope of the
Protocol, the issue of transit remained pending.

According to the Like-Minded Group’s proposal,
submitted at the Vienna informal consultations
in September 1999, transit of LMOs would have
been included in the scope of the Protocol™? and
notification of transit of LMOs would have been
required. The issue remained under negotiation
during the Montreal informal consultations. While
the contact group on scope agreed on a compre-
hensive provision to address all LMOs, reference
to transit under the provision on scope remained
bracketed and discussion started on the devel-
opment of a new provision. Requirements for
advance notification and necessary documenta-
tion for transit also caused intense disagreement.

Following extensive discussions in the contact
group on scope during the resumed ExCOP, as
well as informal consultations, delegations agreed
to include LMOs in transit in the Protocol’s scope.
They also started drafting a new provision to
address the issue.On 26 January 2000, the contact
group was presented with a text based on infor-
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mal consultations, which suggested that the AIA
procedure would not apply to LMOs in transit. The
text was accepted. The final issue to be resolved
was the right of a State to regulate LMOs in transit
through its territory. Following resolution of this
issue, the provision was adopted on 29 January
2000.

Article 6(2): Contained Use

Early discussions during BSWG-2 indicated the
complex nature of this issue, as Canada, the
EU, Norway and Switzerland suggested exclud-
ing LMOs destined for contained use from the
Protocol’s scope, while most developing country
delegations supported inclusion of all intended
uses."® At BSWG-3, Norway proposed language
on minimum national regulations for biosafety,'*
including the development of an annex on
national measures applied to contained use. This
proposal was withdrawn during BSWG-6. Norway
maintained however that the Protocol should
include a provision to ensure that Parties guaran-
teed safety in the contained use of LMOs.'*

Following negotiations at BSWG-4, language pro-
posed, but not agreed, on scope and on the appli-
cation of the AIA procedure, excluded contained
use."® At the beginning of BSWG-6, Chair Koester
identified contained use as one of the key issues
requiring resolution, as there seemed to be no
point of agreement. SWG-I held lively discussions
on whether LMOs destined for contained use
should be excluded from the AIA procedure.'
Many developing country delegations stressed
that LMOs in containment should be subject to
the same provisions as other LMOs, while other
delegations argued that such transboundary
movements should not be covered by the AIA

143 NEP/CBD/BSWG/2/6, paras. 33-34.

144 UNEP/CBD/BSWG/3/5.

145 UNEP/CBD/EXCOP/1/2, para. 24.

146 UNEP/CBD/BSWG/4/4, Annex |, see Article 3B.
147 See section on Article 7 below.

148 See section on Article 3 above.

149 UNEP/CBD/BSWG/6/L.2, see Article 5.

150 |bid., see Article 4(b).

151 UNEP/CBD/EXCOP/1/3, Annex IV.

procedure, or even that LMOs destined for con-
tained use should be outside the scope of the Pro-
tocol. Discussion continued in an informal group,
co-chaired by Australia and Peru, but did not prog-
ress further than crystallising the three positions
noted above. The lack of an agreed definition of
contained use, in light of the fact that discussion
in the contact group on definitions were still con-
tinuing, further complicated discussions.’*®

At BSWG-6, in the Chair's proposed text,'* LMOs
destined for contained use were not covered by
the AIA procedure. They were only partially cov-
ered by the Protocol’s scope, with reference to
the provisions on general obligations of Parties
(Article 2), unintentional transboundary move-
ments and emergency measures (then Article
14), handling, transport, packaging and identi-
fication (then Article 15), and some paragraphs
of Article 17 on information-sharing and the
Biosafety Clearing-House.”™® The Like-Minded
Group expressed its concern,”' calling for the
inclusion of LMOs destined for contained use in
the Protocol’s scope and in the AIA procedure. In
its proposal submitted during the Vienna informal
consultations, the Like Minded Group suggested
that, while the scope of the Protocol should cover
all LMOs, the Party of import could decide not to
apply the AIA procedure to LMOs destined for
research in contained use.’

As discussions on the issue continued during
the resumed ExCOP, both informally and in the
contact group on scope, delegations reached
general agreement on scope and on 25 January
2000, started exploring options for dealing with
contained use. On 26 January, new Article 6 was
presented.The provision was adopted on 29 Janu-
ary 2000.

152 |JNEP/CBD/EXCOP/1/INF/3, Informal Consultation on Biosafety Protocol, Vienna 15 — 19 September 1999, Chairman’s Summary, p.5.
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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 envi-
ronment’ in paragraph 1 above, does not
refer to living modified organisms intend-
ed 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.

4. The advance informed agreement pro-
cedure shall not apply to the intentional
transboundary movement of living modi-
fied 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.

An advance informed agreement procedure was
identified as a priority consensus element in the
meeting of the Open-ended Ad Hoc Group of
Experts on Biosafety before COP 2 in 1995. The
scope of the AIA procedure was addressed at
BSWG-1."** Switzerland, supported by New Zea-

133 UNEP/CBD/COP/2/7, Annex |, para 18(a).
154 UNEP/CBD/BSWG/1/4, paras. 39-43.
155 UNEP/CBD/BSWG/2/6, paras. 23-72.

land and the US, suggested that the AIA proce-
dure should apply only to the first transboundary
movement of LMOs intended for use in the envi-
ronment, while notification would be sufficient
for subsequent movements. Following remarks by
Australia and the EU, delegations also had initial
discussions on the categorisation of LMOs accord-
ing to the degree of potential risk to biodiversity
and the relevance of such categorisation to the
application of the AIA procedure.

A more extensive debate took place at BSWG-2'%°
and BSWG-3, on the basis of country submis-
sions.’™® As discussion focused on the two above
issues, most developing countries expressed the
view that the AIA procedure should apply to all
movements, initial and subsequent, while Brazil,
Norway and the US, among others, suggested a
simpler procedure for subsequent movements.
During BSWG-3, SWG-I prepared an elements
paper,” drawing from country submissions. The
paper compiled options for elements of the scope
of the application of the AIA procedure. It was sug-
gested that the procedure cover: all LMOs; all first
time transboundary movements of LMOs; all LMOs
except those explicitly excluded and exempted;
and specific LMOs based on detailed criteria or on
criteria listed in an annex. A further option left it to
the discretion of the importing State as to wheth-
er the exporter should apply national regulations
or the Protocol. Chair Koester streamlined these
options for BSWG-4,">® where discussions focused
on:the scope of AlA in relation to the scope of the
Protocol; the application of the AIA procedure
only to specific categories of LMOs; its application
to LMOs in transit or destined for contained use;
the exemption of low-risk LMOs and the type of
agreement required for this exemption.

156 UNEP/CBD/BSWG/2/2, pp. 15-28 contains the submissions of the African region, Australia, Canada, Japan, Norway and the US. UNEP/CBD/BSWG/3/3
contains the submissions of the African region, Belarus, Brazil, Colombia, Cuba, EC, India, Japan, Madagascar, Malaysia, Mexico, Norway, Peru, South

Africa, Sri Lanka, Switzerland and the US.
157 UNEP/CBD/BSWG/3/6, para. 85; and Annex |, see Article 3.
158 UNEP/CBD/BSWG/4/Inf.1, pp. 2-4.
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By the end of BSWG-4, it was agreed to draft sepa-
rate provisions on the scope of the Protocol and
on the application of the AIA procedure. Discus-
sions resulted in four options for the application
of the AIA procedure.’™ These covered: all LMOs
defined in the Protocol; the first movement of an
LMO unless an exemption was provided for; spe-
cific categories of LMOs listed within the article; or
LMOs covered by criteria listed in an annex.

During BSWG-5, a drafting group produced a sin-
gle bracketed option for consideration by SWG-I:
This text contained a detailed paragraph on
LMOs to be covered by the AlA (positive list) and
another on exemptions (negative list). Although
some delegations commented on the two draft
paragraphs’ contradictory approaches and called
for their consolidation, the group could not agree
on whether to include a positive or a negative list,
so both paragraphs were retained.’® Discussion
then focused on the application of the AIA proce-
dure to transit and contained use, and the scope
of exemptions in general.The issue of whether the
AIA would apply to all transboundary movements
of LMOs or only the first transboundary movement
also remained unresolved. A number of footnotes
indicated the remaining pending issues.'

As a result, the bracketed text submitted to BSWG-
6 contained two paragraphs, the first detailing the
categories of LMOs to which AIA would apply and
the second addressing the exemptions from the
AIA procedure. Regarding the first paragraph, the
issue of whether AIA would apply to the first or
to all transboundary movements, and the inclu-
sion of ‘products thereof, remained bracketed.
LMOs covered by the AIA procedure were those

159 UNEP/CBD/BSWG/4/4, Annex |, see Article 3B.
160 UNEP/CBD/BSWG/5/3, Annex, see Article 3B.
161 UNEP/CBD/BSWG/5/3, para.31,and Annex, see Article 3B.

intended for field testing or deliberate release in
the Party of import, those banned in the Party of
export and those destined for contained use. Cat-
egories to be excluded from the AIA procedure
were: LMOs in transit; those exempted under the
domestic regulatory framework; those destined
for contained use; those identified in a decision
of the Meeting of the Parties as not likely to have
adverse effects on biodiversity;'® and, under con-
ditions, those destined for placing on the market
of the Party of import.'®3

The application of the AIA procedure to commodi-
ties caused intense debate during and following
BSWG-6."* Some developed countries argued
that LMOs intended for human or animal con-
sumption would not pose a significant threat to
biodiversity and called for their exclusion, while
many developing countries advocated applica-
tion of the AIA procedure to all LMOs, stress-
ing the possibility of accidental releases. On 17
February 1999, delegations agreed that the AIA
procedure would apply to the first transbound-
ary movement of an LMO. However, the issue of
commodities remained unresolved. According to
the Chair’s proposed text at BSWG-6, the AlA pro-
cedure would cover the first transboundary move-
ment of LMOs “destined for growth, reproduction
and propagation in the environment.”’®> It would
not apply to LMOs not likely to have adverse
effects on biodiversity, taking into account risks
to human health, as identified in a decision of
the MOP, nor to LMOs destined for placing on the
market in the Party of import under certain condi-
tions. Parties could, under domestic law, require
procedures consistent with the AlA procedure for
other LMOs.'® This latter provision implied that

162 The possibility for the Meeting of the Parties to the Protocol to exclude LMOs from the application of the AIA originated from language proposed by
Japan., see UNEP/CBD/BSWG/3/3, p. 6.The concept remained in the final text. It should be noted that during the negotiations frequent references were
made to future decisions by the ‘Meeting of the Parties’ or the ‘Conference of the Parties’ to the Protocol. As discussions on what became Article 29 of
the Protocol progressed, these references were amended to refer to the ‘Conference of the Parties, serving as the Meeting of the Parties to this Protocol”

This is commonly abbreviated to “COP/MOP” See section on Article 29 below.

163 UNEP/CBD/BSWG/6/2, pp. 7-9.

164 The treatment of commodities in relation with the AIA procedure had implications for several provisions of the Protocol. See Background above,

and section on Article 11 below.
165 UNEP/CBD/BSWG/6/L.2, see Article 5.
166 UNEP/CBD/BSWG/6/L.2, See Article 5.
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commodities could be covered by AlA procedures
under national legislation. In the revised version
of the document containing the Chair’s text, the
phrase “growth reproduction and propagation in
the environment” was replaced by “intentional
introduction into the environment” It was speci-
fied that this term did not refer to “LMOs intended
for direct use as food or feed, or for processing"
(LMO-FFPs), the phrase used thereafter to refer to
commodities.’®’

d

Following review by the Friends of the Chair, as
well as regional and informal groups, the provision
remained under negotiation in the Friends of the
Minister group, the most difficult issue remaining
whether or not the AIA procedure would apply to
commodities.

Delegations reacted to the Chair’s proposed text
as revised by the Legal Drafting Group on 22
February.'® The issue of the application of the AIA
procedure to LMO-FFPs remained a core focus
of discussion in the first session of the ExCOP.
The various negotiating groups put forward dif-
ferent proposals for addressing the issue. The
Like-Minded Group proposed subjecting the first
transboundary movement of all LMOs to AlA,
but allowing Parties of import not to apply AIA
to LMO-FFPs.'® The Miami Group supported the
Chair’s text on this issue,”® and the EU proposed
that the first meeting of the Parties to the Proto-
col should decide how the AIA procedure should
apply to LMO-FFPs.'”!

167 UNEP/CBD/BSWG/6/L.2/Rev.1, see Article 5.
168 UNEP/CBD/EXCOP/1/2, para. 40.
169 UNEP/CBD/ExCOP/1/3, Annex IV.
170 UNEP/CBD/EXCOP/1/3, Annex .
171 UNEP/CBD/ExCOP/1/3, Annex II.

The application of the AIA procedure to commodi-
ties remained one of the core pending issues at
the suspension of the first session of the ExCOP,
and was further examined during the Vienna infor-
mal consultations, when the Compromise Group
presented a concept paper to facilitate discus-
sion on developing an alternative procedure for
commodities.'”? It was proposed that reference to
this alternative procedure in the provision on the
application of the AIA procedure would replace
the reference to domestic legislation. All groups
found the proposal constructive and agreed to
consider it,'”* with the Like-Minded Group insist-
ing on a procedure as robust as the AIA procedure.
This proposal created the basis for developing a
separate provision on LMO-FFPs.”” Negotiations
continued in Montreal, both informally and dur-
ing the resumed ExCOP, where a contact group,
chaired by Mr. Francois Pythoud (Switzerland)
discussed as a cluster the issues of the application
of the AIA procedure, development of an alterna-
tive procedure for commodities, and the provision
on handling, transport, packaging and identifica-
tion. As the provision on the application of the
AIA procedure depended on resolution of the
debate on LMO-FFPs,'”* the text of Article 7 was
finalised in parallel with Article 11 on a procedure
for LMO-FFPs. Therefore, the final text of Article 7,
which excludes LMO-FFPs from the application
of AlA, referencing Article 11, was adopted on 29
January 2000.

172 |UNEP/CBD/EXCOP/1/INF/3, Informal Consultations on Biosafety Protocol, Vienna, 15-19 September 1999, Chairman’s Summary, p. 3.

173 Id

174 See now Article 11.
175 See section on Article 11 below.

31



I11. TEXT OF THE PROTOCOL

Article 8: Notification

1. The Party of export shall notify, or
require the exporter to ensure notifica-
tion 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 mini-
mum, the information specified in Annex I.
2. The Party of export shall ensure that
there is a legal requirement for the accu-
racy of information provided by the
exporter.

Following a general discussion of the AIA proce-
dure at BSWG-1,"7¢ the African region submitted
to BSWG-2 a detailed text on the notification
procedure prior to a transboundary movement of
LMOs."” Part of the first paragraph of the African
proposal required the State of export to notify, or
require the exporter to notify by application in
writing through the channel of the competent
authority of the State of export, the competent
authority of the States concerned and the Biosafe-
ty Clearing-House, of any proposed transbound-
ary transfer of LMOs or products thereof. Such
applications were to contain the declarations and
information to be specified in Annex | to the Pro-
tocol. Elements of the final text can be recognised
in this early proposal. BSWG-2 delegates discussed
who should trigger the notification procedure:
the Party of export, the exporter or the receiving
entity in the Party of import.'®

176 UNEP/CBD/BSWG/1/4, paras. 39-43.

Several written proposals were submitted to
BSWG-3."? India’s submission included language
on notification to the Clearing House, as well as on
the requirement for the accuracy of information
provided by the exporter, while Canada, whose
proposal favoured notification by the importer
to the Party of import, suggested that each Party
make its importers responsible for the accuracy of
provided information. The options resulting from
both the written submissions and the discussion
were consolidated for consideration by BSWG-4.'%
The Chairman’s note for BSWG-4'®' further organ-
ised these options. The primary issue of whether
the exporter or the importer would trigger the
notification procedure was still to be resolved.

BSWG-4 discussions in SWG-I revolved mainly
around the issue of who should trigger the noti-
fication procedure. The questions of who should
bear the responsibility for accuracy of the pro-
vided information, and whether the required
information should be specified in an Annex or
in a list to be established by the meeting of the
Parties, also provoked some debate. The outcome
was a consolidated bracketed text merging differ-
ent options. On the requirement for accuracy of
information, the zero (no provision) option was
retained.’® Discussions on the content of the
required information were held in parallel in
CG-1.18

BSWG-5 did not make significant progress on
this issue. Some governments submitted views'™*
and discussions took place in SWG-I, while CG-2
addressed the question of how other internation-
al agreements referred to the issue of triggering
notification.

177 UNEP/CBD/BSWG/2/2, p. 53.The document also contains the submissions of the EU, Japan and Norway on notification. UNEP/CBD/BSWG/2/Inf.7, pp.

7-8 contains the submission of Malaysia.
178 UNEP/CBD/BSWG/2/6, paras. 62-65.

179 UNEP/CBD/BSWG/3/3, pp. 8-15, contains the submissions of the African Group, Australia, Belarus, Brazil, Canada, Colombia, Cuba, EC, India, Japan,
Madagascar, Malaysia, Norway, Peru, South Africa, Sri Lanka, Switzerland, and the US.

180 UNEP/CBD/BSWG/3/6, Annex |, see Articles 4,5,6,and 7.
181 UNEP/CBD/BSWG/4/Inf.1, pp. 4-5.

182 UNEP/CBD/BSWG/4/4, Annex |, see Article 4.

183 See section on Annex | below.

184 UNEP/CBD/BSWG/5/2 contains the submissions of Ecuador, New Zealand, Peru, Thailand, US, Uruguay, and Venezuela.
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Many delegations in SWG-I expressed the view
that responsibility for notification should fall on
the exporter, or that the Party of export should
ensure that the exporter notified the Party
of import. Since others still preferred placing
responsibility on the importer, no agreement was
reached. The question of responsibility for the
accuracy of information was not resolved either.
The requirement to notify the Biosafety Clearing-
House, which was deleted in BSWG-4, was also re-
introduced. By the end of the session, delegates
deleted the zero (no provision) option regarding
responsibility for accuracy of information, and
agreed that notification should include, at a mini-
mum, the information specified in Annex | to the
Protocol.The rest of the provision remained brack-
eted to reflect the different options.'

BSWG-6 discussions mainly revolved around the
question of notification to the Biosafety Clear-
ing-House, which was finally excluded, and the
requirement for accuracy of information. As the
issue was not resolved in SWG-I, consultation
continued in the Friends of the Chair group. The
Chair’s text produced at BSWG-6 contained com-
promise language on the issue.'®® The text of the
provision then remained unaltered until its adop-
tion on 29 January 2000.

Notification of transit

The issue of notifying transit countries arose in
BSWG-3, with a number of delegations submitting
text for a separate provision on notification of tran-
sit.’ Some governments had also included related
language in their proposals on notification.'®

185 UNEP/CBD/BSWG/5/3, Annex, see Article 4.
186 UNEP/CBD/BSWG/6/L.2, see Article 6.

The options were consolidated for BSWG-4,'®
while the US suggested that no provision on
notification of transit was necessary."® During the
debate, other delegations also viewed the provi-
sion as unnecessary, while others suggested text
requiring the Party of export to obtain consent
from Party and non-Party transit States. Both the
zero (no provision) option and text providing for
notification to the transit State, acknowledge-
ment of notification and documentation for LMOs
in transit, were retained in the consolidated text at
the end of BSWG-4.""

Further views were submitted to BSWG-5."2
Delegations debated deleting the provision,
but most developing countries objected to this
option. Following discussions in SWG-I and work
in a drafting group, delegations finally agreed to
deletion of this provision, on the basis that these
elements could be adequately addressed under
the provisions on notification, acknowledgement
of receipt of notification, decision procedure for
AIA, handling, transport and packaging, and liabil-
ity and compensation.'

Following the deletion of the provision, a debate
on notification of transit was held under the gen-
eral provision on notification in BSWG-6, resulting
in its final exclusion. ™

187 UNEP/CBD/BSWG/3/3, pp.23-25, contains the submissions of Australia, Brazil, Mexico, Peru, Malaysia and Norway.
188 |UNEP/CBD/BSWG/3/3, pp. 8-13.The submissions of the African group and India proposed a reference to“States concerned, while Colombia and

Peru included specific reference to Parties or countries of transit.
189 UNEP/CBD/BSWG/3/6, Annex |, see Article 8.

190 UNEP/CBD/BSWG/4/3,p.9.

191 UNEP/CBD/BSWG/4/4, Annex |, see Article 8.

192 |UNEP/CBD/BSWG/5/2, pp. 47-49, contains the submissions of Ecuador, New Zealand, Peru, Slovenia, Thailand and Venezuela.

193 UNEP/CBD/BSWG/5/3, para. 32,and Annex, see Article 8.
194 UNEP/CBD/EXCOP/1/2, para. 39.
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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 proce-
dure 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 inten-
tional transboundary movement.

The time limit for the response of the import-
ing country and the consequences of a failure to
acknowledge receipt were the major contentious
issues under this provision. Discussions on the
issue of the time limit started in BSWG-2, although
there was no clear distinction at the time between
acknowledgement of receipt of notification and
response, including decision, of the importing
Party.'> While some noted the importance of time
limits, most developing country delegations were
opposed to prescriptive time limits after which
implicit consent might be assumed, while some
agreed to consider an indicative time period for the
acknowledgement of receipt of notification.™®

195 See also section on Article 10 below.
196 UNEP/CBD/BSWG/2/6, paras. 56 - 58.

On the basis of written submissions,’” BSWG-3
consolidated different options for elements of the
AlA procedure as a whole. Elements identified as
relevant to the acknowledgement of receipt of
notification'®included:its time frame, information
to be given to the notifier,and consequences of a
failure to respond in a specified time frame.These
options were further organised in the Chairman’s
note prepared for BSWG-4."° The note contained:
a zero (no provision) option, as suggested by
some developing countries; an option with lan-
guage on acknowledgement of receipt, which
would include confirmation that the notification
contains prima facie the information required for
notification,? the date of receipt,?’' advice on car-
rying out a risk assessment and/or a request for
further information where necessary; an option
with language on review of the content of the
request in a specific time period; and language on
informing the notifier to proceed according to the
AIA procedure or the domestic regulatory frame-
work, provided that this included a control mecha-
nism consistent with the Protocol. All references to
time frames remained open and bracketed.

Discussions in BSWG-4 revolved around the same
issues, with several delegations still opposing a
precise time period for responding to notification.
The zero option was retained and the remain-
ing suggestions were consolidated into a single
option.?? The text mainly addressed acknowl-
edgement of receipt, but also included language
on informing the notifier about proceeding with
or without written consent, which would later
be introduced into the provision on decision
procedure.?* On the consequences of a failure to
acknowledge receipt, some developing countries
supported text stating that failure to acknowledge
receipt would not result in any consequences,
nor would it imply consent to a transboundary

197 UNEP/CBD/BSWG/3/3, pp. 19-23 contains the submissions of Australia, Belarus, Brazil, Canada, Colombia, EC, Japan, Malaysia, Norway, South Africa,
Sri Lanka, Switzerland and the US. UNEP/CBD/BSWG/3/3/Add.1 contains the submission of Madagascar.

198 UNEP/CBD/BSWG/3/6, Annex |, see Article 5.

199 UNEP/CBD/BSWG/4/Inf.1, p.6.

200 s suggested by Canada, see UNEP/CBD/BSWG/3/3,p. 19.
207 As suggested by Japan, see UNEP/CBD/BSWG/3/3,p.21.
202 NEP/CBD/BSWG/4/4, Annex |, see Article 5.

203 Gee section on Article 10 below.
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movement. Similar language had been suggested
earlier by Belarus®** and Switzerland.?®

Following submission of new government propos-
als?¢ and some discussion at BSWG-5 on the need
for the provision, delegations in SWG-I agreed
to delete the zero option.?” Debate focused on
the time frame: with several delegations calling
for acknowledgement of receipt within 30 days,
and others preferring reference to a “reasonable”
period of time, the group finally double-bracket-
ed a compromise option of 90 days. Delegations
then agreed that the acknowledgement should
state the date of receipt of the notification and
whether the notification, prima facie, contained
the information specified under the provision
on notification, as well as agreeing that failure to
acknowledge receipt upon notification would not

204 NEP/CBD/BSWG/3/3, p. 19.
205 |JNEP/CBD/BSWG/3/3, p. 23.

imply consent. Regarding the requirement for the
acknowledgement to state whether to proceed
according to the AIA procedure or the domes-
tic regulatory framework, delegations debated
moving this to the provision on the decision
procedure, but ultimately retained and bracketed
the reference. The debate continued at BSWG-6,
where delegations agreed to keep such language.
The remaining outstanding issue of the time limit
was also resolved at BSWG-6. Delegations agreed
to the previously bracketed 90 day time frame
and the provision was adopted with the rest of
the Protocol on 29 January 2000.

206 |JNEP/CBD/BSWG/5/2, pp. 34-36, contains the submissions of Ecuador, New Zealand, Peru, Slovenia, Thailand and Venezuela.

207 UNEP/CBD/BSWG/5/3, Annex, see Article 5.
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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 Biosafe-
ty 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 informa-
tion 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 para-
graph 3 above, shall set out the reasons
on which it is based.

5.A failure by the Party of import to commu-
nicate 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 insuf-

ficient 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 ques-
tion as referred to in paragraph 3 above,
in order to avoid or minimise such poten-
tial adverse effects.

7.The Conference of the Parties serving as
the meeting of the Parties shall, at its first
meeting, decide upon appropriate proce-
dures and mechanisms to facilitate deci-
sion-making by Parties of import.

The AIA procedure is at the core of the Protocol,
and its importance was reflected in a long and
complex negotiation process. The time limit for
communication of the decision of the importing
Party, the consequences of a failure to communi-
cate a decision, as well as the inclusion of the pre-
cautionary principle in the article on the decision
procedure caused lengthy debates.

The AIA procedure was identified as a consensus
element in the Madrid report?® before COP2 and
in decision 11/5.BSWG-1 discussed it as a priority,>*°
noting procedures set out in other international
instruments as well as the differentiated capacity
of countries to carry out risk assessment and risk
management. Some delegations submitted their
general views on the AIA procedure for consider-
ation at BSWG-2.2"° At that meeting, a debate was
initiated on the time limit for the response of the
importing Party and the consequences of a failure
to communicate a decision.?” Many developing
country delegations opposed time limits for a
decision and the interpretation of a failure to com-
municate a decision as implicit consent, stressing
capacity constraints. Norway proposed a 90-day
time limit;?? the US preferred a specified period to

208 |UNEP/CBD/COP/2/7, Annex |, para 18(a).

209 NEP/CBD/BSWG/1/4, paras. 39 - 43.

210 UNEP/CBD/BSWG/2/2, pp. 15-28, contains the submissions of the Aftican region, Australia, Canada, Japan, Norway and the US.
21T UNEP/CBD/BSWG/2/6, Annex Il Item A. See also section on Article 9 above.

212 NEP/CBD/BSWG/2/2, p. 54.
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respond, after which consent would be deemed to
have been given.?® The EU and Japan suggested
flexible time limits depending on various fac-
tors, such as the need for further information.?"
Delegations also discussed the range of possible
actions to be taken by the importing Party fol-
lowing notification, outlining prohibition of the
import, approval with or without conditions, and
request for further information. Proposed ele-
ments were presented in the Chairman’s summary
of elements.”

Following an invitation for new submissions to
BSWG-3," a number of delegations submitted
their views.?” During the meeting, a drafting
group consolidated the different options for
approval by SWG-1.® Elements relevant to this
article in its final form were outlined under provi-
sions on response to notification and on the deci-
sion by the Party of import. Chair Koester organ-
ised the different options further, with a view to
reducing them for BSWG-4.2° The draft provision
on response to AlA notification contained options
on interim response, time period for decision, and
extension of this time period. The draft provision
on decision by the Party of import contained
options on the basis and content of the decision,
on information to be included in the decision,
and on the obligations of the Party of export. This
note was the basis for the negotiations in BSWG-4,
while Colombia and the US submitted additional
written proposals.2?

213 NEP/CBD/BSWG/2/2, p. 27.

214 UNEP/CBD/BSWG/2/6, Annex I, Item A.
215 Id.

216 UNEP/CBD/BSWG/2/6, p. 33.

During BSWG-4, discussion in SWG-I focused on
the time limit for the decision, as well as on its
basis, with several delegations supporting refer-
ence to scientific evidence, risk assessment and
socio-economic imperatives. On the time limit,
most developing country delegations opposed
implicit consent to a transboundary movement
in the case of a failure to meet the time limit. The
outcome?” of discussions in SWG-I at BSWG-4
included bracketed paragraphs on: the basis of
the decision; informing the notifier whether to
proceed with or without written consent; coop-
eration among Parties with a view to deciding
when a transboundary movement could not pro-
ceed without an explicit consent; informing the
notifier whether the notification contained prima
facie the required information;??2 the time period
for the decision of the Party; notifying approval,
prohibition, or request for additional informa-
tion; treatment of and notification for subsequent
imports; extension of the time period; prohibition
of an import when the provided information was
not sufficient, with reference to the precautionary
principle;?3 authorisation of the receiving Party
for all transboundary movements; stating reasons
for prohibiting a movement, imposing condi-
tions or requesting additional information; and
three options on the consequences of a failure to
respond.

Further proposals were submitted prior to
BSWG-5%* and, although delegates held long dis-
cussions both in SWG-1 and in a drafting group,

217 UNEP/CBD/BSWG/3/3, pp. 15-23 contains the submissions of the African group, Australia, Belarus, Brazil, Colombia, India, Madagascar, Malaysia,
Mexico, Norway, Peru, South Africa, Sri Lanka, Switzerland and the US regarding the decision procedure; and the submissions of Australia, Belarus, Brazil,
Canada, Colombia, EC, Japan, Malaysia, Norway, South Africa, Sri Lanka, Switzerland and the US regarding the response to AlA notification. UNEP/CBD/

BSWG/3/3/Add.1, p.2 contains the submission of Madagascar.
218 UNEP/CBD/BSWG/3/6, Annex |, see Articles 4,5,6 and 7.
219 UNEP/CBD/BSWG/4/Inf.1, pp.8-10.

220 NEP/CBD/BSWG/4/3, pp. 6-9.

221 UNEP/CBD/BSWG/4/4, Annex |, see Article 6.

222 5ee now Article 9(2)(b).

223 South Africa (UNEP/CBD/BSWG/3/3, p. 14) and Norway (ibid., p. 17) had suggested similar language with no explicit reference, however, to the pre-

cautionary principle. Such reference emerged during BSWG-4 discussions.

224 UNEP/CBD/BSWG/5/2, pp. 36-41, contains the submissions of Ecuador, Kenya, New Zealand, Peru, Slovenia, Thailand and Venezuela.
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SWG-1 Co-Chair Schoonejans (France) reported
at the end of the meeting that the provision had
been consolidated, but still required further con-
sideration.??> Topics of debate included: whether
or not to replace the language on the basis of the
decision with reference to the provision on risk
assessment; the time limit for communication of
the decision, with some favouring 90 days from
the acknowledgement of receipt and many devel-
oping country delegations supporting reference
to a reasonable time period; and the consequenc-
es of a failure to respond, particularly regarding a
provision stating that the Party of export would
then have no obligations under the Protocol. The
provision remained largely bracketed.

Negotiations at BSWG-6 centred on the issues of
time limits and implicit consent as a result of a
failure to communicate a decision. Delegations
debated the options of a 180 or 270 days time
limit, or “a reasonable period of time” from the
date of receipt of notification. An informal group
addressed the issue, eliminating the open refer-
ence to a reasonable period of time, but unable
to decide between the two remaining options.
Following discussions in SWG-I and informal con-
sultations, the Chair’s proposed text at BSWG-6,2%¢
opted for the time limit of 270 days as the time
limit for communication of the decision. Implicit
consent in case of a failure to communicate a
decision was excluded.?” The draft article also
contained a provision which would not appear in
the final text: a paragraph on cooperation among
the Parties with a view to deciding to what extent
and in which cases, a transboundary movement
could not proceed without explicit consent.??

225 UNEP/CBD/BSWG/5/3, para. 31.

226 |UNEP/CBD/BSWG/6/L.2, see Article 8.
227 |bid, see Article 8(5).

228 UNEP/CBD/EXCOP/1/2, see Article 8(b).
229 |bid., see Article 8(7).

There were also differences in the provision on
decision-making in the case of lack of scientific
certainty,?® which stated that lack of full scientific
certainty or of scientific consensus to determine
the potential adverse effects of an LMO, would
not prevent the Party of import from prohibiting
the import of the LMO in question.With these two
major differences, as well as some linguistic and
editorial amendments, and with the reference to
the precautionary principle emerging as a highly
controversial issue, the text of the draft article
remained under negotiation at the end of BSWG
and the first session of the Ex-COP.

The precautionary principle was not addressed as
a separate issue in the Vienna informal consulta-
tions in September 1999.2%° At the resumed ExCOP,
the Compromise Group suggested that the issue
of the precautionary principle in the decision pro-
cedure should be considered in the thematic clus-
ter of trade-related issues.?®® On the other hand,
the Like-Minded Group proposed its separate
treatment.?® The contact group on trade-related
issues initially did not consider precaution, and
on 26 January 2000 the Miami Group reiterated
the need to address the issue.?®* The Miami Group
representative suggested deleting the reference
under the provision on decision making, arguing
that it was superfluous and was expressed differ-
ently from Principle 15 of the Rio Declaration. #*

On 27 January, the President of the ExCOP called
for comments on the provision, in the light of
the work of the contact group on trade-related
issues. The Miami Group reiterated its position
on deletion,?*® while the EU and the Compromise

230 |nformal Consultations on Biosafety Protocol, Vienna 15 - 19 September 1999, Chairman’s Summary, UNEP/CBD/ExCOP/1/INF3, p.5.

231 NEP/CBD/EXCOP/1/3, para 36.
232 |bid,, para. 38.
233 |bid., para. 55.
234 NEP/CBD/EXCOP/1/3, para 6.
235 |bid., para. 76.
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Group called for finding appropriate wording.?¢
The CEE and the Like-Minded Group stated they
could accept the wording on precaution in the
article on the decision procedure (then Article
8(7)) as it stood at that time.?®” President Mayr
then extended the mandate of the contact group
on trade-related issues, chaired by Ambassador
Yang (Cameroon), to include the provision under
consideration. The contact group held extensive
discussions, co-chaired by Ambassador Yang
and Mr Francois Pythoud (Switzerland). Delega-
tions reached the final compromise language on

236 |bid., paras. 77-78.
237 UNEP/CBD/ExCOP/1/2, paras. 79-80.

what is now Article 10(6), following the informal
consultations held on Friday, 28 January. At the
same time, delegations also agreed to delete the
provision on cooperation with a view to deciding
when a transboundary movement could not pro-
ceed without explicit consent (then Article 8(6)).
The article took its final form and was adopted on
29 January 2000.
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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 organ-
ism 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 Par-
ties through the Biosafety Clearing-House.
This information shall contain, at a mini-
mum, the information specified in Annex
Il. 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 para-
graph 1 above, shall ensure that there is a
legal requirement for the accuracy of infor-
mation provided by the applicant.

3. Any Party may request additional infor-
mation 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 regula-
tory 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 firstimport of a living modified organ-
ism intended for direct use as food or
feed, or for processing, on which informa-
tion has been provided under paragraph
1 above, will be taken according to the fol-
lowing:

(a) A risk assessment undertaken in accor-
dance 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 insuf-
ficient 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 pro-
cessing, in order to avoid or minimise such
potential adverse effects.

9. A Party may indicate its needs for finan-
cial 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 accor-
dance with Articles 22 and 28.

238 See sections on Articles 4,7,18,20 and Annex .
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The “treatment of LMO-FFPs was one of the most
controversial issues throughout the negotiation
process, with implications for several provisions
of the Protocol.”® The term LMO-FFPs only came
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into usage towards the end of BSWG-6.2° Until
that point, discussions on this issue generally
referred to commodities. Following initial discus-
sion over whether LMO-FFPs would be included
within the scope of the Protocol,?*® which resulted
in a comprehensive provision addressing all LMOs,
debate focused on whether LMO-FFPs would be
subject to the AIA procedure.*' Article 11 reflects
the outcome of these negotiations.

An early debate in BSWG-2 revolved around the
preparation of a report by the Secretariat on the
scale of commodity transactions involving LMOs.
After the suggestion of Canada and the US that
the Secretariat prepare such a study, the G-77 and
China called for four other studies, on the socio-
economic implications of biotechnology, and on
the impacts of LMOs on animals, fisheries and
indigenous farming. No studies were prepared,
but two roundtables on commodities and on
socio-economic implications of biotechnology
were organised at BSWG-3.

Delegations began specifically addressing the
treatment of commodities in more detail during
BSWG-6, when an informal group was formed to
address the issue. The Secretariat had identified
this as one of the topics requiring resolution
under the provision on scope.?* The informal
group focused on the applicability of the AIA
procedure. Delegations discussed the obligations
of the exporting Party and methods for making
information available, on the basis of a Cana-
dian non-paper, which recommended that Parties
share information about domestic approvals of
LMO-FFPs. Another proposal, presented by the
SWG-I Co-Chairs, suggested potential differentia-
tion in the level of risk between LMOs intended

for deliberate release and LMO-FFPs. While some
delegations supported such differentiation, argu-
ing that LMO-FFPs did not pose significant threat
to biodiversity, many developing country delega-
tions suggested instead that the AIA procedure
should apply to all LMOs, and stress the possibility
of accidental release and planting in the environ-
ment. SWG-| forwarded all options to BSWG Chair
Koester.

The Chair's proposed text** subjected LMOs
destined for “growth, reproduction and propaga-
tion in the environment” to the AIA procedure.
It provided that Parties might, under domestic
law, require procedures consistent with the AIA
procedure for other LMOs, implying that such
domestic procedures could cover LMO-FFPs. The
revised Chair’s text®** stated that the AIA proce-
dure would apply prior to the first intentional
transboundary movement of LMOs for intentional
introduction into the environment of the Party of
import and explicitly excluded LMO-FFPs from
the AIA procedure. The possibility for Parties to
require procedures consistent with AIA for other
LMOs remained. The issue of the application
of the AIA procedure to LMO-FFPs remained a
core focus of discussion in the first session of the
ExCOP. The various negotiating groups put for-
ward different proposals for addressing the issue.
The Like-Minded Group proposed subjecting the
first transboundary movement of all LMOs to AlA,
but allowing Parties of import not to apply AlA
to LMO-FFPs.2** The Miami Group supported the
Chair’s text on this issue,?*¢ and the EU proposed
that the first meeting of the Parties to the Proto-
col should decide how the AIA procedure should
apply to LMO-FFPs.2

239 The term first appears in the revised Chair’s text: UNEP/CBD/BSWG/6/L.2/Rev.1, see Article 5(2).

240 Gee section on Article 4 above.

241 See section on Article 7.

242 UNEP/CBD/BSWG/6/8, p. 2.

243 UNEP/CBD/BSWG/6/L.2, see Article 5.

244 UNEP/CBD/BSWG/6/L.2/Rev.1, see Article 5.
245 |UNEP/CBD/EXCOP/1/3, Annex IV

246 UNEP/CBD/ExCOP/1/3, Annex 11,

247 UNEP/CBD/EXCOP/1/3, Annex II.
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The application of the AIA procedure to commodi-
ties was further examined during the Vienna infor-
mal consultations. All negotiating groups present-
ed their positions and outlined major components
of the issue, reiterating a general acceptance that
commodities should be included in the scope of
the Protocol. The Compromise Group then pre-
sented a concept paper to facilitate discussion
aimed at developing an alternative procedure
for commodities.?*® All groups found the proposal
constructive and agreed to consider it, so a small
contact group was established to agree on a set
of alternative provisions for LMO-FFPs. The results
of the contact group’s work were contained in the
Chairman’s Summary of the Vienna meeting?®

President Mayr's non-paper in December 1999,
consolidating these concepts and intended to
facilitate resumed negotiations in Montreal in
January 2000, included draft text on an alterna-
tive procedure for LMO-FFPs, as well as a new
draft annex on information required for LMO-
FFPs.2%° This text provided the basis for the final
language of Article 11. It contained three para-
graphs addressing:

« Provision of information by Parties to the Bio-
safety Clearing-House and, if requested by a
Party, to its national focal point, on domestic
approvals and decisions for placing on the
market of an LMO-FFP, containing, at a mini-
mum, the information to be specified in an
Annex;

+ Declarations by Parties through the Biosafety
Clearing-House, or in writing to the national
focal point of the Party which has provided
the information, within 90 days from the date
the information has been provided, that the
import of the LMO-FFP is subject to domestic
legal, administrative and other measures, or
that the Party will take a decision regarding
such import in accordance with the provi-
sions of the Protocol; requests for additional

248 UNEP/CBD/ExCOP/1/INF/3, p. 3.
249 Id.

250 See now Annex II.

251 UNEP/CBD/EXCOP/1/2.

252 UNEP/CBD/ExCOP/1/3, para. 12.
253 UNEP/CBD/EXCOP/1/3, para. 27.
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information; or indications of its needs for
technical assistance and cooperation;

* Proceeding with the transboundary move-
ment of the LMO-FFP to all Parties, which had
not reacted according to the above provi-
sions in 270 days from the communication to
the BCH or the national focal point.

In the run-up to the resumed ExCOP, the issue of
commodities was one of the core pending issues.
The informal consultations prior to the meeting
were held on the basis of the draft text of the
Protocol®' and ExCOP President Mayr's Decem-
ber 1999 non-paper. While the Miami Group
expressed general satisfaction with the draft text
in the non-paper, the Like-Minded Group called
for a procedure as robust as the AIA procedure
and re-stated its concern over the issue of implicit
consent. The Compromise Group also noted that
failure to respond should not imply consent.
A contact group on commodities was estab-
lished?? on 23 January 2000. Its chair Mr. Francois
Pythoud (Switzerland) submitted a new draft of
a procedure for LMO-FFPs and a new annex on
required information. The draft included separate
paragraphs on additional information, as well as
financial and technical assistance and capacity
building. As the basis for the decision on import-
ing an LMO-FFP would be the domestic regulatory
system, delegations held extensive discussions on
how to address the situation of Parties that had
no regulatory system in place, and, in particular,
whether specific procedures should be set out in
the Protocol, or whether the emphasis should be
on capacity building and collaboration between
countries.?>?

On 25 January 2000, the contact group on com-
modities started considering the draft text para-
graph by paragraph. The reference to domestic
legal, administrative and other measures was
replaced by a reference to the domestic regula-
tory framework. Delegations then debated a ref-
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erence to the need for the domestic framework to
be consistent either with the Protocol or its objec-
tive, as well as the possibility for merging the pro-
visions on Parties that did and those that did not
have a domestic regulatory framework.

The contact group co-chair®* reported on 27
January 2000 that some of the pending issues on
commodities might not be resolved in the contact
group but would be submitted to the plenary. A
key outstanding issue was the treatment of LMO-
FFPs in the article on handling, transport, packag-
ing and identification (then Article 15).2%> The posi-

tion of the article in the Protocol also had to be
decided,?* on the basis of a suggestion by the EU
to place it after the AIA procedure. The outcome
of these consultations is reflected in the final text,
adopted on 29 January 2000.

254 Following the combination of the contact groups on scope and commaodities.

255 See section on Article 18 below.
256 UNEP/CBD/EXCOP/1/3, para. 74.
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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 conserva-
tion and sustainable use of biological
diversity, taking also into account the
risks to human health, review and change
a decision regarding an intentional trans-
boundary movement. In such case, the
Party shall, within thirty days, inform any
notifier that has previously notified move-
ments 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 changein circumstances has occurred
that may influence the outcome of the risk
assessment upon which the decision was
based; or

(b) Additional relevant scientific or techni-
cal information has become available.
3.The Party of import shall respond in writ-
ing to such a request within ninety days
and set out the reasons for its decision.

4. The Party of import may, at its discre-
tion, require a risk assessment for subse-
quent imports.

257 UNEP/CBD/BSWG/2/2, p. 21.
258 |UNEP/CBD/BSWG/2/6, paras. 66-70,and Annex Il see Item A.

Discussions on this issue began at BSWG-2,
when Australia suggested addressing whether
an exporter could request review of a decision
of the importing country.?’” In the discussion
that followed, Norway proposed that the Party
of import could review its decision and that an
exporter should be able to ask for review, on the
basis of new information. Many delegations noted
that the importing Party had a right to modify a
consent on the basis of new information, and sug-
gested communication of such a change, as well
as its reasons, to the notifier. Others suggested
joint review by the importing and the exporting
Party.2>8

A number of countries submitted written pro-
posals to BSWG-3,%° and the different options
were consolidated.”® The Australian®' and the
Brazilian®*?* proposals included language allow-
ing exporting Parties to request review of import
decisions in cases of changes in circumstances
that might influence the outcome of the risk
assessment, or of additional relevant scientific
or technical information. Furthermore, the above
proposals included language on the response, in
writing, of the Party of import, within a reasonable
period of time.?¢3

Chair Koester consolidated the options for
BSWG-4.2%* Delegations identified two main
issues: conditions upon which the Party of import
could review its decision; and conditions upon
which a Party of export could request a review.The
outcome included bracketed language on: prohi-
bition of a transboundary movement by the Party
of import in light of new information; notification

259 UNEP/CBD/BSWG/3/3, pp. 25-26, contains the submissions of the African group, Australia, Brazil, Malaysia, Peru, South Africa and Sri Lanka.

260 YNEP/CBD/BSWG/3/6, Annex |, see Articles 4,5,6 and 7.
261 NEP/CBD/BSWG/3/3, p.25.

262 |UNEP/CBD/BSWG/3/3, p. 26.

263 Gee now Article 12(3).

264 NEP/CBD/BSWG/4/Inf.1, pp. 10-11.
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of such a decision to the notifiers or the Parties
concerned and to the Secretariat or the Biosafety
Clearing-House within 15 or 30 days; requests by
a Party of export for review of an import decision
on the basis of a change of circumstances or addi-
tional information or evidence that the decision
had not been based on scientific, socio-economic,
cultural or the precautionary principles; supply
of additional information by exporting Parties if
relevant to the review of the import decision; and
the importing Party’s right to unilaterally review
its decision.?®

Some delegations submitted further textual
proposals to BSWG-5.26 In SWG-I, delegations
identified the review of decision by the Party
of import in light of new scientific information
as a central issue, and a drafting group consoli-
dated related language.”®” Debate then focused
on bracketed text allowing for review of the
decision by the Party of import in the case of
reasonable evidence that the decision had not
been based on scientific, socio-economic, cultural
or the precautionary principles and supported
by the best available scientific evidence®® as
well as the timeframe for response of the Party
of import to a request for review by a Party of
export. Delegations finally bracketed options for
response within “a reasonable period of time”and
“90 days" Following discussion on risk assessment
for subsequent imports, delegations produced
bracketed text referencing the cases of change in
the LMO’s intended use, variation in the receiving
environment, change in the import volume result-
ing in increase of risk, condition of the first import
and other relevant factors likely to affect the risk
assessment.?*?

265 |UNEP/CBD/BSWG/4/4, Annex |, see Article 7.

During BSWG-6, delegations in SWG-I concen-
trated on negotiating language on risk assess-
ments for subsequent imports, and on whether a
Party of export or a notifier could request review
of an import decision. No agreement was reached
and the text was forwarded to the Chair without
amendment. The Chair’s proposed text?° incor-
porated all the elements of the final text of the
provision.The possibility for review in cases where
there was reasonable evidence that the decision
had not been based on a scientific, socio-econom-
ic or cultural basis or the precautionary principles
was deleted. Detailed language on the conditions
of a risk assessment for subsequent imports was
also deleted and this possibility was left to the dis-
cretion of the Party of import.?”' During the ExCOP,
the Miami Group suggested removing the refer-
ence to risk assessment for subsequent imports,?2
however the reference was retained. A number of
editorial changes were made and the final text
was adopted on 29 January 2000.%73

266 |JNEP/CBD/BSWG/5/2, pp. 43-45, contains the submissions of Ecuador, New Zealand, Peru, Slovenia, Thailand and Venezuela.

267 UNEP/CBD/BSWG/5/3, Annex, see Article 7.

268 pustralia had suggested that exporting Parties might request review when there was reasonable evidence that the decision had not been based
on scientific principles and supported by the best available scientific evidence. See UNEP/CBD/BSWG/3/3, p. 25. At BSWG-4, bracketed references were

added to socio-economic, cultural or the precautionary principles.
269 UNEP/CBD/BSWG/5/3, Annex, see Article 7.

270 UNEP/CBD/BSWG/6/L.2, see Article 9.

271 See now Article 12(4).

272 |NEP/CBD/EXCOP/1/3, Annex IlI.

273 UNEP/CBD/ExCOP/1/3, p. 48.
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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 move-
ment of living modified organisms in
accordance with the objective of this Pro-
tocol, specify in advance to the Biosafety
Clearing-House:

(a) Cases in which intentional transbound-
ary 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 inten-
tional 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.

The first discussions on this issue were held at
BSWG-2. Some delegations suggested a provision
permitting a unilateral or bilateral deviation from
the AIA procedure through the use of a simplified
procedure.?’ It was also noted that such a proce-
dure was to be understood as a way of simplifying
the requirements for an agreement, not as elimi-
nating them.

274 UNEP/CBD/BSWG/2/6, paras. 59-60.

Some written proposals were submitted for con-
sideration at BSWG-3.> The proposal by the EC
included elements that would be incorporated
into the final text. It proposed: that a Party of
import might specify in advance to other Parties
cases for which the intentional transboundary
movement could take place at the same time as
the movement was notified to the Party of import;
that such notifications might apply to subsequent
similar movements to the same Party; and that
the information to be provided in the notifica-
tion was specified in Annex |. However, there was
no substantive discussion, and different options,
including a zero (no provision) option, were con-
solidated into the report of the meeting.?®

BSWG-4 delegates held discussions on the basis
of a note prepared by Chair Koester, which further
consolidated different options.?’” BSWG-4 retained
the bracketed text, including the zero option.?’

Following the submission of several written
proposals,?”® BSWG-5 delegates discussed the
possibility of deleting the article and including
its elements in other provisions, such as that on
the application with the AIA procedure, without
reaching agreement.The article was retained with
brackets and with a note that it could be deleted
in the future, depending on the outcome of the
negotiations on the application of the AIA proce-
dure.® |t contained all the elements that appear
in the final text, with the additional reference to
the best available scientific knowledge and other
relevant information as the basis for the imple-
mentation of the simplified procedure, as well as a

275 UNEP/CBD/BSWG/3/3, pp. 27-28, contains the submissions of the African group, EC, India, Japan, Norway and South Africa.

276 UNEP/CBD/BSWG/3/6, Annex |, see Article 9.
277 yNEP/CBD/BSWG/4/Inf.1, pp. 13-14.
278 |UNEP/CBD/BSWG/4/4, Annex |, see Article 9.

279 UNEP/CBD/BSWG/5/2, pp. 51-52, contains the submissions of Ecuador, New Zealand, Peru, Slovenia, Thailand and Venezuela.

280 YNEP/CBD/BSWG/5/3, Annex, see Article 9, footnote 23.
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requirement for a Party of import to give reasons
for selecting a simplified procedure.?!

The debate on whether or not to delete the pro-
vision continued briefly in SWG-I during BSWG-6.
Some delegations argued that the article was
unnecessary; others noted that all LMOs should
be subject to the AIA procedure; and others
called for its retention. Accordingly it was agreed
to transmit the text to Chair Koester without
modifications, but with the brackets removed.The
Chair's proposed text*? retained most elements,
but removed the reference to the best available

281 hid,

282 UNEP/CBD/BSWG/6/L.2, see Article 10.
283 |UNEP/CBD/BSWG/6/8, p.31.

284 UNEP/CBD/ExCOP/1/3, Annex IIl.

scientific knowledge, as well as the requirement
for the Party of import to give reasons for select-
ing the simplified procedure.?

Although the Miami Group suggested the dele-
tion of this article at the ExCOP%* the provision
was retained and, with some editorial changes
and rearrangements of text, it was adopted on 29
January 2000.
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Article 14: Bilateral, Regional
and Multilateral Agreements and
Arrangements

1.Parties may enter into bilateral, regional
and multilateral agreements and arrange-
ments regarding intentional transbound-
ary movements of living modified organ-
isms, consistent with the objective of this
Protocol and provided that such agree-
ments and arrangements do not result in
a lower level of protection than that pro-
vided for by the Protocol.

2. The Parties shall inform each other,
through the Biosafety Clearing-House, of
any such bilateral, regional and multilat-
eral 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.

The list of possible contents of the Protocol pre-
pared at BSWG-1 included “mechanisms for bilat-
eral agreements’?® Japan submitted draft text on
this issue for BSWG-2.22° This proposed that Parties
could enter into bilateral, multilateral or regional
agreements with Parties or non-Parties regard-
ing transboundary transfer of LMOs falling under
the scope of the Protocol when such agreements
did not derogate from the necessary risk man-
agement required by the Convention. It further
proposed that the contents of such agreements
should be notified to the Secretariat.

285 UNEP/CBD/BSWG/1/4, Annex.
285 NEP/CBD/BSWG/2/2, pp.67.
287 NEP/CBD/BSWG/2/6, paras. 59-60. See also section on Article 13.

BSWG-2 considered bilateral agreements in rela-
tion to a number of cross-cutting issues, in par-
ticular unilateral and bilateral derogations to the
general AIA procedures which would later result
in the provision for a “simplified procedure’?®’

Most of the elements of the final text of the provi-
sion were introduced through written proposals
on bilateral and regional agreements submitted
by a number of countries for consideration by
BSWG-3.%88

The texts from Australia, the EC and Switzerland
supported Japan’s previous proposal that Par-
ties might enter into bilateral, regional or multi-
lateral agreements or arrangements and notify
the Secretariat of any such agreement entered
into before or after the entry into force of the
Protocol. However, the texts differed with regard
to the conditions for entering into such agree-
ments. Australia proposed that such agreements
should provide for adequate measures to ensure
the safe transboundary movement of LMOs in
accordance with the objectives of the Protocol.
The EC proposed the requirement that such
agreements should not result in a “lower level of
protection than the one provided for by the Pro-
tocol” Switzerland proposed the requirement that
such arrangements should not derogate from the
environmentally sound management of LMOs as
required under the Protocol.

The US proposed language to allow Parties to
enter into bilateral or multilateral agreements or
arrangements in respect of requirements govern-
ing the import and export of LMOs, in place of the
AIA procedure. The US also proposed that a Party
could notify the Secretariat at any time that the
AIA procedure would not apply with respect to its
imports of LMOs.

The submission of the African group addressed
international cooperation to assist developing
countries in the implementation of the Protocol
and proposed that Parties could enter into bilat-

288 |NEP/CBD/BSWG/3/3, pp- 33-34, contains the submissions of the African group, Australia, EC, Switzerland and the US.
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eral or multilateral agreements or arrangements
for this purpose. These concerns would later be
taken up under the consideration of capacity-
building.?®

The draft text developed by SWG-I at BSWG-3
included all the above elements, with the excep-
tion of the second part of the US proposal (which
it would later resubmit).?® The elements were
ordered into five categories: zero (no provision)
option; types of agreements or arrangements;
notification of the agreement or arrangement;
international cooperation; and regional economic
integration organisations.”’ Types of arrange-
ments were further divided into bilateral, regional,
and/or multilateral; multilateral; and bilateral or
multilateral.

During the discussions at BSWG-4, several del-
egations supported exemption from the AIA
procedure where such agreements existed, pro-
vided that the standards of the Protocol were
maintained.?®? The resulting draft text contained
two options: no provision; and a heavily bracketed
option that included all the elements described
above and allowed Parties to enter into such
agreements, provided these were consistent with
the provisions of the Protocol.?*

Little progress was made at BSWG-5, where the
discussion focused on the relationship between
this provision and the provision on the applica-
tion of the AIA procedure (then draft Article
3B).** The provision remained in square brackets,
since no consensus was reached on whether this
provision should remain or whether its elements
should be incorporated elsewhere.?*

289 Gee now Article 22.

Discussions at BSWG-6, in SWG-I, were also unsuc-
cessful in finalising this provision. The Chair’s pro-
posed text provided that: agreements or arrange-
ments entered into by Parties must be consistent
with the objectives of the Protocol, and not result
in a lower level of protection than that provided
for by the Protocol; Parties must notify the Biosafe-
ty Clearing-House of any agreements or arrange-
ments they had entered into before or after the
Protocol’s entry into force; and the Protocol’s
provisions would not affect transboundary move-
ments taking place pursuant to such agreements
or arrangements.?® The Article also allowed for an
importing Party to determine that its domestic
regulations shall apply to its imports, provided
that the Biosafety Clearing- House was noti-
fied.?” The earlier paragraph allowing a regional
economic integration organisation to declare that
the Protocol did not apply to movements within
its territory was deleted.

Minor corrections were made by the Legal Draft-
ing Group, leaving the text of the article to be
adopted in January 2000.2%

290 |UNEP/CBD/BSWG/4/3 p. 10, contains the submissions of Colombia and the US.

29T UNEP/CBD/BSWG/3/6, Annex |, see Article 11.
292 ENB Vol. 9 No. 85, p. 4.

293 UNEP/CBD/BSWG/4/4, Annex |, see Article 11.
294 UNEP/CBD/BSWG/5/3, para 32.

295 |d.

296 UNEP/CBD/BSWG/6/L.2, see Article 11.
297 Id.

298 |NEP/CBD/BSWG/6/L.2/Rev.2, see Article 11.
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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 Ill and taking into account
recognised risk assessment techniques.
Such risk assessments shall be based, at a
minimum, on information provided in
accordance with Article 8 and other avail-
able scientific evidence in order to identi-
fy 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 deci-
sions 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.

Consideration of mechanisms for risk assessment
and risk management began at BSWG-1, where
several delegations stressed the importance of
scientific data, or proposed the inclusion of a refer-
ence to risks to human health and welfare. Others
recommended the UNEP International Technical
Guidelines for Safety in Biotechnology as a valu-
able source of guidance.®®

A more extensive discussion took place at BSWG-
2 on the basis of submissions on the question of
risk assessment and risk management.3® Australia
pointed to the importance of such mechanisms
for the Protocol’s AIA procedure, while noting

299 UNEP/CBD/BSWG/1/4, paras. 57-63.

that such mechanisms would not necessarily
form part of the Protocol, given that national sys-
tems provided for a diverse range of regulatory
measures for undertaking risk assessment and
risk management, and that a number of interna-
tional guidelines existed. It proposed a number of
general guiding principles for risk assessment on
biosafety and stressed the importance of allocat-
ing responsibilities for risk assessment to both the
exporting and the importing parties.

Switzerland emphasised the need for harmoni-
sation of national structures and recommended
that basic principles of risk assessment and risk
management be included in the Protocol. Japan
stressed the importance of equal treatment of
imported and domestic LMOs. Norway proposed
that such assessments be carried out by desig-
nated national or regional authorities prior to the
transfer, handling and use of LMOs.

In addition to referring to human health, the sub-
missions of the African group and of Malaysia*"'
proposed consideration of risks to “the environ-
ment, biological diversity and the socio-economic
welfare of societies’?*? The African group pro-
posed that the documentation to be submitted
should at a minimum meet certain provisions
(“Risk assessment parameters”).3 Additionally, it
suggested: making the outcome of the risk assess-
ment the basis for decision making; requiring risk
assessment on a case by case basis; undertaking
appropriate management of the risks identified;
and submitting all LMOs to a period of observa-
tion.3%*

These were included in the Chairman’s summary
of draft elements, which distinguished between
risk assessment and risk management. 3%

300 NEP/CBD/BSWG/2/2 pp. 19, 20, 54-57, contains the submissions of Australia, EU, Japan, Switzerland, the African region and Norway.

301 UNEP/CBD/BSWG/2/Inf.7.
302 YNEP/CBD/BSWG/2/2, see submission of the African region.

30314, See also the section on Annex IIl below.
304 Id

305 UNEP/CBD/BSWG/2/6, Annex |, see Item F. See also section on Article 16 below.
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Lengthy procedural discussions took place at
BSWG-3 on the basis of the numerous government
submissions of draft text on risk assessment.3%
Most of the drafts agreed on the importance of
undertaking risk assessments based on up-to-
date scientific data and taking into account the
information identified in an Annex on Risk Assess-
ment.>”” However, most developing countries sup-
ported the view that the assessment should be
based not only on scientific data but also on data
concerning possible impacts on the conservation
and sustainable use of biological diversity, socio-
economic factors and the risks to agriculture and
human health. Such assessments would, as a con-
sequence, need to be multidisciplinary.3®® Many
developing countries also supported the view
that risk assessment should be undertaken on a
case-by-case basis.3* Japan called for the estab-
lishment of a minimum standard of risk assess-
ment of LMOs. Australia and Brazil also addressed
the issue of risk assessment for subsequent
imports of the same LMO. Australia considered
such assessments unnecessary, except when the
intended use, the receiving environment or other
factors likely to affect the evaluation had changed.
Brazil argued that this should be at the discretion
of the receiving Party.

Although most countries proposed assigning the
responsibility for such evaluation to the compe-
tent authority of the Party of import, Malaysia
favoured risk assessment by the Party of export or
individual persons or entities under its jurisdiction.
It proposed that, when the receiving Party lacked
the necessary financial and technical capacity, the
exporting Party should assist it and collaborate in
the evaluation.

The consolidated text at the end of BSWG-3
brought together all these elements under a
number of headings: aim of risk assessment; when
risk assessment was required; basic parameters;
further specifications concerning parameters;
subsequent risk assessments; information to be
provided; additional information; responsibility
for risk assessment; financial responsibility and
financial and technical assistance.3™

At BSWG-4, SWG-I worked in parallel with CG-1
to facilitate its work on the Annex on risk assess-
ment.3" As most delegations supported detailing
the parameters of risk assessment in an Annex on
Risk Assessment, some of the text of the draft arti-
cle was replaced with a reference to that Annex.
On the question of whether the annex should
detail the minimum or maximum risk assessment
requirements, most delegations preferred keep-
ing them to a minimum 3"

The consolidated text at the end of BSWG-4
included numerous bracketed options addressing,
for example: how, when, and on what, basis risk
assessment should be undertaken; its aim; who
should undertake the risk assessment; national
institutional arrangements; responsibility for
reliability of information; financial responsibility;
assistance to developing countries and countries
with economies in transition; treatment of micro-
organisms;*® and international harmonisation of
risk assessment procedures. A zero (no provision)
option was also included.3™

At BSWG-5, negotiations in SWG-| led to the zero
option being deleted.3™ The debate also focused
on whether risk assessment should be limited to

306 UNEP/CBD/BSWG/3/3, pp. 34-42, contains the submissions of the African group, Australia, Belarus, Brazil, Canada, Colombia, Cuba, EC, India, Japan,

Madagascar, Malaysia, Mexico, Norway, Peru, Sri Lanka, Switzerland and USA.

307 This was Annex |l at the time of these negotiations. The Risk Assessment annex was renumbered Annex lll at the conclusion of the negotiations.
308 See Malaysia’s submission in UNEP/CBD/BSWG/3/3, also expressly supported by the African group, Colombia, Cuba, India, Madagascar, Mexico and

Sri Lanka.

30%The African group, Belarus, Cuba, India and Malaysia.

310 UNEP/CBD/BSWG/3/6, Annex |, see Article 12.

31T ENB Vol. 9 No. 85, p. 3.

312 |hid., p.4.

313 Reflecting earlier draft text from Colombia in UNEP/CBD/BSWG/3/3.
314 UNEP/CBD/BSWG/4/4, Annex |, see Article 12.

315 ENB Vol. 9 No. 100, p. 1.
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scientific principles or whether the precaution-
ary principle, socio-economic, human health and
ethical factors should also be considered. The
Co-Chair of SWG-I, Mrs Wint (Jamaica) reported to
the BSWG that the article had been considerably
reduced but retained issues that required further
discussion such as the type of information neces-
sary for risk assessment, responsibility for carrying
out risk assessment and financial responsibility.3'®
Although many supported the removal of the
paragraphs concerning financial responsibility
for the risk assessment, these were retained in
brackets in the consolidated negotiating text at
the end of BSWG-5.3" The various options speci-
fying who should undertake the risk assessment
and the paragraph requiring that risk assessment
and management of micro-organisms should be
conducted in contained conditions also remained
in brackets.3'®

Reference in the article to “appropriate risk assess-
ment techniques developed by relevant interna-
tional organisations” was replaced by “recognised”
techniques at BSWG-6.3"° Delegations also agreed
to include language reflecting that the assess-
ment should be based on information provided in
accordance with the article on Notification (then
Article 6), but they remained divided on whether
the responsibility should lie exclusively with the
importer or whether the latter could require the
exporter to conduct the assessment.32° Consen-
sus was not reached on the question of financial
responsibilities, nor on the inclusion of references

316 UNEP/CBD/BSWG/5/3, para. 32.
317 UNEP/CBD/BSWG/5/3, Annex, see Article 12.
318 Id

319 ENB Vol.9 No. 113, p. 1.

320 4.

321 ENB Vol.9 No. 113, pp. 1-2.

322 UNEP/CBD/BSWG/6/L.2, see Article 12.

323 UNEP/CBD/BSWG/6/L.2/Rev.2, see Article 12.

324 ENB Vol. 9 No. 137, p.8; and UNEP/CBD/ExCOP/1/3, para. 86.

52

to human health, socio-economic considerations,
and the conservation and sustainable use of
biodiversity. These matters were thus transferred
to the Friends of the Chair for further consulta-
tions.3?!

The Chair's proposed text’?? provided for risk
assessment to be based at a minimum on infor-
mation provided in accordance with the Article
on Notification (then Article 6). The Legal Draft-
ing Group later amended this, reinstating the
previous reference to the annex on risk assess-
ment (then Annex I1),3% and the reference to the
purpose of identifying and evaluating possible
adverse effects on the conservation and sustain-
able use of biodiversity, taking also into account
risks to human health. The article linked the risk
assessment to the decision under Article 8 (Deci-
sion procedure for AlA) and noted that the Party
of import may require the exporter to carry out
the risk assessment. Finally, it assigned the finan-
cial responsibility for risk assessment to the noti-
fier if the Party of import so required.

A final revision in the resumed ExCOP, which took
place in the informal consultations, coordinated
by Ambassador Nobs (Switzerland), on the so-
called ‘non-core issues’ at the ExCOP, adjusted the
references to the articles and replaced the term
“financial responsibility” with “cost?*
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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, man-
age and control risks identified in the risk
assessment provisions of this Protocol
associated with the use, handling and
transboundary movement of living modi-
fied 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 diversi-
ty, taking also into account risks to human
health, within the territory of the Party of
import.

3. Each Party shall take appropriate mea-
sures 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 organ-
isms that may have adverse effects on the
conservation and sustainable use of bio-
logical diversity, taking also into account
risks to human health; and

(b) Taking appropriate measures regard-
ing the treatment of such living modified
organisms or specific traits.

The Chairman’s summary of draft elements at the
end of BSWG-2 separated risk assessment and risk
management into two provisions.3* Malaysia had
previously made this distinction in its submission,
and had called for risk management strategies
and measures to be included in the risk assess-
ment report. Elements identified for a provision
on risk assessment included reference to Article
8(g) of the Convention and to the guidance pro-
vided by the UNEP Technical Guidelines and other
sources, as well as options on the legal status of
the provision and on responsibility for the risk
management procedures.’*

A significant part of the language reflected in the
final text of this provision was already reflected in
governments’ submissions to BSWG-3.327 Australia
called on Parties to “establish or maintain national
means to regulate, manage or control risks associ-
ated with the safe use, handling and transbound-
ary movement of living modified organisms, in
accordance with Article 8(g) of the Convention)
which with minor rephrasing would appear as the
first paragraph of the final text. Canada proposed
that these measures should be imposed “to the
extent necessary to prevent the adverse effects of
the living modified organism on the conservation
and sustainable use of biological diversity within
the territory of the Party of import”3* The African
group and Madagascar, in a separate submis-
sion, proposed that any LMO “whether imported
or locally developed shall undergo a period of
observation commensurate with its life cycle or
generation time as the case may be before it is
put to its intended use.”?

325 UNEP/CBD/BSWG/2/6, Annex I, Item F. See also section on Article 15 above.

326 NEP/CBD/BSWG/2/6, Annex II, Item F.

327 UNEP/CBD/BSWG/3/3, pp. 42-45, contains the submissions of the African group, Australia, Belarus, Canada, Colombia, Cuba, India, Madagascar,
Malaysia, Norway, Sri Lanka and Switzerland.

328 See paragraph 2 of the final text of the Article.

329 See now Article 16(4).
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Several proposals advocated the reduction of
risks to acceptable levels.**® A number of coun-
tries suggested including a minimum type®' or
examples33? of risk management, while others
called for cooperation in the development and
harmonisation of risk management procedures.*
In a similar fashion, Malaysia supported language
on technical and financial assistance, as it had
done in the provision on risk assessment. Finally,
Norway called for the phasing out of antibiotic
resistance marker genes by 2002. All these options
were included in the consolidated text at the end
of BSWG-3 approved by the Plenary.33* These were
then re-arranged by the Secretariat into: require-
ments; cooperation; observation period; and anti-
biotic resistance markers.3*

Discussions continued in SWG-I at BSWG-4 on the
need for this provision, and on the need for global
and regional standards.?3¢ Options in the consoli-
dated text at the end of BSWG-4 were reduced to
two: no provision and a provision enshrining the
elements previously identified, obliging Parties to
establish measures to regulate, manage and con-
trol risks associated with LMOs in accordance with
Article 8 of the Convention or criteria stipulated
in the Protocol. A more detailed option was also
provided.¥

During the course of BSWG-5 the zero (no provi-
sion) option was removed and SWG-|, in light of
the discussions on categories of transboundary
movements, introduced a new paragraph calling
upon Parties to take appropriate measures to

330 African group, Belarus, Cuba, India, Madagascar and Sri Lanka.
331 African group, India and Sri Lanka.

332 Norway.

333 pustralia and Switzerland.

334 UNEP/CBD/BSWG/3/6, Annex |, see Article 13.

335 UNEP/CBD/BSWG/4/Inf.1, see Article 13.

336 ENB Vol. 9 No. 85, p. 4.

337 UNEP/CBD/BSWG/4/4, Annex |, see Article 13.

338 UNEP/CBD/BSWG/5/3 para. 32.

prevent unintentional transboundary movements
of LMOs.>38 All the text was bracketed, with the
most contentious issues being the provision for
financial assistance, reference to the precaution-
ary principle, and the phasing out of antibiotic
resistance marker genes.?*

After unsuccessful initial discussions at BSWG-6,
work on the article was assigned to an informal
group with a mandate to report to SWG-1.3%°
However, further discussions in SWG-I failed to
achieve consensus and the issue was referred to
the Friends of the Chair.3*' In the Chair’s proposed
text, the references to the precautionary principle,
financial assistance, antibiotic resistance markers,
and to the annex developing the criteria for risk
management, were deleted.**? The paragraph on
cooperation was amended to read: “identifying
[LMOs] or specific traits of [LMOs] that may have
adverse effects on the conservation and sustain-
able use of biological diversity, taking into account
risks to human health” and with the insertion of
“with a view to taking appropriate measures on
the treatment of such [LMOs] or specific traits>+

The Legal Drafting Group would later review this
text and make some amendments. The paragraph
on cooperation was divided into two parts.3* The
draft article was then retained without amend-
ment and incorporated into the final text of the
Protocol.

339 ENB Vol. 9 No. 108, p. 6; UNEP/CBD/BSWG/5/3, para 32 and Annex, see Article 13.

340 ENBVol.9 No.111,p. 1.
341 ENB Vol.9 No. 112, p. 1 and No. 113, p. 2.

342 UNEP/CBD/BSWG/6/L.2, see Article 13.
343 Id.

344 UNEP/CBD/BSWG/6/L.2/Rev. 2, see Article 13.
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Article 17: Unintentional
Transboundary Movements and
Emergency Measures

1. Each Party shall take appropriate mea-
sures to notify affected or potentially
affected States, the Biosafety Clearing-
House and, where appropriate, relevant
international organisations, when it
knows of an occurrence under its jurisdic-
tion 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 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 charac-
teristics and/or traits of the living modi-
fied 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 conserva-
tion and sustainable use of biological
diversity, taking also into account risks to
human health, as well as available infor-
mation about possible risk management
measures;

(d) Any other relevant information; and
(e) A point of contact for further informa-
tion.

4, In order to minimise 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 jurisdic-
tion 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.

A number of governments presented draft text on
emergency procedures prior to BSWG-2.3* These
proposals, with the exception of that of Japan,
which referred the matter to Article 14(1)(d) and
(e) of the Convention, included a general commit-
ment to immediately inform affected countries;
introduce appropriate measures and procedures;
and identified information to accompany the
notification (including the identity of the LMO, the
quantities and circumstances of the release, and
emergency measures needed to be taken). The
views of the African Group and Norway reflected
their concerns about the possible effects of the
accident on human health and the environment.
The African group also added consideration of
animal health and biodiversity. Norway proposed
the need for consultations on the part of the
affected States.

The question of unintentional transboundary
movement of LMOs (including accidents and
emergency cases) was considered at BSWG-2.3
The above elements were reflected in the Chair’s
summary of elements, which also referred to
consultation with and information to landlocked/
neighbouring countries, and notification of unin-
tentional releases to the BCH and to directly
involved third parties.?* The main elements and
structure of this provision were thus already iden-
tified at this early stage.

345 UNEP/CBD/BSWG/2/2, pp. 58-59, contains the submissions of the African group, Japan and Norway, and UNEP/CBD/BSWG/2/Inf. 7 contains the

submissions of Malaysia.
346 UNEP/CBD/BSWG/2/6, paras. 137-144.
347 bid. Annex 11, Item G.
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Governments submitted further text for BSWG-
3 under two different provisions: unintentional
transboundary movements and emergency mea-
sures (then Articles 16 and 17 respectively).3*® In
addition to the above elements, Australia and Bra-
zil proposed extending the scope of Article 16 to
include “known unintentional domestic releases
of [LMOs]"Brazil also included reference to a Party
that suspected that an unintentional transbound-
ary movement into its territory had occurred.
Malaysia proposed consideration of socio-eco-
nomic imperatives and risks to agriculture, and
Mexico proposed resolution of these issues under
“the rules governing international responsibility of
the State for damage to the environment”The US
specified the national focal point as the authority
to be notified of the release. Of the submissions
addressing emergency measures, Peru held the
view that in cases of accidents the responsibility
to take immediate action lay with the insurer and
the competent authorities.

All these elements were incorporated into the
consolidated text prepared by SWG-I11.34

A submission by Colombia for BSWG-4 reflected
previous text from Malaysia on mitigating adverse
effects. Colombia supplemented this with the
obligation to “prevent future unintentional trans-
boundary movements”and to minimise risks once
such a movement had occurred.?*® The article on
unintentional transboundary movements (then
Article 15), as considered by BSWG-4, addressed
the responsibilities and rights of Parties in respect
of unintentional transboundary movements,
covering: knowledge required to trigger respon-
sibility; actions required; scope of information
required; notification to the BCH; and confidential-
ity of information provided.>*! The article on emer-

gency measures (then Article 16), contained text
that called for either the establishment of national
measures and procedures, or the incorporation of
appropriate measures into the risk management
strategies established under the article on risk
management (then Article 13).3%2

The draft articles on unintentional transbound-
ary movements and emergency measures were
merged during the course of BSWG-4, on the basis
of a draft prepared by the Co-Chairs of SWG-II. Del-
egations agreed on the need for the provision and
consolidated text on the elements to be included
in the notification.?*®* There was no consensus on
the remaining text covering: actions required by
the Party of origin; an affected Party’s right to
request emergency assistance from the Party of
origin; an affected Party’s right to request consul-
tation among concerned Parties;and whether Par-
ties should avoid actions with potential impacts
on freshwater and marine ecosystems.?>*

Discussions at BSWG-5 considered, among other
issues, whether to use the term “accident” or
“unintentional release’*>> socio-economic consid-
erations, and the necessity for and details of provi-
sions on emergency measures. However, progress
was hampered as difficulties arose with liability
and responsibility issues.3¢ Text prepared by a
drafting group reinserted the earlier paragraph on
confidentiality and, in the subsequent discussions,
“point of contact” was inserted to distinguish it
from National Focal Point and National Compe-
tent Authority.>” The ensuing text no longer made
reference to releases of aquatic LMOs, assistance
in emergency measures, or action at the expense
of the Party of origin to minimise adverse impacts
and prevent further releases.>® The text required
Parties to take preventative measures, notify

348 UNEP/CBD/BSWG/3/3, see Articles 16 and 17, contains submissions by African group, Australia, Belarus, Brazil, EC, India, Malaysia, Mexico, Norway,

Peru, Sri Lanka, Switzerland and USA.

349 UNEP/CBD/BSWG/3/6, Annex |, see Articles 15 and 16.
350 UNEP/CBD/BSWG/4/3, pp. 11-12.

351 UNEP/CBD/BSWG/4/Inf. 2, see Article 15.

352 bid., see Article 16.

353 ENB Vol. 9 No. 85, p. 6.

354 Id.

355 ENB Vol. 9 No. 99, p. 2.

356 ENB Viol. 9 No. 102, p. 2.

357 ENB Viol. 9 No. 106, p. 2.

358 UNEP/CBD/BSWG/5/3, Annex, and UNEP/CBD/BSWG/4/4, Annex |1, see Merger of Article 15 and 16.
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affected Parties and relevant international organi-
sations (and listing the type of information to be
provided), make available to the BCH the details
of the relevant point of contact, and consult each
other to determine appropriate action.?*

Remaining contentious issues, including preven-
tion of unintentional releases, linkages with the
article on risk assessment, confidential informa-
tion and responsibility for triggering actions
to minimise impacts, impeded the attempts to
remove the brackets from this draft article during
BSWG-6.3%° The Co-Chair of SWG-I introduced a
proposal under which the paragraph on confiden-
tial information in this provision was transferred
to the article on Confidential Information, (then
Article 21), and consensus was reached on the
information to be included in the notification of
unintentional transboundary movements.

359 UNEP/CBD/BSWG/5/3, see Merger of Article 15 and 16.
360 ENB Vol 9 No. 112, p. 2.

361 UNEP/CBD/BSWG/6/L.2, see Article 14.

362 NEP/CBD/BSWG/6/L.2/Rev. 2, see Article 14.

The Chair's proposed text deleted the refer-
ences to prevention of unintentional releases,
socio-economic well-being (retaining references
to biological diversity and human health), and
‘products thereof, and favoured reference to
information on risk management measures rather
than risk assessment.>®' The draft article speci-
fied the measures that Parties had to take in the
event of an unintentional transboundary move-
ment of LMOs, including notification, provision
of information, consultation with the affected
and potentially affected States to enable them
to determine appropriate responses and initiate
necessary action, including emergency measures.
A subsequent revision of the text amended the
final paragraph of this article and re-ordered the
list of required information.3%2
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Article 18: Handling, Transport,
Packaging and Identification

1.In order to avoid adverse effects on the
conservation and sustainable use of bio-
logical diversity, taking also into account
risks to human health, each Party shall
take necessary measures to require that
living modified organisms that are sub-
ject to intentional transboundary move-
ment within the scope of this Protocol are
handled, packaged and transported under
conditions of safety, taking into consider-
ation 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 intro-
duction 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 des-
tined for contained use clearly identifies
them as living modified organisms; and
specifies any requirements for the safe han-
dling, storage, transport and use, the con-
tact 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

363 UNEP/CBD/BSWG/2/6, para. 145-149; Annex Il, Item I.
364 As proposed by Malaysia (UNEP/CBD/BSWG/2/Inf.7).
365 s proposed by Norway (UNEP/CBD/BSWG/2/2).

366 UNEP/CBD/BSWG/2/2, p.63.
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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 organ-
isms; specifies the identity and relevant
traits and/or characteristics, any require-
ments 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.

The Chair's Summary of draft elements prepared
at the end of BSWG-2, covered the main issues
raised in the discussions and written proposals.>s
Options in the Summary included: the packag-
ing and labelling of LMOs to maintain safety
levels during transport, consideration of existing
international recommendations and agreements
on transport, the need for coverage of transit,3*
adoption of the precautionary approach, develop-
ment of general principles on labelling, packaging
and transport, and the labelling of LMOs intended
for food purposes.®> Switzerland had called
for international harmonisation and a study of
appropriate technical details,*®® and the Summary
acknowledged that international instruments
such as the UN Recommendations on the Trans-
port of Dangerous Goods and the WHO Labour
Safety Manual did not adequately cover the trans-
port and handling of LMOs.
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Submissions were received for BSWG-3.3% Austra-
lia, Brazil and Sri Lanka proposed that shipments
containing LMOs should be clearly identified, han-
dled and packaged to prevent accidental releases
and should include contact details of the relevant
focal point. Belarus and India called for specific
labelling of food products incorporating LMOs,
with Belarus further proposing that other LMOs
should be labelled according to environmental,
health and ethical concerns. Norway’s proposal
required the inclusion of a movement document
from the point of departure to the point of use.
Cooperation with the World Customs Organisa-
tion (WCO) in assigning a universal identification
code for products covered by the Protocol was
suggested by Colombia. Japan proposed that the
Conference of the Parties elaborate guidelines on
the issue, while Malaysia recommended adoption
of precautionary measures and the right of Parties
to impose the necessary terms and conditions for
the protection of the environment (including
socio-economic imperatives and risks to agri-
culture and human health). Mexico referred to
the needs of developing countries and countries
with economies in transition. Peru favoured insur-
ance policy cover and specified requirements on
language, size, location and use of symbols in the
labelling.

The Consolidated Text at the end of BSWG-3
contained the above proposals, except those of
Mexico and Peru.3%® The options went from a gen-
eral requirement of safe transfer to a requirement
to establish specific documentation and labelling
procedures. Some options called for the devel-
opment by the COP of the necessary standards,
while others foresaw drawing upon existing inter-
national standards.

The Chair’s Note on this article, prepared for BSWG-
4, reduced the number of options to four.3® These
were two short options, one requiring transport to
be undertaken in safe conditions to avoid adverse
effects and the other obliging Parties to establish
or promote measures in conformity with interna-
tional rules and standards or standards under the
Protocol. Of the two longer options, one reflected
a new submission by Colombia®® proposing the
inclusion of a safety information sheet containing
information to be specified in an Annex to the
Protocol and calling again for cooperation with
the WCO; and the other reflected the elements of
the existing Consolidated Text.>”!

During BSWG-4 further consolidated text was
prepared containing two options developed by
SWG-II.372 The first required exporting Parties to
develop appropriate measures for the handling,
transport and packaging of LMOs. The second
option, which listed Parties’ obligations (to be
developed in an annex to the Protocol), received
much support.3? In addition, a zero (no provi-
sion) option was favoured by some delegations
to avoid possible conflict with the WTO.3* Sub-
stantial progress was made at BSWG-4, although
a number of contentious issues remained. These
included: the need for the provision; its scope; reli-
ance on international rules and standards versus
national measures; development of new interna-
tional standards; and the information to accom-
pany transport (including labelling).3”®

The text was reduced to a single bracketed option
in BSWG-5 covering scope; need for identification
(including possible consideration of relevant inter-
national rules); accompanying documentation;
and development of standards by the COP37® At

367 UNEP/CBD/BSWG/3/3, pp. 51-54, contains the submissions of the African group, Australia/Brazil/Sti Lanka, Belarus, Colombia, Cuba, India, Japan,

Mexico, Norway, Peru, Switzerland and USA.

368 |NEP/CBD/BSWG/3/6, Annex |, see Article 17.

369 UNEP/CBD/BSWG/4/Inf. 2, see Article 17.

370 UNEP/CBD/BSWG/4/3. pp. 13-14.

371 UNEP/CBD/BSWG/3/6, Annex |, see Article 17, Option 1.
372 ENB Vol. 9 No. 81, p. 2.

3734,

374 UNEP/CBD/BSWG/4/4, Annex Il see Article 17.
7514,

376 UNEP/CBD/BSWG/5/3, Anne, see Article 17.
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this stage, the draft Article still addressed all LMOs
in the same manner, an approach that would be
changed in later negotiations.

At BSWG-6, initial discussions focused on a text pre-
pared by the Co-Chairs of SWG-II. Although some
delegations were satisfied with the text, others
offered suggestions for improvement.”” According
to the Earth Negotiations Bulletin, most developing
country delegations supported, inter alia: language
on risks to human health and ‘products thereof’;
labelling in addition to identification; and the
development of new standards under the Proto-
col.¥® Some developed country delegations held
the view that new standards and requirements
for documentation to accompany LMOs would
duplicate other international rules and create
unnecessary bureaucracy.?® Delegations differed
as to whether the article applied to all LMOs within
the scope of the Protocol or only to LMOs subject
to the AIA procedure3 In the informal group,
convened by Co-Chair Herity, some delegations
noted the linkage with the articles on objectives
and scope of AIA, and many considered labelling
for consumers to be an internal policy issue. Others
disagreed, citing the objective of the Protocol and
Article 19(3) of the Convention.3®

The Chair’s proposed text replaced all references
to “labelling” with “identification] maintained the
reference to human health, required the COP to
determine if standards needed to be developed,
and extended the scope of the provision to all LMOs
within the scope of the Protocol.3® No agreement
was reached on this provision during the remainder
of BSWG-6 and the first session of the ExCOP. The
Miami Group proposed that the article should only
cover LMOs within the scope of the AIA procedure,

377 ENBVol. 9 No. 112,p. 1.

378, 379,380,381 |

382 ENB Vol. 9 No. 114, p. 1; and UNEP/CBD/BSWG/6/L.2, see Article 15.
383 UNEP/CBD/EXCOP/1/3, Annex Ill.

384 UNEP/CBD/EXCOP/1/3, Annex II.

not all those within the scope of the Protocol.*® The
EU proposed new text for the article (then Article 15),
which would differentiate documentation require-
ment depending on the intended use of the LMO
concerned.®4This approach, though not the precise
formulation of the EU proposal, would be reflected
in the final text.

In the Vienna consultations, discussions on the
Compromise Group concept paper on LMO-FFPs
resulted in a framework under which adequate
and differentiated documentation requirements
for LMO-FFPs would be developed.®

The discussions by the contact group on com-
modities, chaired by Mr Frangois Pythoud (Swit-
zerland),*¢ during the resumed ExCOP resulted in
text differentiating between the different intend-
ed uses of LMOs (LMO-FFPs, LMOs for contained
use, and LMOs for intentional introduction into
the environment) and accompanying documen-
tation.?® However, disagreement remained on the
specific elements and language for identification
of LMO-FFPs.3% In final high-level consultations,
a compromise was reached under which it was
agreed that the documentation accompany-
ing LMO-FFPs should clearly identify that they
“may contain” LMOs and “are not intended for
intentional introduction into the environment.”
Future consideration of detailed requirements
by the meeting of the Parties was also mandated.
This was the last issue to be agreed by the ExCOP.
When the ExCOP President introduced to the ple-
nary the final text of the Protocol submitted by
the Legal Drafting Group,*® he introduced an oral
amendment to Article 18. With this amendment,
the Protocol was adopted.’*°

385 |JNEP/CBD/EXCOP/1/INF/3, Informal Consultations on Biosafety Protocol, Vienna, 15-19 September 1999, p.4.

386 ENB Vol. 9 No. 134, p. 2.

387 ENB Vol. 9 No. 135, p. 1.

388d.,and ENB Vol. 9 No. 136, p. 1.

389 NEP/CBD/EXCOP/L.5.

390 NEP/CBD/ExCOP/1/3, paras. 90-92.
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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 compe-
tent national authorities, which shall be
responsible for performing the adminis-
trative functions required by this Protocol
and which shall be authorised to act on its
behalf with respect to those functions. A
Party may designate a single entity to ful-
fil 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 compe-
tent national authority or authorities.
Where a Party designates more than one
competent national authority, it shall con-
vey to the Secretariat, with its notification
thereof, relevant information on the
respective responsibilities of those
authorities. Where applicable, such infor-
mation shall, at a minimum, specify which
competent authority is responsible for
which type of living modified organism.
Each Party shall forthwith notify the Sec-
retariat of any changes in the designation
of its national focal point or in the name
and address or responsibilities of its com-
petent 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.

Views on this issue were first submitted for BSWG-
2.3°" The African group proposal*? included lan-
guage on the obligation of a Party to inform the
Secretariat of the designated agency or of any
changes regarding this designation.

The debate in BSWG-2 revolved around the num-
ber of competent national authorities and focal
points, the possibility of establishing a single
entity to fulfil the functions of both, and the pos-
sibility of establishing regional focal points. Some
minimum tasks and responsibilities of these bod-
ies were suggested, as well as a timeframe for their
designation.?* A Chair's summary outlined the
options for the number and type of competent
authorities/focal points, the timeframe for desig-
nation and their responsibilities.>**

During BSWG-3, SWG-II discussed the issue on
the basis of government submissions.?*® Most
submissions stated that Parties should designate
the national competent authority(ies) and focal
point, and notify the Secretariat and the BCH
of this designation and any related changes. A
few submissions outlined various tasks that the
competent national authorities and focal points
should perform. Colombia, Norway and the US
suggested language providing for the Secretariat
to inform the Parties of notifications received. The
obligation to provide information on the respon-
sibilities of each competent authority where there
was more than one, as suggested by the US, is also
reflected in the final text.

391 UNEP/CBD/BSWG/2/2, p.60 contains the submissions of the African region, EU, Japan, Norway and Switzerland. UNEP/CBD/BSWG/2/Inf.7, pp. 5-6,

contains the submissions of Malaysia.

392 UNEP/CBD/BSWG/2/2, p. 60.

393 UNEP/CBD/BSWG/2/6, paras. 73-79.

394 UNEP/CBD/BSWG/2/6, Annex II, see Item B.

395 UNEP/CBD/BSWG/3/3, pp. 54-61, contains the submissions of the African Group, Australia, Belarus, Brazil, Colombia, Cuba, EC, India, Japan,
Madagascar, Malaysia, Mexico, Norway, Peru, South Africa, Sri Lanka, Switzerland and the US. UNEP/CBD/BSWG/3/5 also contains the submission of

Indonesia.
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The outcome of BSWG-3 discussions included five
options, derived from government submissions.3*
All options contained text on the designation of
one or more competent authorities, but differed
on the number of focal points. There were also
different possibilities regarding the timeframe
for the Party’s obligation to notify the Secretariat
of the designation: with the deposit by the Party
of its instrument of ratification; by the entry into
force of the Protocol for the Party; or within three
months of the Protocol’s entry into force for the
Party.The level of detail of the proposed language
also differed when outlining the tasks of the bod-
ies. One of the options further included text on
ensuring sufficient resources for the efficient per-
formance of the focal point’s tasks.

Following Chair Koester's initial attempt to
synthesise similar options for BSWG-4, reducing
them to three’ the main contentious issues
at BSWG-4 included: the number of focal points
per Party; the timeframe for notifying the
Secretariat of the designation of competent
authorities and focal points; and whether or not
to include detailed reference to their tasks. SWG-
Il negotiations in BSWG-4 resulted in a single
bracketed text, the above issues still remaining
unresolved. Delegations agreed that the national
focal point “shall be responsible for liaison with
the Secretariat”

396 UNEP/CBD/BSWG/3/6, Annex |, see Article 18.
397 UNEP/CBD/BSWG/4/Inf. 2, p. 12.

BSWG-5 discussions focused on the number of
focal points and the timeframe for designation.>*
SWG-Il agreed that the timeframe for designation
was to be no later than the date of entry into
force of the Protocol for the Party in question.
Delegations also agreed that the Secretariat
should inform Parties of notifications received and
make such information available through the BCH,
and affirmed that Parties should provide relevant
information on the respective responsibilities
of their competent national authorities and, if
applicable,on which competent national authority
was responsible for which type of LMO. The final
text was streamlined into three paragraphs.?*° The
issue of whether a Party could designate more
than one focal point remained bracketed*® and
was finally resolved in BSWG-6, where delegates
agreed to the designation of one national focal
point*' and provisionally adopted the article.**
It remained unchanged thereafter, although the
article was renumbered when the Protocol was
agreed in its final form.

398 UNEP/CBD/BSWG/5/2, pp. 76-78 contains the submissions of Ecuador, New Zealand, Peru, Slovenia, Thailand and Venezuela.

399 UNEP/CBD/BSWG/5/3, Annex, see Article 18.
400 |UNEP/CBD/BSWG/6/8, p.44.
4OTNEP/CBD/ExCOP/1/2, Appendix |, see Article 16.
402 NEP/CBD/EXCOP/1/3, para. 51.
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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 infor-
mation on, and experience with, living
modified organisms; and

(b) Assist Parties to implement the Proto-
col, taking into account the special needs
of developing country Parties, in particu-
lar the least developed and small island
developing States among them, and coun-
tries 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 informa-
tion is made available for the purposes of
paragraph 1 above. It shall provide access
to information made available by the Par-
ties relevant to the implementation of the
Protocol. It shall also provide access,
where possible, to other international bio-
safety information exchange mecha-
nisms.

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 Pro-
tocol, 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 appro-
priate, 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 impor-
tation or release of living modified organ-
isms; and

(e) Reports submitted by it pursuant to
Article 33, including those on implemen-
tation of the advance informed agree-
ment 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 Par-
ties to this Protocol at its first meeting, and
kept under review thereafter.

Prior to BSWG-2, three government submissions
were made.*®® The African group called for the
establishment of a Biosafety Clearing-House to
provide information relating to the implementa-
tion of the Protocol and composed of recognised
experts. It also proposed that the modalities of
establishment should be considered and decided
at the first meeting of the Parties, a proposal
which would be reflected in the fourth paragraph
of the final text. As in other provisions, the African
group supported the inclusion of information
on “products thereof” as well as on LMOs. The
proposal specified the duties and types of infor-
mation to be collected and disseminated by the
BCH, including assistance to developing coun-
tries. Switzerland acknowledged this mechanism
as an essential tool to implement the Protocol
and called for it to host information on scientific
references for risk assessment and management,

403 UNEP/CBD/BSWG/2/2 pp. 65-67 contains the submissions of the African group, Canada and Switzerland.
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national procedures on risks, databanks on related
experiments, and information on transboundary
movements and AlA. It also suggested following
the model of the BIOBIN project which UNIDO and
OECD had jointly developed.

Canada noted that the term‘clearing-house’ need-
ed to be defined once the type of information that
would be considered, resources and processing
of information were known. This could include
how or whether to track decisions to approve,
conditionally approve or prohibit transboundary
movements of LMOs and sharing of information
on risks.The US proposed facilitating information-
sharing through a centralised clearing-house or
database, coordinated by an existing organisa-
tion. Parties could make available to the clear-
ing-house mechanism publicly available informa-
tion on domestic laws/regulations applicable to
the production and/or use of LMOs; and on risk
assessments or environmental reviews generated
by the regulatory process.***

At BSWG-3, new submissions on the clearing-
house were considered.*®> A number of gov-
ernments suggested using the Clearing-house
Mechanism under the Convention as the clear-
ing-house for the Protocol,**® while one saw the
Protocol’s clearing-house as an integral part of
the CHM.*” A number of countries proposed
that the object of the mechanism should be the
information to be identified under an annex to
the Protocol (“Information to be provided to the
Secretariat under Information Sharing/Clearing
House").*%® Some developed country delegations
raised the issue of confidentiality of data,**® while
some developing countries advocated the inclu-
sion of socio-economic information or research.*°

404 |bid, pp.31-32

Cooperation with an International Registry on
LMOs was suggested by Cuba, and Malaysia called
for cooperation with existing international agen-
cies, organisations, mechanisms and networks for
the dissemination of biosafety-related informa-
tion. The US proposed that Parties should make
information on their decisions on importation,
field tests and commercial use of LMOs publicly
available. Switzerland called for Parties to ensure
the inclusion of information on intentional move-
ments subject to AIA and on unintentional move-
ments.The views of the US regarding the need for
a centralised database or clearing house, holding
information on domestic laws, regulations and
guidelines, and risk assessments would become
incorporated into the draft text at BSWG-5.

An annex was compiled listing the types of infor-
mation that countries had proposed.*" In addition
to the above, Colombia and Japan proposed to
include the provision by Parties of information on
any bilateral, regional and multilateral agreements
and on unilateral declarations of exemption from
or simplification of the AIA procedures. Japan also
suggested periodic reporting on the implementa-
tion of the AIA procedure. Both proposals would
feature in the final text.

SWG-II reduced the options to seven which dif-
fered on the following points: acknowledgement
of the special needs of developing countries;
nature and structure of the clearing-house/
centralised database; types of information to be
handled by the mechanism; respect for confiden-
tial information and extent of access to and avail-
ability of such information.*?

495 UNEP/CBD/BSWG/3/3, pp. 61-67, contains the submissions of the African group, Australia, Belarus, Brazil, Canada, Colombia, Cuba, EC, India, Japan,
Madagascar, Malaysia, Mexico, Norway, Peru, South Africa, Sri Lanka, Switzerland and USA.

496 |ndia and Colombia.

497 Madagascar.

498 pystralia, Canada, EC and Norway.

499 Belarus, Canada, EC, Norway and Switzerland.
410 African group, Cuba, India, Sri Lanka.

41T UNEP/CBD/BSWG/3/3, Annex IV, contains the submissions of the African group, Australia, Belarus, Brazil, Canada, Colombia, EC, Japan, Madagascar,

Norway, Peru and Sri Lanka.
412 UNEP/CBD/BSWG/3/6, Annex |, see Article 19.
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The consolidated text at the end of BSWG-4
reduced the text to three options addressing the
objective and establishment of the mechanism,
its content, and information-sharing obligations
of the Parties.*”

At BSWG-5, SWG-Il considered whether the
mechanism in question should be a database or
a clearing-house.*™ To assist the discussions, the
Secretariat defined the term “clearing-house” as a
“decentralised transactional system with respon-
sibility for information residing with the informa-
tion providers” and further noted that “using the
[Convention’s CHM], a network of networks, would
not be burdensome, but establishing a new data-
base would be”*"

Some developed countries had expressed a pref-
erence for a simple electronic database mecha-
nism, while many developing countries supported
a clearing-house separate from the CHM, mainly
because of access difficulties to the Internet. The
Co-Chair of SWG-Il mandated a working group
to outline a common concept of the clearing-
house.”’® The working group decided that a clear-
ing-house was a means through which informa-
tion was made available, by providing access to
information provided by Parties.*” The Co-Chair
referred to three existing biosafety information
systems: UNIDO’s Biosafety Information and
Advisory System, UNEP’s International Registry
on Biosafety, and OECD’s BioTrack.*’® Delegations
agreed to use the term “clearing-house” rather
than “database™”®

413 UNEP/CBD/BSWG/4/4, Annex II, see Article 19.
414 ENB Vol. 9 No. 108, p. 7.

415 ENB Vol. 9 No. 100, pp. 1-2.

416 ENB Vol. 9, No. 100, p.2

417 ENB Vol. 9, No. 101, p.2.

418 ENB Vol. 9, No. 104, p. 2.

419 ENB Vol.9, No 103, p.2.

420 ENB Vol 9 No. 105, p. 2

421 Id
422 Id

423 Id
424 Id

425 NEP/CBD/BSWG/5/3, para. 28.
426 |hid., Annex, see Article 19.

The Co-Chair of SWG-Il noted the interpretation of
a decentralised clearing-house as one that would
not collect information, but rather would point
to it.**° Delegations decided to remove brackets
from language on the protection of confidential
information in exchange for deleting a reference
to publicly available information.*?' The reference
to information on unintentional transboundary
movements was deleted as it was covered under
the article on Unintentional Transboundary Move-
ments (then Article 15).“2 However, the references
to reports on implementation under the article on
Monitoring and Compliance, (then Article 35) and
to a decision by the first MOP with regard to the
arrangements for the mechanism were retained.*?
Paragraphs on decisions regarding clearing-house
modalities and reports on its operation were
merged. The reference to existing international
biosafety information exchange mechanisms had
the brackets removed.***

As the much debated issue of “products thereof”
touched upon many other provisions, it was dealt
with separately at a general consultation and
referred to CG-1.%

The draft text emerging from BSWG-5 contained
the options outlined above and was similar in
content and lay out to the text of the article as
finally adopted.**

During negotiations at BSWG-6 a number of issues
were still pending: the relationship between a
biosafety clearing-house and the CBD CHM,; refer-
ences to “products thereof” and confidential infor-
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mation; and the relationship with the provisions
on risk assessment and on AIA procedures.*” The
ad hoc discussion on LMOs and “products thereof”
resulted in an agreement to substantially reduce
the number of references to the term “prod-
ucts thereof” in the Protocol. However the term
remained in this draft article, accompanied by a
definition.

The Chair’s proposed text at BSWG-6, established
the Biosafety Clearing-House as part of the CBD
clearing-house mechanism and included a refer-
ence to the protection of confidential informa-
tion.*”?® The previous text, regarding the obligation
of Parties to provide summaries of risk assess-
ments, as well as reports on their implementation
of the AIA procedures, had the brackets removed.

427 ENB Vol. 9 No. 113, p. 2.
428 UNEP/CBD/BSWG/6/L.2, see Article 17.

The revised Chair’s text included language to assist
countries that are centres of origin.*® During this
revision the first reference to “products thereof’
in the context of the facilitation of exchange
of scientific, technical, environmental and legal
information, was removed. Additionally, the refer-
ence to “the Parties ...at their first meeting” was
replaced by the “Conference of the Parties serving
as the meeting of the Parties to this Protocol” to
reflect discussions on institutional provisions of
the Protocol.

Some minor adjustments, such as the amendment
of the wording “national laws” to “any existing
laws; were made immediately prior to the final
adoption of the text in January 2000.

429 NEP/CBD/BSWG/6/L.2/Rev.2, see Article 17.The final text of the Protocol would also include the phrase “and centres of genetic diversity”
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6. Without prejudice to paragraph 5
above, the following information shall not

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 proce-
dure 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 iden-
tified 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 con-
sultation 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 informa-
tion and shall protect the confidentiality
of such information in a manner no less
favourable than its treatment of confiden-
tial 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.

5.1f 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.

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 sus-
tainable use of biological diversity, taking
also into account risks to human health;
and

(d) Any methods and plans for emergency
response.

The issue of confidential information was briefly
addressed in discussions at BSWG-14°

The Chair's summary of elements at BSWG-2
identified the need to define confidentiality; to
protect confidential data and relative proprietary
rights without hindering information-sharing
amongst Parties; to avoid undermining the abil-
ity of the competent national authority to take
informed decisions; and to disclose information
to the public.®'

Governments submitted written proposals for
consideration at BSWG-3.#? Colombia proposed
to exclude from confidentiality provisions infor-
mation on, inter alia, contingency plans and meth-
ods of preventing or mitigating accidents, and
a summary of the risk assessment with respect
to the effects on biodiversity including human
health. These proposals would be reflected in the
final text. Similarly, the EC suggested excluding, in
addition to Colombia’s exemptions, the general
description of the LMO and its name, the address
of the notifier and the purpose of movement.The
EC also proposed that the notifier should indicate
any part of the submitted information which
was confidential and justify this. The competent
national authority or national focal point would
decide what information to keep confidential,
following consultation with the notifier and after
informing it of the decision. Finally, the EC's text
provided that, in the event that a notification was
withdrawn, the confidentiality of the information

430 UNEP/CBD/BSWG/1/4, para. 46.
431 UNEP/CBD/BSWG/2/6, Annex II, Item. C.
432 UNEP/CBD/BSWG/3/3 contains the submissions of Australia, Brazil, Colombia, EC, Madagascar, Mexico, Norway, Sri Lanka and USA.
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supplied would be respected. The US introduced
the element concerning the establishment of
appropriate internal procedures to protect the
information received. The two options drafted by
SWG-Il at BSWG-3 retained the above proposals.**

Prior to BSWG-4, governments submitted further
draft text.*** The US proposed new text introduc-
ing additional elements. It prohibited the use of
confidential information for a commercial pur-
pose and obliged Parties receiving confidential
information to protect confidentiality in a manner
no less favourable than the treatment of confiden-
tial information on domestic LMOs.

Contentious issues that arose during the debate
included: the balance between protecting con-
fidential information and the need to provide
adequate information for handling emergencies;
the balance between the rights and obligations of
both receiving and providing parties; and word-
ing that might obstruct technological develop-
ment.**

The draft proposed by the Co-Chair of SWG-II had
a single substantive option (with bracketed text)
comprising the following elements:*¢ identifica-
tion by the notifier of confidential information;
consultation by the importing Party in cases of
disagreement on questions of confidentiality;
protection of confidential information through
procedures no less favourable than those applica-
ble to domestic LMOs; prohibition on using such
information for commercial purposes; respect for
the confidentiality of information submitted in
the event of withdrawal of notification; and infor-
mation not considered confidential.

433 UNEP/CBD/BSWG/3/6, Annex |, Article 20.
434 UNEP/CBD/BSWG/4/3.

435 ENB Vol. 9 No. 85, p. 7.

436 UNEP/CBD/BSWG/4/SWG.II/CRP5.

Further proposals were made in advance of
BSWG-5.%" Discussions at BSWG-5 focused on
the need for the provision.**® Most developing
countries preferred the zero (no provision) option,
arguing that it would be redundant given inter-
national agreements and given that the issue was
trade-related. Other developing countries and
most developed countries supported the draft
provision as a means of safeguarding information
and reassuring the private sector.**® As no consen-
sus could be reached the entire article was placed
in brackets.

In the consolidated text transmitted to BSWG-6,
a number of adjustments were made, of which
two are worthy of note. First, the zero option was
removed. Second, the text provided that, when
communicating its decision to the notifier that
it believed that the relevant information did not
qualify to be treated as confidential, the party
of import was obliged to provide “reasons on
request and an opportunity for consultation and
for an internal review of the decision”*4

The Chair’'s proposed text produced at BSWG-6
was almost identical to the previous draft but with
the brackets removed.**' On the final contentious
issue of whether to include a list of types of infor-
mation that “should not generally” or “in no case
may” be considered confidential, the Chair’s text
used “may not”**? However, the revised text used
the phrase “shall not”** The text then remained
unchanged until its final adoption.

437 UNEP/CBD/BSWG/5/2 contains the submissions of Ecuador, New Zealand, Peru, Slovenia, Thailand and Venezuela.

438 UNEP/CBD/BSWG/5/3, para. 43.

439 ENB Vol. 9 No. 100, p. 2 and No. 108, p.7.

440 UNEP/CBD/BSWG/5/3, Annex, see Article 20.
441 UNEP/CBD/BSWG/6/L.2, see Article 18.

442 UNEP/CBD/BSWG/6/L.2, see Article 18(6)

443 UNEP/CBD/BSWG/6/L.2/Rev.2, see Article 18(6); andUNEP/CBD/EXCOP/1/2, see Article 18(6).
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Article 22: Capacity-building

1.The Parties shall cooperate in the devel-
opment 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 implementa-
tion of this Protocol, in developing coun-
try Parties, in particular the least devel-
oped and small island developing States
among them, and in Parties with econo-
mies in transition, including through
existing global, regional, subregional and
national institutions and organisations
and, as appropriate, through facilitating
private sector involvement.

2.For the purposes of implementing para-
graph 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, capabili-
ties and requirements of each Party,
include scientific and technical training in
the proper and safe management of bio-
technology, and in the use of risk assess-
ment 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 bio-
safety.

During the discussions at BSWG-1, all delegations
stressed the importance of capacity-building for
the success of the Protocol.*** However views
differed regarding the form and content of the
provision. Some delegations suggested that such
measures should be undertaken to give effect to
Article 8(g) of the Convention, while others pro-
posed to include the provisions of Article 18(2) of
the Convention. The importance of the issue and
of adequate funding and transfer of technology
was generally stressed.

Prior to BSWG-2, some governments submitted
draft text** which would later feature in the
Chairman’s summary of draft elements.**¢ The
African group proposed that Parties design poli-
cies and take measures to strengthen and develop
human resources and institutional capacities
in biosafety and biotechnology. In its view, the
BCH should assist developing countries to iden-
tify their requirements and secure the necessary
funds. Bolivia stressed the importance of training
and capacity-building regarding risk assessment
and management. In the view of the EU, the issue
was one of information exchange, training, educa-
tion and institutional capacities essential for the
functioning of the Protocol. Malaysia pointed out
the importance of the ability to benefit from the
potential of biotechnology. Norway listed the four
main elements of the issue: development and
strengthening of capacities to implement the Pro-
tocol; development of national biosafety legisla-
tion; awareness, assessment and management of
LMO-related risks; and safety in the transboundary
movement of LMOs.

More governments submitted text for BSWG-3,
many of which reiterated existing proposals.*”
However, Cuba introduced two new elements:
technical and scientific cooperation, and an
international registry of LMOs. It called for the
promotion of international cooperation in the
handling and use of LMOs and in the implemen-

444 UNEP/CBD/BSWG/1/4, para. 70.

445 UNEP/CBD/BSWG/2/2 contains the submissions of the African group, Bolivia, Canada, EU, Norway. See also submission of Malaysia, UNEP/CBD/
BSWG/2/Inf.7.

446 |JNEP/CBD/BSWG/2/6.

447 UNEP/CBD/BSWG/3/3 contains the submissions of the Aftican group, Australia, Belarus, Brazil, Canada, Colombia, Cuba, EC, India, Madagascar,
Malaysia, Mexico, Norway, Peru, Sri Lanka, Switzerland, and US.
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tation of national policies. The proposed registry
would become the basis for a global informa-
tion network on LMOs which would also provide
assistance, training and consultancy services to
developing countries on implementation and for
fostering scientific research.

Six options were produced by SWG-II, including
a zero (no provision) option.*® Generally, the
options combined most of the main elements
suggested by governments in their submissions
and included: the development and implemen-
tation of regional and global capacity building
programmes and with securing funds by the
Secretariat and the BCH; the establishment of
centres of training and capacity building with
financial mechanisms; cooperation in the training
of personnel, exchange of experts, informational
exchange and institutional capacity-building to
perform risk assessment and management; maxi-
mising the use of existing multilateral, regional
and bilateral mechanisms and encouraging the
assistance of the private sector; enhancing the
capacity of developing countries, their local
technological and institutional competence to
contribute to the distribution of benefits from the
potential of biotechnology.

While some argued that other international agree-
ments had mandates to participate in capacity
building, others favoured the development of a
provision within the Protocol. The differences
between the options included: the degree of
clarity on financial assistance and capacity-build-
ing implementation and planning; inclusion of
capacity development in biotechnology as well
as biosafety; and emphasis on capacity and risk
assessment and management procedures.**

448 NEP/CBD/BSWG/3/6, Annex |, see Article 21.
449 ENBVol. 9 No. 74, p.8.

450 ENB Vol. 9 No. 85, p.7.

451 UNEP/CBD/BSWG/4/4, Annex II, see Article 21.
452 UNEP/CBD/BSWG/4/3.

453 UNEP/CBD/BSWG/5/3, Annex, see Article 21.

454 ENB Vol.9 No. 104, p. 2.
455 1d.
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At BSWG-4, delegations agreed to retain the
article on capacity building.*® In the resulting
draft,*' the options were reduced to two: a single
paragraph option, and a six-paragraph option,
which removed the repetition of the previous
options and included new wording proposal by
Colombia*? stressing the importance of “new
and additional financial resources” The first option
simply required Parties to design appropriate poli-
cies and take effective measures to build capac-
ity, through international, regional and national
institutions and to take into account the needs
of developing countries. The other option called
for maximising the use of existing multilateral,
regional and bilateral mechanisms, development
of national law and guidelines on biosafety, devel-
opment of risk assessment and risk management
mechanisms, establishment of new and additional
financial resources, distribution of benefits from
the potentials of biotechnology, and involvement
of the Secretariat in developing and implement-
ing capacity-building programmes, securing
funds and providing information.

The single provision that emerged at the end of
BSWG-5 had been condensed to five elements,
mostly bracketed:** an obligation to cooper-
ate in capacity building in developing countries
and in countries with economies in transition;
identification of capacity building needs; needs
of countries with economies in transition; and
involvement of the private sector (as proposed
by some developed countries).*** The reference to
the role of the Secretariat was deleted.The text on
financial matters was referred to CG-2 for discus-
sion under the article on the Financial Mechanism
(then Article 26).#* Among the contentious issues
that remained unresolved was the reference to
“biotechnology to the extent that it relates to
biosafety” in the provision.
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At BSWG-6, discussions took place in SWG-II, and
in a sub-group of SWG-Il and CG-2.*¢ The article
was considered in conjunction with the article on
Financial Mechanism and Resources (then Article
26). The general reference to capacity-building
on biotechnology and biosafety was amended
to refer to “biotechnology to the extent that it is
required for biosafety”*” Despite disagreements,
the reference to facilitating private sector involve-
ment was retained in the Chair’s text.**® Language
addressing access to financial resources, tech-
nology and know-how, cooperation to enhance

456 ENBVol.9 No. 117, p.7.

457 UNEP/CBD/BSWG/6/L.2, see Article 19.
458 Id.

459 ENB Vol. 9 No. 110, p. 2.

technological and institutional capacities, and
assistance in areas of risk assessment and risk
management, which had been supported by
most developing countries,** also featured in the
Chair’s text.

The article then remained unchanged until its
final adoption in January 2000.
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Article 23: Public Awareness and
Participation

1.The Parties shall:

(a) Promote and facilitate public aware-
ness, education and participation con-
cerning the safe transfer, handling and
use of living modified organisms in rela-
tion 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 appro-
priate, 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, con-
sult the public in the decision-making
process regarding living modified organ-
isms 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.

Discussions on public awareness and participa-
tion started at BSWG-2.%° The Chair’s summary of
elements*®’ reflected the views expressed during
the debates and governments’ prior submissions
of draft text*2,

On public awareness, the following elements were
identified: whether to address public awareness in
the Protocol; the provision by Parties of adequate
information on the safe transfer, handling and

460 UNEP/CBD/BSWG/2/6, paras. 80-113.
461 UNEP/CBD/BSWG/2/6, Annex Il Item E.

use of LMOs to the public; the development and
implementation of public awareness mechanisms
by national competent authorities/ national focal
points, together with the private sector and NGOs;
whether decisions on such mechanisms should
only be taken at the national level; facilitating
educational and public awareness programmes
on safety in biotechnology; and respecting confi-
dentiality in public-awareness mechanisms.

On public participation, the elements included
were: whether to include a provision on public
participation in the Protocol (noting that Article
14(1) of the Convention already addressed public
participation in the context of impact assessment);
whether to reflect both public awareness and
public participation in a single provision; whether
to encourage but not mandate public awareness
under the Protocol; whether to carry out a public
hearing in cases subject to AlA; whether to decide
the level of public participation at the national
level; and whether to include the participation of
NGOs, citizens, consumer protection groups and
stakeholders.

A number of written proposals were received
for BSWG-3,%¢% including a proposal for a general
commitment to ensure that adequate informa-
tion on the transfer, handling and use of LMOs
was provided to the public. Many countries also
proposed the development of educational and
public awareness programmes on biosafety.*54

Delegations considered the need for a provision
on this issue in the Protocol at BSWG-3. Some rec-
ommended including a reference in the preamble,
since the article on Information Sharing/Biosafety
Clearing House, (then Article 19) also touched
on the issue. Others noted that the CBD already
addressed the issue.*®

The Co-Chairs’ text from SWG-II took up many of
the written submissions. It referred to the provi-

462 |UNEP/CBD/BSWG/2/2, pp. 64-65, contains the submissions of the African group, Bolivia, Canada and Norway.
463 UNEP/CBD/BSWG/3/3, pp. 74-78, contains submissions of the African group, Australia, Belarus, Brazil, Canada, Cuba, India, Japan, Malaysia, Mexico,

Norway, Peru, Sri Lanka, Switzerland,
464 For example, India, Mexico, Malaysia, Sri Lanka and Switzerland.
465 ENB Vol.9 No. 74, p. 8.
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sion of adequate information to the public; the
development of educational programmes on
biosafety; the opportunity for public hearings for
the approval of a release, transfer or use of LMOs
(as proposed by the African group); the protection
of commercial confidential information while pro-
moting public understanding of biosafety issues
and making risk assessments publicly available (as
proposed by Brazil); cooperation with other States
(as suggested by Cuba); and the disclosure of
information on biosafety and impacts of releases
to the public (as in Malaysia’s submission).

The Consolidated Text at the end of BSWG-34%
included five options: no provision; inclusion in
the preamble; the entire Co-Chairs’ text; and two
options containing a general obligation to take
appropriate measures for public awareness and
public participation.

By the end of BSWG-4, delegations had settled
on inclusion of a bracketed provision on public
awareness and participation reflecting different
views.*” The resulting single text comprised all
the elements of the Co-Chairs' text approved at
the third meeting.*¢®

The negotiations in SWG-Il during BSWG-5
revolved around the nature of the public’s role in
the decision-making process.*®® Some countries
preferred to provide the public with “the opportu-
nity for involvement in the decision-making pro-
cess” while others favoured providing “the results
of the decision-making process.”#” In response to
concerns about implementing such a provision at
the national level, the proviso “where appropriate”

466 UNEP/CBD/BSWG/3/6, Annex |, see Article 22.
467 ENB Vol. 9 No. 85, p. 7.
468 |UNEP/CBD/BSWG/4/4, Annex Il see Article 22.

469 ENB Vol. 9 No. 108, p. 8.
470 Id.
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473 ENBVol. 9 No. 103, p. 2.

zm

475 ENB Vil 9 No. 108, p..

476 ENB Vol. 9 No. 100, p. 2.

477 UNEP/CBD/BSWG/5/3, Annex, see Article 22.
478 ENBVol.9 No. 113, p. 2.

was added to both.#' The reference to national
laws, regulations and administrative measures
was also contentious.*’?

The majority of developing countries suggested
taking human health into account when devel-
oping and implementing public awareness pro-
grammes on the safe transfer, handling and use
of LMOs, and also called for inclusion of “products
thereof” in addition to LMOs. #* Many developing
countries advocated the removal of the reference
to confidential information.#* One developed
country proposed restricting Parties’ obligations
to facilitating public participation to “intentional”
transboundary movements of LMOs, whereas oth-
ers suggested using “release of LMOs" to simplify
language related to LMOs.#”* Most delegations
supported provisions on international coopera-
tion for promotion and development of educa-
tional and public awareness programmes.*’¢

All these options were reflected in the bracketed
text approved for consideration at BSWG-6.47

At BSWG-6, agreement could not be reached on
the bracketed language of the provision and the
Co-Chairs of SWG-II drafted new text.*’® However,
the subsequent debate did not succeed in bring-
ing together the different views.The main conten-
tious issues at this stage were: whether to protect
confidential information at all; whether complete,
or only appropriate, information needed to be
provided to the public; and whether information
related only to the “release, safe transfer and han-
dling and use of LMOs" or also to the results of the
decision-making process regarding such activi-
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ties.”? A small group was created to deal with the
issue and produced text that included bracketed
references to human health, “products thereof”
and “release, safe transfer, handling and use.” #8°

The Chair’s proposed text at BSWG-6*' contained
language referencing human health and respect
for confidential information, but excluding pub-
lic information on “release” of LMOs. This article,
which was by now very close to the text finally
approved, required Parties to: promote and facili-
tate public awareness, education and participa-
tion in the implementation of the Protocol, and, in
doing so, cooperate with other States and inter-
national organisations; consult the public in the
decision-making process and provide the results
of such decisions, while respecting confidential
information; and inform the public about how to
access the BCH.

479 Id

480 ENB Vol 9 No. 117, p.7.
481 UNEP/CBD/BSWG/6/L.2, see Article 20.
482 UNEP/CBD/BSWG/6/L.2/Rev.2, see Article 20.
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The revised Chair’s text replaced the reference to
cooperation with “international organisations” to
“international bodies"*®2 The final text adopted at
the resumed ExCOP included a final adjustment
stipulating that Parties’ obligations to consult
with the public in the decision-making process
be carried out in accordance not only with their
respective laws, but also with their regulations.
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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 multilat-
eral agreements and arrangements with
non-Parties regarding such transbound-
ary movements.

2.The Parties shall encourage non-Parties
to adhere to this Protocol and to contrib-
ute appropriate information to the Bio-
safety Clearing-House on living modified
organisms released in, or moved into or
out of, areas within their national jurisdic-
tions.

Although some reference had already been made
to the issue of non-Parties, it was agreed at BSWG-
2 that it was premature to prepare text on the
topic.4®

The resumed debate at BSWG-3 focused on
whether to include a provision on this issue or not
and it was agreed that an element paper should
be prepared reflecting the views expressed.*
The consolidated text included an element
paper, which addressed the topics of non-Parties,
trade with non-Parties and existing government
submissions.*®> Substantive elements proposed
under the non-Parties section allowed for Parties
to enter into bilateral or regional agreements,
compatible with the Protocol, and required such
agreements to be made available to other Parties
through the CHM and the Secretariat. On trade
with non-Parties, options included permitting
such trade if adequate measures to ensure safe

483 UNEP/CBD/BSWG/2/6, para. 175.

484 UNEP/CBD/BSWG/3/6, paras. 53-64.

485 |bid, Annex |, see Article 23.

486 ENB Vol. 9 No. 79, p.2.

487 Id

488 |UNEP/CBD/BSWG/4/4, Annex II, see Article 23.
489 UNEP/CBD/BSWG/5/3, para. 40.

490 ENB Viol. 9 No. 105, p.2, and No. 107, p.2.

491 UNEP/CBD/BSWG/5/3, Annex, see Article 23.

movement were taken; limitation of restrictions
to those no more stringent than under the WTO;
permission with flexibility; and submission of non-
Parties to arbitration mechanisms provided under
the Protocol.

In discussions in SWG-II at BSWG-4, some delega-
tions expressed their concern over non-parties
gaining trade advantages, and over the need for
incentives to ratify the Protocol.**¢ Some delega-
tions requested a definition of “non-Party’*®” The
resulting draft text included the following options:
no provision needed; no trade of LMOs between
Parties and non-Parties; non-discriminatory
trade (through bilateral, regional or multilateral
arrangements) if in compliance with the substan-
tive provisions of the Protocol or if conducted
under a regulatory framework as stringent as the
Protocol’s; and consideration of trade restrictions
with non-Parties five years after the entry into
force of the Protocol.*®

At BSWG-5, the provision was discussed in
CG-2 together with the provisions on non-
discrimination/national treatment and on the
relationship with other international agreements,
as these were considered interlinked.*®® However,
the discussions showed delegations maintaining
their positions, namely: to have no provision; to
ban trade with non-Parties; or to subject such
trade to bilateral, regional or multilateral arrange-
ments.*° The text approved for inclusion in the
consolidated negotiating text for BSWG-6 stream-
lined the previous options into three bracketed
paragraphs reflecting these positions.*'

After deciding to include the provision in the
Protocol and to withdraw the language banning
trade with non-parties, the Chair’s proposed text
produced at BSWG-6 subjected transboundary
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movements of LMOs between Parties and non-
Parties to a requirement of consistency with the
objectives and principles of the Protocol.*? The
second paragraph of the article also encouraged
Parties to conduct such dealings in accordance
with bilateral, regional and multilateral agree-
ments or arrangements with non-Parties, and
required Parties to encourage non-Parties to
adhere to the Protocol and “to contribute appro-
priate information to the BCH on LMOs released
in and moved into or out of, their territory.” In its
proposal at the EXCOP, the EU proposed that trade
with non-Parties should be “consistent with the
objectives” of the Protocol.*®* The Miami Group
proposed a similar amendment and, in addition,
the deletion of the second paragraph of the
article.**

492 UNEP/CBD/BSWG/6/L.2, see Article 21.
493 UNEP/CBD/EXCOP/1/3, Annex .

494 bid. Annex 1.

495 NEP/CBD/EXCOP/1/3 para. 86.
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By 27 January 2000 at the resumed ExCOP, the
Chair of the informal consultations on unresolved
non-core issues, Ambassador Nobs (Switzerland),
recognised that no solution had yet been found
on the contentious aspects of the provision.*>
After further consultations final text was pre-
pared. The article allowed trade with non-Parties
“consistent with the Protocol’s objective” and
bilateral, regional and multilateral agreements
and arrangements for that purpose. The second
paragraph was maintained, requiring Parties to
encourage non-Parties to adhere to the Protocol
and to contribute appropriate information to the
BCH.
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Article 25: lllegal Transboundary
Movements

1. Each Party shall adopt appropriate
domestic measures aimed at preventing
and, if appropriate, penalising trans-
boundary movements of living modified
organisms carried out in contravention of
its domestic measures to implement this

Protocol. Such movements shall be
deemed illegal transboundary move-
ments.

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.

Of the written submissions made prior to the
BSWG-2, only the African region presented text
on illegal traffic in LMOs.*® The African group
proposed as illegal traffic under the Protocol any
transfer of LMOs or products thereof: without
notification to, or AlA of, all States concerned; with
AIA obtained from the States concerned through
falsification, misrepresentation or fraud; or with
AIA not conforming “in a material way with the
documents submitted” or resulting in the deliber-
ate release of LMOs in contravention of the Proto-
col and of the general principles of international
law. In such cases, the State of import would have
had the right to destroy or dispose of the organ-
isms or products in question. Lastly, the African
submission suggested that Parties should adopt

4% |UNEP/CBD/BSWG/2/2, pp. 63-64.

497 UNEP/CBD/BSWG/2/6, para 174.

498 |UNEP/CBD/BSWG/3/5, see Article 20.

499 UNEP/CBD/BSWG/3/6, para 52.

500 NEP/CBD/BSWG/3/6 pp. 85-87

50T NEP/CBD/BSWG/4/4, Annex Il see Article 25.
502 ENB Vol.9 No. 108, p. 8.

appropriate domestic legislation to prevent and
punish illegal traffic and should cooperate with
other Parties in this respect.

However, BSWG-2 considered that, as “illegal traf-
fic" was related to “monitoring and compliance’
it was too early to begin drafting text on this
item.*”

Further draft text was presented before BSWG-3
by Australia, Malaysia and South Africa.**® Malay-
sia and South Africa essentially endorsed Africa’s
earlier proposal. Malaysia added that the person
responsible for the illegal traffic could be required
to remove the LMO from the environment. Austra-
lia's text was similar, first defining illegal traffic and
then calling for national legislation to address this,
which could include the re-export of the LMO or
the imposition of additional penalties.

Following the request from BSWG-3,%° the
Secretariat prepared a compilation of the main
elements identified in the submissions by govern-
ments. This was then considered by SWG-Il which
turned the elements into six options, which were
then included in the consolidated text.>*

The draft text emerging from BSWG-4 included
options for: no provision; development of domes-
tic legislation and cooperation; and a longer
option reflecting governments’ proposals on
domestic legislation, together with a number of
provisions for information sharing.>”'

During BSWG-5, debate revolved around the
need for the provision, which was not supported
by most developed countries which felt that a
general reference to Parties’ obligations existed
in the article on General Obligations, (then Article
1bis), and which considered illegal traffic to be
a matter for domestic legislation.’® Developing
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countries generally favoured the article, noting
that its scope should extend to “products thereof”
and that it should include references to inform-
ing the Secretariat and the BCH, to developing
national legislation and to cooperation among
Parties.>®® Some developing countries introduced
text regarding the right of the affected Party
to request the Party of origin to dispose of the
LMOs in question at its own expense, which was
opposed by several developed countries.>®*

CG-2 developed a definition of illegal traffic and
SWG-II then drew on this to produce further draft
text for discussion.’® The definition was sent for
consideration under the article on Use of Terms,
(then Article 2).°% The resulting text, which did
not include a definition of illegal traffic, included
brackets around the term “products thereof” and
around the reference to the nature of the informa-
tion to be conveyed to the BCH.>"

503 Id
504 Id

505 ENB Vol.9 No. 104, p.2,and UNEP/CBD/BSWG/5/3, para 45.
506 ENB Vol.9 No. 108, p. 8.

307 UNEP/CBD/BSWG/5/3, Annex, see Article 25.

08 UNEP/CBD/BSWG/6/L.2, see Article 23.

509 UNEP/CBD/BSWG/6/L.2/Rev.2, see Article 23.
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The Chair’'s proposed text at BSWG-6 changed
“illegal traffic” to “illegal transboundary move-
ment”but retained an explanation of the term and
the provision for the affected Party to request the
Party of origin to dispose of the LMOs at its own
cost.® The text called for Parties to adopt appro-
priate domestic measures to prevent and penalise
such transboundary movements, allowed the
affected Party to request the disposal of the LMOs
in question by the Party of origin, and obliged
Parties to make available to the BCH information
concerning such cases.The text was revised by the
Legal Drafting Group,*® which made a few adjust-
ments and finalised the text of the article that was
adopted.
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Article 26: Socio-economic con-
siderations

1. The Parties, in reaching a decision on
import under this Protocol or under its
domestic measures implementing the
Protocol, may take into account, consis-
tent with their international obligations,
socio-economic considerations arising
from the impact of living modified organ-
isms 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 cooper-
ate on research and information exchange
on any socio-economic impacts of living
modified organisms, especially on indige-
nous and local communities.

Socio-economic considerations were one of the
issues on which there was no consensus at the
Madrid Experts Meeting in July 1995.5"°

At BSWG-1, most developed countries considered
the subject of little relevance and believed that
further studies on the matter were not necessary.
Some developing countries expressed the oppo-
site view and noted that,”in addition to economic
impacts such as income distribution, the negative
socio-economic impacts of LMOs could include
erosion of agricultural and other biological diver-
sity; risks to sustainable use of existing biodiver-
sity; and the threats of transgenic animals and
plants to the cultural and religious order of some
countries.”" It was proposed that the Secretariat
prepare a study on the socio-economic impacts
of biotechnology, but after extensive discussion
no agreement was reached. Instead, the BSWG
requested the Secretariat to compile a bibliogra-

510 UNEP/CBD/COP/2/7, Annex |, para. 18(b).
STIUNEP/CBD/BSWG/1/4, para 88.

512 |bid., para 111.

313 UNEP/CBD/BSWG/2/4.

phy of relevant literature regarding both positive
and negative potential socio-economic effects of
biotechnology.*'

The bibliography on potential socio-economic
impacts of biotechnology prepared by the Sec-
retariat®™® was considered at BSWG-2, together
with written submissions from governments.>™
The African Group presented the most compre-
hensive submission on socio-economic factors,
incorporated into a number of draft provisions
throughout the Protocol: objectives, general obli-
gations, notification procedure, risk assessment
and management, liability and compensation.
The draft article on socio-economic consider-
ations proposed by the African group included
taking into account the length of time before such
impacts may be manifested and proposed a seven
year notification period prior to export. The Afri-
can group proposal contained an extensive list of
socio-economic considerations to be included in a
risk assessment: anticipated changes in the exist-
ing social and economic patterns; possible threats
to biological diversity, traditional crops or other
products and, in particular, farmers’ varieties and
sustainable agriculture; impacts likely to be posed
by the possibility of substituting traditional crops,
products and indigenous technologies through
modern biotechnology outside of their agro-
climatic zones; anticipated social and economic
costs due to loss of genetic diversity,employment,
market opportunities and, in general, means of
livelihood of the communities; disruptions to
social and economic welfare; and possible effects
contrary to the social, cultural, ethical and religious
values of communities.>™ It constituted the most
detailed list of socio-economic considerations to
be taken into account by the Protocol.>'

Bolivia's submission noted that the introduction
of LMOs in countries rich in biodiversity or that
are centres of genetic diversity could result in

514 UNEP/CBD/BSWG/2/2, contains the submissions of the African Group, Bolivia, Canada, the EU and Japan.

515 Ibid. p. 84.

516 It was retained in the draft text until BSWG-4, where it was section 12 of Annex I1. See UNEP/CBD/BSWG/4/4,p. 73
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the depletion of that diversity. A breakdown of
agricultural systems and genetic erosion would
threaten livelihoods.>"”

A request by the G-77 and China to the Secretariat
to prepare a study on the socio-economic implica-
tions of biotechnology was later withdrawn, but
that Group asked the Secretariat instead to facili-
tate a round-table discussion on socio-economic
considerations at BSWG-3.58

At this stage, socio-economic considerations, as
well as ethical considerations, were discussed in
the context of risk assessment. Here the debate
focused on whether such assessments should be
based solely on scientific data.

Governments submitted draft text prior to BSWG-
35 In addition to earlier suggestions, Mexico
stressed the importance of addressing impacts
on the recipient environment and, in particular,on
centres of origin. Concern over impacts on social
and economic welfare was expressed by Mada-
gascar and Sri Lanka, amongst others.

It was agreed at BSWG-3 that socio-economic
considerations would not be the subject of a fur-
ther element paper, but would be included in the
consolidated text of draft articles, with the texts
already submitted by governments being set out
as various options.>?°

Four substantive options were drafted (in addi-
tion to the zero (no provision) option). One option
basically reflected the previous submission by
the African group, in which socio-economic fac-
tors featured as an element of risk assessment
and management and which included a period
of observation of the potential impacts and the
requirement for seven years’ advance notifica-

51714,
518 UNEP/CBD/BSWG/2/6, paras. 183 and 190.

tion of export of an LMO. Another option called
for socio-economic imperatives to be taken into
consideration at all levels in the Protocol, includ-
ing risk assessment and management and for
particular attention to be paid to the displace-
ment of particular agricultural resources, cultures
or livelihood and to the prevention and mitigation
of possible adverse effects. A further option sim-
ply acknowledged that socio-economic consider-
ations varied considerably from Party to Party and
therefore encouraged research on the issue.>

At this stage, the debate revolved around the
need to include these considerations in the text
of the Protocol at all. Generally speaking, devel-
oping countries felt the issue was at the heart of
the Protocol itself, whereas developed countries
considered the concept too vague and specific to
each country’s circumstances to be enshrined in a
separate provision.>?

At BSWG-4 there was little change to the text, with
the exception of some bracketing and reordering.
523 The Chair called for a reduction of options in
the draft text.>>* The resulting draft contained two
substantive options (as well as a zero option): one
simply calling for appropriate consideration of
socio-economic consequences of adverse conse-
quences of using LMOs, while the second speci-
fied a series of measures to be taken that reflected
the concerns of developing countries.>?

Negotiations were again difficult at BSWG-5, with
few concessions made from either standpoint.
Preferences varied from a mention of the subject
in the preamble, references in the articles dealing
with risk assessment and risk management, or as
an independent article.

519 UNEP/CBD/BSWG/3/3, contains, inter alia, the submissions on risk assessment and on risk assessment parameters of the African group, Belarus,

India, Madagascar, Malaysia, Mexico and Sri Lanka.
520 UNEP/CBD/BSWG/3/6, para 27.

521 |bid, pp.87-88.

522 |bid, paras. 29-38.

523 UNEP/CBD/BSWG/4/4.

524 ENB. Summary.Vol. 9 No. 85, p.9

525 UNEP/CBD/BSWG/4/4, p. 48
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The draft was reduced to one option with many
brackets by merging a number of the previous
paragraphs, which included many of the submis-
sions of developing countries, to produce a com-
promise provision. This draft referred to preven-
tion and mitigation of socio-economic impacts,
an assessment and management of risks with a
long observation period, while also encouraging
research on the topic. It also called for Parties
exporting commodities-LMOs to notify affected
Parties sufficiently in advance to allow appropriate
measures to be taken, providing special assistance
when the affected Party was a developing coun-
try. Annex Il was reduced to a call for “information
on the potential impacts on the socio-economic
patterns of the importing country”>2

The meeting noted that there “appeared to be a
shared sympathy for the subject, but not about
the need, place and the manner of handling the
issue under the Protocol”” The issue had a bear-
ing on the scope and other provisions for the
Protocol and needed to be considered carefully
by delegations before the sixth meeting of the
Working Group.>®

The Chair’s proposed text at BSWG-6 contained
significant changes. It provided that Parties should
take into account socio-economic implications of
adverse impacts, also taking into account human
health,“especially in regard to the indigenous and
local communities as referred to in Article 8(j) of
the Convention” It further encouraged Parties to
cooperate on research and information exchange,
“including the need for the early warning to such
local and indigenous communities that may be
affected economically”®?

The text was revised and amended to form the
draft transmitted by BSWG-6 to the ExCOP>3°
Although many delegations, especially develop-
ing countries, were initially unhappy with the
Chair’s proposed text, the wording on socio-eco-
nomic considerations was ultimately accepted
with little discussion.

A requirement for Parties’ decisions on import
to be “consistent with their international obliga-
tions” was added. Socio-economic considerations
arising from the “impact” of LMOs could now be
taken into account (instead of “adverse impact”).
The reference to“risks to human health” was delet-
ed. The phrase “the value of biological diversity to
indigenous and local communities” was added
and, similarly, regarding research and information
exchange, a general reference to “any socio-eco-
nomic impacts of LMOs, especially on indigenous
and local communities” was included in place of
earlier language on early warning and economic
effects on local and indigenous communities. Any
reference to socio-economic considerations in
Annex Il was deleted.

At the resumed ExCOP, a final addition made dur-
ing the last informal consultations conducted by
Ambassador Nobs added a reference to Parties’
domestic measures to implement the Protocol
with regard to socio-economic considerations.>'

526 |d; Text submitted to plenary by the co-chairs of SWG Il (UNEP/CBD/BSWG/5/CRP32).

527 NEP/CBD/BSWG/5/3, para. 46.

528 Id

529 UNEP/CBD/BSWG/6/L.2, see Article 24.
530 UNEP/CBD/ExCOP/1/2, Appendix 1

531 ENB Vol. 9 No. 137, p.9.
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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 elabora-
tion 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.

Liability was another issue on which there was no
consensus at the Madrid Experts Meeting in July
1995.532 At BSWG-1, several delegations, noting
that the issue of liability and compensation had
been addressed by a number of international
conventions, recommended that the Secretariat
prepare a working paper on the matter. It was
noted that Article 14(2) of the Convention gave
the COP a mandate to address the issue of liability
and redress, including compensation for damage
to biodiversity.>*

A document prepared by the Secretariat for BSWG-
2 on existing international agreements relevant to
biosafety,>** addressed liability and compensation
with reference to Article 14(2) of the Convention,
paragraph 18(b) of Annex | to the report of the
Open-ended Ad Hoc Group of Experts>*,and deci-
sion I/5 of the COP.>*% The document noted that,
although most of the international agreements
examined avoided matters relating to liability and
compensation and left these to domestic law mak-
ers, there were some agreements that addressed
damage to persons, property and the environ-

532 UNEP/CBD/COP/2/7, Annex 1, para. 18(b).
533 UNEP/CBD/BSWG/1/4, paras. 95-97.

534 UNEP/CBD/BSWG/2/3.

535 UNEP/CBD/COP/2/7.

536 NEP/CBD/BSWG/2/3, paras. 121- 123.

ment arising from potentially hazardous activities,
the most developed regimes being those address-
ing oil pollution damage and damage caused by
nuclear incidents. Those regimes indicated that
there were essentially three functions of liability
in international law, namely: a corrective function
(ex post facto enforcement), a preventive function
(ex ante facto incentive) and a reparative function.
The document listed a series of elements includ-
ing: scope of activities and substances; definition
of environmental damage; establishment of a
standard of care and of measurement of the
damages; locus standi; determination of avail-
able remedies; defences; adequate insurance; and
designation of forum and enforcement of judge-
ments that a liability regime under the Biosafety
Protocol might consider.

Some governments made submissions for BSWG-
2337 Generally speaking, while developed coun-
tries were opposed to having an article on liabil-
ity and preferred to rely on international law and
Article 14(2) of the Convention to cover the issue,
many developing countries wanted to include a
provision and some submitted draft text. It was
decided that liability and compensation should be
discussed at the following meeting on the basis of
the government submissions of draft text.>®

The Consolidated Text of Draft Articles at the end
of BSWG-3 included, under Article 27 (Liability
and Compensation), seven options deriving from
the main elements of the submissions by govern-
ments.>*° Option 1 was to have no provision, while
Option 2 referred work on the matter to the devel-
opment of Article 14(2) of the CBD.

Option 3 obliged the state or states of origin of the
harm to negotiate with the affected state or states
on the legal consequences. It also required them
to bear the costs of restoration or compensation

537 UNEP/CBD/BSWG/2/2, contains the submissions of the African group, Bolivia, Canada, EU, Japan and Norway.

538 UNEP/CBD/BSWG/2/6, para. 177.
539 UNEP/CBD/BSWG/3/6, Annex, see Article 27.
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in cases of detriments to human or animal health,
biodiversity or socio-economic welfare of the state,
and to make payments in the case of personal or
property damages. It also encouraged Parties to
further elaborate liability rules and allowed Parties
to undertake further actions, such as submitting a
claim to arbitration or to the International Court
of Justice.Under Option 4 exporting Parties would
be liable for any negative effects unforeseen on
the basis of the information provided for the first
import, for breach of the Protocol obligations, for
illegal traffic and for unintentional transboundary
movements. Option 5 stated that exporter would
be liable for any damage deriving from the trans-
boundary movement of LMOs and for full com-
pensation. Option 6 called on Parties to cooperate
in adopting appropriate rules and procedures on
liability and redress in accordance with Article
14(2) of the Convention. Finally, Option 7 covered
the responsibility of Parties to meet their interna-
tional obligations on conservation and sustain-
able use biodiversity, to ensure that recourse was
available in accordance with their legal system, to
provide compensation from damage by LMOs. It
provided for further cooperation between Parties
for the further development of international law
on liability, the settlement of related disputes, and
the development of criteria and procedures for
payment of compensation, compulsory insurance
and compensation funds.

At BSWG-4, debate still revolved around whether
to include a provision on liability or not, or
whether to leave the matter to be addressed
by the CBD COP (under Article 14 (2) CBD) or by
the meeting of the Parties to the Protocol. Keep-
ing the options open, the draft text of SWG-IIP*°
amalgamated the proposals received into several

540 |NEP/CBD/BSWG/4/4, pp. 49 - 53.

options, taking account of the recent government
submissions on the topic.**' The options ranged
from no article, to consideration at the first meet-
ing of the Parties, to the inclusion of an article on
liability and compensation. The main new feature
was the itemisation of possible different elements
of the provision: liability; civil liability; compensa-
tion; measures for reinstatement; prescription of
liability; emergency fund and exceptions. Other
proposals for substantive text included strict
liability of the state of origin, liability for breach of
due diligence, and the establishment of an Emer-
gency Compensation Fund.

Developed and developing countries in gen-
eral advanced opposing views during BSWG-5.
Some developed country delegations expressed
concern about the length of time that had been
spent in developing liability regimes under other
international agreements, and others suggested
that the matter could be dealt with by domestic
frameworks on product liability.>* Most develop-
ing countries stressed the importance of a sub-
stantive provision on liability and redress. It was
suggested that it would be illogical to develop a
regulatory framework to ensure safety without
considering the consequences of accidents. Other
developing countries noted the absence of a gen-
eral international law of liability and called for a
tailor-made regime.>*

At BSWG-5, SWG-II referred the issue to CG-2
where a small drafting group was set up to clarify
positions and reach agreement on text.>** The
text that was sent to BSWG-6 was entirely brack-
eted in order to combine all the variations into a
single option.>*.

541 UNEP/CBD/BSWG/4/2, contains the submissions of the African region, Bolivia, Chile, Colombia, India, Japan, Malaysia, Norway, South African and

Switzerland.

542 ENB, Viol. 9 No. 108, p.9.
543 Id

544 UNEP/CBD/BSWG/5/3, paras. 40 and 53.
545 4.
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At BSWG-6, the Chair of the drafting group on
liability, Ms. Kate Cook (United Kingdom), sought
to identify the middle ground between polarised
positions, which called either for a strong liability
regime or for deletion of the article. After lengthy
discussions, many delegations agreed that this
complex issue could not be resolved at the meet-
ing and supported a non-paper from the Chair of
the drafting group to include an article that would
enable future work on the issue>* The debate
then focused on the level of commitment to such
work and possible timeframes for action.

The drafting group discussed the issue and sub-
mitted text calling upon Parties to “examine the
modalities of establishing and developing rules
and procedures on liability and redress” and man-
dating them to start, at the first MOP, a process
to elaborate rules and procedures to develop a

546 ENB Vol.9 No. 111, p.2 and No. 112, p.2.
547 UNEP/CBD/BSWG/6/L.2/Rev.1, see Article 25.
548 |UNEP/CBD/BSWG/6/L.2/Rev.2, see Article 25.
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regime within six years. A revised text merged
the two paragraphs and deleted the reference
to “studies to be carried out”* Additionally, the
text now called upon the first meeting of the
COP/MOP “to adopt a process with respect to the
appropriate elaboration of international rules and
procedures” on liability. This process should take
account of “the ongoing process in international
law on these matters”and was to be completed in
four years, rather than six. The final text,>*® revised
by the Legal Drafting Group, was presented to the
plenary of the ExCOP and remained unchanged
until the final adoption of the Protocol at the
resumed ExCOP in January 2000.
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transition avail themselves of, financial
and technological resources for the imple-

Article 28: Financial Mechanism
and Resources

1. In considering financial resources for
the implementation of this Protocol, the
Parties shall take into account the provi-
sions 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 Con-
ference of the Parties serving as the meet-
ing of the Parties to this Protocol, in pro-
viding guidance with respect to the finan-
cial mechanism referred to in paragraph 2
above, for consideration by the Confer-
ence of the Parties, shall take into account
the need for financial resources by devel-
oping 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 mecha-
nism of the Convention in relevant deci-
sions of the Conference of the Parties,
including those agreed before the adop-
tion 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

mentation of the provisions of this Proto-
col through bilateral, regional and multi-
lateral channels.

The issue of funding and other financial consider-
ations relating to implementation of the Protocol
was discussed at BSWG-13* As with the issue
of capacity-building, some delegations argued
that appropriate financial mechanisms were
already established under other international
agreements, while others favoured including a
specific provision within the Protocol, including
reference to Articles 20 and 21 of the Convention
(Financial Resources and Financial Mechanism,
respectively).

Prior to BSWG-2, some governments presented
their views in writing.>*® The African group called
upon Parties to agree on a scale of contributions
to the budgets of the Secretariat and the BCH at
the first meeting of the Parties to the Protocol.
It also proposed the establishment of a contin-
gency fund for cases of accidents arising from
the use, release and transfer of LMOs and volun-
tary funding mechanisms to cover the costs of
capacity-building centres. Norway supported the
idea that financial resources for application of the
Protocol should be in accordance with Article 20
of the Convention (as the EU also suggested) and
the use of the Convention’s financial mechanism
under Article 21 (which Japan also proposed).

It was agreed that the Secretariat should draft
articles on “financial issues” and “institutional
framework’ including different options if appro-
priate.>!

Further draft text was submitted to BSWG-3,under
the provisions on capacity-building, in which
developing countries generally emphasised the
importance of a financial mechanism to ensuring
and strengthening capacity-building.>*

549 UNEP/CBD/BSWG/1/4, paras. 98 — 100.

550 UNEP/CBD/BSWG/2/2, pp.71-72 contains the submissions of the African region, EU, Japan and Norway.

551 UNEP/CBD/BSWG/2/6, para. 170

552 UNEP/CBD/BSWG/3/3, pp. 69-74, contains submissions of Canada, Colombia, Cuba, EU, India, Madagascar and Sri Lanka.
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Following the request from BSWG-2, the Secretari-
at prepared two draft articles on financial resourc-
es and the financial mechanism.>>* Both took up
many of the elements of the previous government
proposals, including the establishment of a fund-
ing mechanism of a voluntary nature and a revolv-
ing fund to assist in emergency situations.

The draft article on financial resources obliged
developed country Parties to provide new and
additional financial resources to enable develop-
ing country Parties to meet the costs of imple-
menting measures taken under the Protocol. It
also encouraged developed country Parties to
provide, and developing country Parties to avail
themselves of, financial resources through bilat-
eral, regional and other multilateral channels.
Particular attention was to be paid to the special
needs of least developed countries and small
island states.

Another draft article established a mechanism for
the provision of financial resources to developing
country Parties, accountable to and operating
under the authority of the Meeting of the Parties.
The financial mechanism would constitute a trust
fund.The Meeting of the Parties would determine
the policy, strategy and programme of access
to and utilisation of these resources. The draft
also encouraged Parties to strengthen existing
financial institutions in order to provide financial
resources for the Protocol.

The consolidated text prepared by CG-2 at BSWG-
3 included two options.>** Both established the
opportunity for developed countries to provide
financial and technological resources to devel-
oping countries. One specified that the financial
mechanism and institutional structure referred to
in Article 21 of the Convention would also serve
the Protocol and would be accountable to and
function under the authority of the Conference
of the Parties.

553 UNEP/CBD/BSWG/3/4, pp. 2-3.

554 UNEP/CBD/BSWG/3/6, pp.90 — 91.
555 UNEP/CBD/BSWG/4/4, pp.56 — 57.
556 ENB Vol 9 No. 104, p. 2.

557 |d.

558 UNEP/CBD/BSWG/5/3, pp.43 -44.

559 UNEP/CBD/EXCOP/1/2, para. 38.
560 Id.
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Both options were retained after BSWG-4,
although a new paragraph was added to the
longer of the two options clarifying that the
“guidance to the financial mechanism of the Con-
vention in relevant decisions of the Conference of
the Parties ... shall apply mutatis mutandis to the
provisions of this Article”*

Progress was made during BSWG-5, where CG-2
prepared a consolidated text containing brack-
ets. During the discussions, delegates deleted
a paragraph that required developed countries
to provide new and additional resources to the
financial mechanism, as this would duplicate
Article 20 of the Convention.>® Similarly, in order
to avoid repetition of Article 21 of the Convention,
the paragraph detailing the financial mechanism’s
accountability to the COP was removed.>” The
consolidated text also included two new para-
graphs alluding to the needs of developing coun-
tries, and in particular least developed countries
and small island states, for capacity-building for
implementation of the Protocol and for the devel-
opment and implementation of programmes, par-
ticularly on risk assessment and management.>*®

At BSWG-6, the draft article was provisionally
adopted at the second plenary session on 17 Feb-
ruary 1999.5° The brackets in the first paragraph,
linking financial resources under the Protocol to
Article 20 of the Convention, had been removed.
The paragraph referring to capacity-building and
implementation had been retained, while the
bracketed provision on risk assessment and risk
management was deleted.>®

Two final adjustments were made, re-number-
ing the reference to the number of the article
on capacity building in the third paragraph and
changing the references to small island states to
“small island developing states”
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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 meet-
ing of the Conference of the Parties serv-
ing as the meeting of the Parties to this
Protocol. When the Conference of the Par-
ties serves as the meeting of the Parties to
this Protocol, decisions under this Proto-
col 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 sub-
stituted 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 imple-
mentation of this Protocol and shall make,
within its mandate, the decisions neces-
sary to promote its effective implementa-
tion. It shall perform the functions
assigned to it by this Protocol and shall:
(a) Make recommendations on any mat-
ters necessary for the implementation of
this Protocol;

(b) Establish such subsidiary bodies as are
deemed necessary for the implementa-
tion of this Protocol;

(c) Seek and utilise, where appropriate,
the services and cooperation of, and infor-
mation provided by, competent interna-
tional organisations and intergovernmen-
tal 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 informa-

tion 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 neces-
sary for the implementation of this Proto-
col; and

(f) Exercise such other functions as may be
required for the implementation of this
Protocol.

5. The rules of procedure of the Confer-
ence 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 Proto-
col.

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 Par-
ties that is scheduled after the date of the
entry into force of this Protocol. Subse-
quent ordinary meetings of the Confer-
ence 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 oth-
erwise decided by the Conference of the
Parties serving as the meeting of the Par-
ties to this Protocol.

7. Extraordinary meetings of the Confer-
ence 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 communi-
cated to the Parties by the Secretariat, it is
supported by at least one third of the Par-
ties.

8. The United Nations, its specialised
agencies and the International Atomic
Energy Agency, as well as any State mem-
ber thereof or observers thereto not party
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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 Pro-
tocol and that has informed the Secretari-
at of its wish to be represented at a meet-
ing of the Conference of the Parties serv-
ing as a meeting of the Parties to this
Protocol as an observer, may be so admit-
ted, unless at least one third of the Parties
present object. Except as otherwise pro-
vided in this Article, the admission and
participation of observers shall be subject
to the rules of procedure, as referred to in
paragraph 5 above.

The African group, Australia, Cuba and the USA,
submitted views on the Meeting/Conference of
the Parties for consideration at BSWG-2.>¢" The
African group proposed language on the first,
subsequent and extraordinary meetings of the
Conference of the Parties, most of which would
find reflection in the final text of the provision. It
proposed to convene the first meeting of the Par-
ties not later than one year after the date of entry
into force of the Protocol, in conjunction with a
meeting of the Conference of the Parties to the
Convention if one was scheduled within the same
period.lt also suggested that subsequent ordinary
meetings of the Parties should be held, unless the
Parties decided otherwise, in conjunction with the
meetings of the Conference of the Parties to the
Convention. Finally, it proposed that extraordinary
meetings of the Parties should be held when
deemed necessary by a meeting of the Parties,
or at the written request of any Party, when sup-
ported by at least on third of the Parties within six
months of the request.

561 UNEP/CBD/BSWG/2/2, pp. 36-39; UNEP/CBD/BSWG/2/Inf6..
562 UNEP/CBD/BSWG/3/4, pp. 4-5.

563 UNEP/CBD/BSWG/3/6, p. 28.

564 |bid., pp.125-126.
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Australia considered that the Conference of the
Parties to the Convention could serve concurrent-
ly as the meeting of the Parties to the Protocol and
pointed out the possible confusion if the same
name was kept. It also argued that the provisions
of Article 32(2) of the Convention, which stipulate
that decisions under any Protocol to the Conven-
tion shall be taken only by Parties to that Protocol,
should apply.

As requested by BSWG-2, the Secretariat prepared
draft text on institutional matters including a pro-
vision on Meetings of the Parties.*® The proposed
text from the African group on first, subsequent
and extraordinary meetings was retained, togeth-
er with the issues it had identified to be addressed
at the first meeting: rules of procedure, financial
provisions related to the financial mechanism;and
designation of the Secretariat. The Secretariat text
also listed a number of functions of the Meeting
of the Parties, and noted that the UN, its agencies
and the IAEA could participate in the sessions as
observers, as well as any other organisation meet-
ing the relevant criteria. In addition to a general
statement that Parties might review the Protocol
and its implementation, a list of functions of the
Meeting of the Parties was proposed, including
obligations in respect of implementation, rules of
procedure, budget, subsidiary bodies and amend-
ment of the Protocol or its annexes.

However, the provision on the Conference of the
Parties developed by BSWG-3 on the basis of text
introduced by the Chair and followed by a few
alternatives,*®® took up few of the elements pro-
posed by the Secretariat. This consolidated text
simply established the Conference of the Parties
of the Convention as the Protocol’s supreme body
and referred to the voting procedures under Arti-
cle 32(2) of the CBD, representation on the Bureau
of the Conference of the Parties, and decisions to
be made at its first meeting.>®*
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During BSWG-4 the discussion drew on prec-
edents in other international environmental
agreements, notably the Kyoto Protocol to the
UN Framework Convention on Climate Change.
This used the institutional device of the Confer-
ence of the Parties serving as the Meeting of the
Parties.>®® The draft article prepared by CG-2, and
incorporated into the new consolidated draft text,
was largely derived from the earlier texts drafted
by the Secretariat reflecting government submis-
sions.>® Hence, Article 29 contained the previous
paragraphs on the first meeting of the Parties (but
without a timeframe), subsequent ordinary meet-
ings and extraordinary meetings. The text of the
draft prepared by the Secretariat on observers
was also incorporated, as well as earlier text on
representation on the Bureau and on review of
the implementation of the Protocol. The article
now clarified that the procedural and financial
rules of the Convention would apply “mutatis
mutandis” to the Protocol, except as otherwise
decided by consensus, and listed a shorter num-
ber of functions. Four of these functions had been

565 UNEP/CBD/BSWG/4/4, para. 23.
556 |bid., p.57-58.

567 UNEP/CBD/BSWG/5/3, para. 26.
568 |JNEP/CBD/EXCOP/1/2, para. 38.

already proposed by the Secretariat, namely, mak-
ing recommendations on the implementation of
the Protocol: establishing the necessary subsid-
iary bodies; considering and adopting proposals
for amendment of the Protocol and annexes; and
exercising any other functions required for the
Protocol’s implementation. Two new functions
were added: to seek to utilise services, coopera-
tion and information from international organi-
sations and bodies; and to establish the form
and the intervals for transmitting information in
reports and reports from subsidiary bodies. The
text of the draft article was provisionally adopted
by BSWG-5 at its second plenary session on 19
August 1998.°¢

This text remained unchanged until BSWG-6
where it was provisionally adopted*®® and re-titled
“Conference of the Parties serving as the Meet-
ing of the Parties to the Protocol”™ It remained
unchanged until finally adopted at the resumed
ExCOP.

569 UNEP/CBD/ExCOP/1/2 p.9.This change was also reflected in other provisions of the Protocol which had previously referred to “the Meeting of the

Parties”
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Article 30: Subsidiary Bodies

1. Any subsidiary body established by or
under the Convention may, upon a deci-
sion by the Conference of the Parties serv-
ing 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 meet-
ing of any such subsidiary bodies. When a
subsidiary body of the Convention serves
as a subsidiary body to this Protocol, deci-
sions under the Protocol shall be taken
only by the Parties to the Protocol.
3.When a subsidiary body of the Conven-
tion exercises its functions with regard to
matters concerning this Protocol, any
member of the bureau of that subsidiary
body representing a Party to the Conven-
tion but, at that time, not a Party to the
Protocol, shall be substituted by a mem-
ber to be elected by and from among the
Parties to the Protocol.

Although the first draft text addressing subsidiary
bodies was only prepared by the Secretariat for
BSWG-3, Australia had already expressed its views in
writing before BSWG-2. It proposed that the Subsid-
iary Body on Scientific Technical and Technological
Advice (SBSTTA) of the Convention should provide
similar services to the Protocol, if similar advice was
considered necessary, and that non-Parties to the
Protocol should be enabled to participate.>°

Following BSWG-2, the Secretariat developed
draft text concerning institutional matters, which
provided for the Meeting of the Parties to estab-
lish such subsidiary bodies as deemed necessary
for the implementation of the Protocol and, at its
first session, to adopt rules of procedure for such
subsidiary bodies.*”!

At BSWG-3, the Contact Group on Institutional
Matters and Final Clauses (CG-2) addressed these
issues and developed draft text including a pro-
vision on subsidiary bodies.?”? The text was later
approved by the plenary and incorporated into
the consolidated text.>”® Elements included: the
use of the Convention’s subsidiary bodies and
mechanisms as subsidiary bodies and mecha-
nisms of the Protocol; and that decisions of the
subsidiary bodies while exercising their functions
were to be taken by the Parties to the Protocol.

At BSWG-4, CG-2 considered precedents on insti-
tutional matters from other international envi-
ronmental agreements and prepared draft text
that, with the exception of minor amendments,
was almost identical to the final text.’™* Article 30
on subsidiary bodies called for subsidiary bodies
under the Convention to serve the Protocol, sub-
ject to a decision by the meeting of the Parties.
The provision also provided for the participation
of non-Parties to the Protocol that are Parties
to the CBD as observers in subsidiary bodies of
the Protocol without the right to participate in
decision-making. Finally, the article stated that
members of the Bureau of a subsidiary body to
the Convention representing a non-Party to the
Protocol should be substituted by a member
representing a Party to the Protocol when such a
body operated under the Protocol.

The provision was subsequently approved by
CG-2 of BSWG-5.°7> The text of the draft article was
provisionally adopted by BSWG-5 at its second
plenary session on 14 August 1998.57¢

Following the review by the Legal Drafting Group
of the Chair’s text at BSWG-6, the reference, in the
first paragraph, to the “meeting of the Parties” was
replaced with “Conference of the Parties serving
as the meeting of the Parties to this Protocol”
(COPMOP), in accordance with the agreement
reached on that article.>”” The article on subsidiary
bodies was provisionally adopted at BSWG-6°7
and remained unchanged until the final adoption
of the Protocol at the resumed ExCOP.

570 UNEP/CBD/BSWG/2/2, p.38.
571 UNEP/CBD/BSWG/3/4, pp. 4-5.

572 ENB Vol. 9 No.74, p.9.
573 Id.

574 UNEP/CBD/BSWG/4/4, Annex IlI, see Article 30.
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575 ENB Vol. 9 No. 100 p. 2.

576 UNEP/CBD/BSWG/5/3, para.26.

577 UNEP/CBD/BSWG/6/L.2/Rev.2, see Article 28; see also section on
Article 29 above.

578 NEP/CBD/EXCOP/1/2, para. 38.
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Article 31: Secretariat

1.The Secretariat established by Article 24
of the Convention shall serve as the secre-
tariat 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.

Views on the secretariat of the Protocol were first
submitted to BSWG-2."° Although submissions
generally suggested that the administration of the
Protocol should be undertaken by the Secretariat
of the Convention, the African group proposed a
number of additional functions. These included
giving the Secretariat the responsibility to: compile
and disseminate, in collaboration with the BCH,
information regarding any living modified organ-
isms or products thereof; receive and convey infor-
mation from and to Parties on capacity building;
assist Parties to identify cases of illegal traffic; and
cooperate with Parties and relevant international
organisations in providing experts and equipment
for the purpose of emergency assistance. In addi-
tion, Cuba proposed that the Secretariat encourage
non-Parties to participate as observers in the meet-
ings of the Parties and to act in conformity with the
Protocol, as well as notify Parties of any request for
scientific or technical cooperation in conformity
with an article of the Protocol on Technical and
Scientific Cooperation.>®

The Secretariat prepared draft text for consider-
ation at BSWG-3, which referred to Art 24(2) of the
Convention and provided for the Secretariat of
the Convention to serve as the Secretariat of the

579 UNEP/CBD/BSWG/2/2, pp. 36-39, contains the submissions of the
African region, Australia, EU, Japan and Norway on the Secretariat.
580 UNEP/CBD/BSWG/2/Inf.6.

81 UNEP/CBD/BSWG/3/4, pp. 5-6.

582 UNEP/CBD/BSWG/3/6, Annex 1.

583 UNEP/CBD/BSWG/4/4, Annex 1.

Protocol.*®" A number of additional functions were
also listed, including those proposed by the African
group and functions equivalent to those of the Sec-
retariat of the Convention, such as reporting to the
Meeting of the Parties on work carried out.

The Consolidated Text of the article on the Sec-
retariat resulting from the meetings of CG-2 at
BSWG-3 referred to the costs of Secretariat ser-
vices and proposed the establishment of a Trust
Fund, with the option that Parties meet the costs
voluntarily.>®

At BSWG-4, CG-2 developed text that was almost
identical to the article as finally adopted.®® The
first and second paragraphs established that the
Secretariat of the Convention would serve as the
Secretariat to the Protocol and that its functions
would apply “mutatis mutandis” to the Protocol. The
third paragraph, in brackets, provided that the costs
of the services of the Secretariat of the Protocol
should be met by the Parties to the Protocol, and
that the Conference of the Parties to the Protocol at
its first meeting would decide the related necessary
financial arrangements. No further reference to the
proposed Trust Fund was made.

At BSWG-5 two adjustments were made, replacing
“Conference of the Parties” with “Meeting of the
Parties” and “financial arrangements” with “bud-
getary arrangements”™®* The bracketed text was
accepted and the whole provision was agreed by
CG-2.%8The text of the draft article was provision-
ally adopted by BSWG-5 at its second plenary ses-
sion on 19 August 1998.5%

The revision by the Legal Drafting Group of the
Chair's text at BSWG-6 changed “Meeting of the
Parties” to “Conference of the Parties serving as
the meeting of the Parties to this Protocol”®”. The
article was provisionally adopted by BSWG-6 at its
second plenary session on 17™ February 1999,
and remained unchanged until the final adoption
of the Protocol at the resumed ExCOP.

584 UNEP/CBD/BSWG/5/3, Annex.

585 ENB Viol. 9 No. 100, p. 2.

586 UNEP/CBD/BSWG/5/3, para. 26.

587 UNEP/CBD/BSWG/6/L.2/Rev.2, see Article 29.
588 |\EP/CBD/EXCOP/1/2, para. 38.
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Article 32 - Relationship with the
Convention

Except as otherwise provided in this Pro-
tocol, the provisions of the Convention
relating to its Protocols shall apply to this
Protocol.

Early proposals favoured the inclusion of a state-
ment on the relationship between the Protocol
and the Convention in the preamble (Australia), in
a provision on jurisdictional scope (US),*®°or in a
separate provision (African group).>°

589 UNEP/CBD/BSWG/2/2, p.4 and p.31.
590 UNEP/CBD/BSWG/2/Inf.2.

591 UNEP/CBD/BSWG/3/6, see Article 33.
592 |d.

593 UNEP/CBD/ExCOP/1/2, para. 38.

594 UNEP/CBD/ExCOP/1/3.
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However, the first draft for a provision on the
issue was prepared during BSWG-3 by CG-2 on
institutional matters and final clauses.”' The Con-
solidated Text prepared at the end of that meet-
ing included the same text of the article as would
finally be adopted.*? The provision remained
unchanged during the subsequent negotiations,
was provisionally adopted at BSWG-6,°* and
finally adopted at the resumed ExCOP in January
2000.5%4
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Article 33 - Monitoring and
Reporting

Each Party shall monitor the implementa-
tion 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.

Although submissions for BSWG-2 on this issue
were compiled under the heading “Monitoring
and Compliance’; only Canada proposed the inclu-
sion of a new article to cover compliance. (The
issues of monitoring and compliance were subse-
quently split into two different articles at BSWG-4,
see further below).>%

The African group called for Parties to report
annually to the Secretariat and to the BCH on
the implementation of the Protocol (including in
particular information on the status of the LMOs
deliberately released and on the operation of the
AIA procedure), and to ensure that users moni-
tored activities and products at regular intervals
and reported to the competent national author-
ity. The EU noted the need for a cooperative and
transparent process based on good faith and full
participation. Norway proposed the establish-
ment of monitoring programmes on the use of
LMOs and distinguished monitoring during the
research period from monitoring after an LMO
had been put on the market. It also noted that
compliance procedures should be developed in
addition to dispute settlement procedures.

BSWG-2, however, concluded that any drafting
on the item was premature.>*® Hence in his sum-
mary of “monitoring’ the Chair merely reflected
the above elements, together with consideration
of Article 26 of the Convention and decision 11/17,
and of the problems of capacity-building and sim-
ilar issues encountered during implementation.>®’
With regard to “compliance] the main elements
identified were the possibilities of establishing a
standing or ad hoc body in charge of compliance
reviews, obtaining formal findings of non-compli-
ance, taking into account similar procedures in
international legal instruments, and establishing a
cooperative and conciliatory advisory procedure
where confidentiality was safeguarded.®

During BSWG-3, CG-2 prepared draft text on mon-
itoring and compliance, which the BSWG agreed
to incorporate into the consolidated text, together
with the proposals of the African group.®® Thus,
the first two options prepared by CG-2 called
upon Parties “to determine at their first meeting
how to establish procedures and institutional
mechanisms for determining non-compliance
with the provisions of this Protocol and for the
treatment of Parties found in non-compliance”
or to consider whether to establish those pro-
cedures. The third option consisted of new text
submitted by the African group requesting Par-
ties “to introduce, implement and enforce national
compliance and monitoring systems] taking into
account international standards and guidelines,
and to provide information on national monitor-
ing and compliance systems, as well as informa-
tion on any significant incidents of illegal traffic
to the BCH.5° The fourth option was the earlier
proposal submitted by the African group.

CG-2 agreed to split the article into two at BSWG-
4: Monitoring and Reporting (then Article 35)
and Compliance (then Article 35bis)." The first

595 UNEP/CBD/BSWG/2/2 p.69-71 contains the submissions of the African group, Canada, EU and Norway. See also section on Article 34 below.

596 |UNEP/CBD/BSWG/2/6, paras. 150-160.

597 |bid. Annex II, ltem H.

598 |4,

599 UNEP/CBD/BSWG/3/6 paras. 96 - 97.

600 UNEP/CBD/BSWG/3/5.

60T UNEP/CBD/BSWG/4/4, Annex Il see Articles 35 and 35 bis.
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two options from the previous draft formed the
basis for Article 35bis,®®? while the remaining
two options were integrated into the provision
on monitoring and reporting. The article on
monitoring and reporting thus required Parties
to monitor their implementation of the Protocol,
to establish or maintain systems for that purpose,
and to report to the meeting of the Parties on
these measures, at intervals to be determined by
the meeting of the Parties.5% At this point, the text
contained the elements of the article that would
finally be adopted, albeit with minor changes.

At BSWG-5, notwithstanding further submissions
(notably that of the EC which advocated linking
this article to the article on Decision Procedure
for AIA, (then Article 6) by encouraging Parties
to provide assistance to Parties of import and

602 See now section on Article 34 below.
603 UNEP/CBD/BSWG/4/4, Annex 11, see Article 35.

proposing the establishment of a standing body
of experts operating a monitoring and assistance
process),®* the previous two paragraphs were
merged into one and language on establishing
and maintaining mechanisms was deleted.’®® The
article was provisionally adopted at the second
plenary session at BSWG-5 on 19 August 1998.6%
References to the “meeting of the Parties” were
replaced by “the Conference of the Parties serv-
ing as the meeting of the Parties to this Protocol”
once this matter was settled at BSWG-6, and the
article was provisionally adopted.®”” The article
was reviewed by the Legal Drafting Group,®®® and
remained unchanged thereafter.

604 UNEP/CBD/BSWG/5/2 contains the submissions of EC, New Zealand, Peru, Slovenia, Thailand and Venezuela. See Article 35.

605 UNEP/CBD/BSWG/5/3, Annex, see Article 35.
696 NEP/CBD/BSWG/5/3, para. 26.

607 NEP/CBD/EXCOP/1/2, para. 38.

608 |JNEP/CBD/BSWG/6/L.2/Rev.2, see Article 32.
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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
institutional mechanisms to promote
compliance with the provisions of this
Protocol and to address cases of non-com-
pliance. These procedures and mecha-
nisms shall include provisions to offer
advice or assistance, where appropriate.
They shall be separate from, and without
prejudice to, the dispute settlement pro-
cedures and mechanisms established by
Article 27 of the Convention.

The issue of compliance was discussed and
addressed in an article together with the issue of
monitoring until BSWG-4 where the items were
split into two separate articles.’”® Three early
drafts would constitute the core of this article:
the options prepared by CG-2 at BSWG-3 whereby
Parties would “determine at their first meeting
how to establish procedures and institutional
mechanisms for determining non-compliance
with the provisions of this Protocol and for the
treatment of Parties found in non-compliance” or
consider whether to establish those procedures;*™
the EC proposal for cooperation, advice and assis-
tance;®"" and the Norwegian submission propos-
ing a distinction between dispute settlement and
compliance procedures.s™

At BSWG-4, Article 35bis on compliance simply
reflected, in bracketed text, the options prepared

609 See section on Article 33above.

610 UNEP/CBD/BSWG/3/6, Annex |.

611 UNEP/CBD/BSWG/2/2 p. 70.

612 Id.

613 UNEP/CBD/BSWG/4/4, Annex I1I, see Article 35 bis.
614 UNEP/CBD/BSWG/5/3, para. 55.

615 |4,

676 |bid. Annex, see Article 35 bis.

617 Id.

618 4.

619 UNEP/CBD/ExCOP/1/2, para. 38.
620 ENB Vol 9 No. 117, p..
621 UNEP/CBD/BSWG/6/L.2/Rev.2, see Article 33.

by CG-2 during BSWG-3, and included the possi-
bility of no provision.*™

Following work on this provision by CG-2 at
BSWG-5, language was developed which, in itself,
was not the object of dispute and included the
essence of the three elements of the final provi-
sion.™ However, the entire article was bracketed
to reflect a lack of consensus on whether the pro-
vision should be included in the Protocol at all.®*
At this stage Article 35bis required Parties to
consider and approve, at their first meeting, pro-
cedures and institutional mechanisms to promote
compliance with the Protocol and to address
cases of non-compliance.®® This text also noted
that those procedures and mechanisms were to
be separate from, and without prejudice to, the
dispute settlement procedure established under
Article 27 of the Convention.’”” Furthermore, they
could include provisions to offer advice or assis-
tance, where appropriate.®'

At BSWG-6, an amendment was introduced to
the text by CG-2 in order to reach a compromise
and allow the plenary to provisionally adopt the
article.s” Thus, the procedures to be established
to promote compliance were qualified as “coop-
erative’ and with this, the brackets around the
article were removed.®?® A final revision by the
Legal Drafting Group replaced the reference to
the “meeting of the Parties” by “the Conference of
the Parties serving as the meeting of the Parties to
this Protocol”®' The article remained unchanged
until its final adoption by the resumed ExCOP.
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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.

Japan and Norway submitted views on the issue of
“review and adaptation” prior to BSWG-2.522 Nor-
way proposed that the Protocol establish flexible
procedures to allow adaptation to scientific and
technical progress®®,and Japan recalled paragraph
5(c) of the annex to Decision II/5, which envisaged
the establishment of a review mechanism.

The first draft text on the issue, together with
other institutional matters and final clauses, was
prepared by the Secretariat for BSWG-3.5* Two
options envisaging amendments to the Proto-
col were then developed. One was lengthy and
included detailed language on procedures for
amendment by the Secretariat and the Meeting
of the Parties to the Protocol. This text was dis-
cussed by CG-2,°% which prepared another draft
in its place, later contained in the Consolidated
Text at the end of BSWG-3.5¢ (The superseded
draft would later re-appear in the discussions on
the article on the Conference of the Parties, which
would include provisions for amending the Pro-
tocol and its annexes).5” The draft had been pro-
posed by Switzerland and was based on Article

622 UNEP/CBD/BSWG/2/2, p. 74

623 A view also expressed by the EC (UNEP/CBD/BSWG/2/2, p.42).
624 NEP/CBD/BSWG/3/4, pp.10 — 11.

625 ENB Vol 9 No. 74, p.9.

626 UNEP/CBD/BSWG/3/6, Annex |, see Article 36.

627 See section on Article 29 above.

628 UNEP/CBD/BSWG/3/5, see Article 19 of the Swiss submission.
629 UNEP/CBD/BSWG/4/4, Annex lIl, see Article 36.

630 UNEP/CBD/BSWG/5/3, para. 32.

631 |bid, Annex, see Article 36.

632 Id

633 ENB Vol.9 No. 113, p. 1.

634 UNEP/CBD/EXCOP/1/2, para. 38.

635 UNEP/CBD/BSWG/6/L.2/Rev.2, see Article 34.

96

5 of the Montreal Protocol on Substances that
Deplete the Ozone Layer.*® It called upon Parties
to assess the Protocol on the basis of available
scientific, environmental and technical informa-
tion at a certain date and at least every five years
thereafter. It further specified that at least one
year before each assessment, the Parties would
convene appropriate panel of experts, and that
the panels would report their conclusions to other
Parties within a year, through the Secretariat.

Two more options were added at BSWG-4, includ-
ing the removal of the provision and a shorter
provision calling for the regular evaluation of the
effectiveness of the Protocol, three years after the
entry into force and at least every six years there-
after.5?

At BSWG-5, the article was considered by SWG-I,
which agreed that the concept of the article was
in line with provisions set out under the CBD, and
reduced the article to a short text with two sets of
square brackets.%*® References to “five” years and
“at least every five years thereafter” were included,
in brackets, in a text that largely reflected the
shorter option from BSWG-4.5' Text assigning the
assessment to an expert panel was removed, but
the reference to an assessment of the procedures
and annexes was maintained.®*

The bracketed text was accepted by SWG-I dur-
ing BSWG-6%* and was provisionally adopted.5*
The reference to the “meeting of the Parties” was
replaced by “the Conference of the Parties serv-
ing as the meeting of the Parties to this Protocol”
following revision by the Legal Drafting Group.®%
The provision then remained unchanged until
final adoption at the resumed ExCOP.
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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
organisations from 15 to 26 May 2000,
and at United Nations Headquarters in
New York from 5 June 2000 to 4 June
2001.

Only the African region submitted draft text on
this topic prior to BSWG-2.%¢ It proposed what
would become the final text (except for the dates,
which were, of course, at that stage omitted).

The text on final clauses for BSWG-3 prepared by
the Secretariat used this text, but referred to “any”
regional economic integration organisation.®®’
The provision remained unchanged and it was
provisionally adopted by BSWG-5 on 19 August
1998,%%¢ and then by the plenary of BSWG-6.5%

636 UNEP/CBD/BSWG/2/2, p. 74

637 UNEP/CBD/BSWG/3/4, see Article K.1.
638 UNEP/CBD/BSWG/5/3, para. 26.

639 UNEP/CBD/ExCOP/1/2, para. 38.

640 UNEP/CBD/BSWG/6/L.2, see Article 35.
641 UNEP/CBD/EXCOP/1/L.5.

Dates (“24 May 1999 to 23 May 2000") were first
included in this provision in the Chair’s proposal
text at BSWG-6.44° At the resumed ExCOP in Mon-
treal the final draft of the Protocol submitted by
the Legal Drafting Group revised the dates and
provided for signature in Nairobi during the fifth
meeting of the CBD COP, as well as at the UN
Headquarters.5#
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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
organisations that are Parties to the Con-
vention.

2. This Protocol shall enter into force for a
State or regional economic integration
organisation that ratifies, accepts or
approves this Protocol or accedes thereto
after its entry into force pursuant to para-
graph 1 above, on the ninetieth day after
the date on which that State or regional
economic integration organisation depos-
its its instrument of ratification, accep-
tance, approval or accession, or on the
date on which the Convention enters into
force for that State or regional economic
integration organisation, whichever shall
be the later.

3. For the purposes of paragraphs 1 and 2
above, any instrument deposited by a
regional economic integration organisa-
tion shall not be counted as additional to
those deposited by member States of
such organisation.

Both the African group and Australia submitted
draft text before BSWG-2 on this subject.®* The
African proposal included a schedule for the entry
into force of the Protocol (ninety days after the
date of deposit of the sixteenth instrument of
ratification, acceptance, approval or accession).
Australia referred to Article 36 of the Convention,
which sets out the provisions for the entry into
force of the Convention, and for protocols to it.

The draft text on final clauses prepared by the Sec-
retariat for BSWG-3 merged both proposals (but
omitted the number of instruments of ratification,
acceptance, approval or accession that would be
required to trigger entry into force), and added a
third paragraph to clarify that instruments depos-
ited by regional economic integration organisa-
tions should not be counted as additional to those
of each Member State of such organisation.**

At BSWG-4 the text was reviewed by CG-2, which
removed the reference to Article 36 of the Con-
vention and, regarding the entry into force of the
Protocol for Parties, amended the last sentence to
refer to the Convention instead of the Protocol.
This reflected the requirement that Parties to the
Protocol had to be Parties to the Convention.5*

The text was provisionally approved at BSWG-5%4
and at BSWG-6% but the number of ratifications
required (fifty) was first included in the subse-
quent Chair's proposed text5¥ A reference to
regional economic integration organisations was
also inserted in the first paragraph on the entry
into force of the Protocol.®*® This was later extend-
ed by the Legal Drafting Group to the second
paragraph on entry into force of the Protocol for a
State or a regional economic integration organisa-
tion.%* The article then remained unchanged until
its final adoption by the resumed ExCOP.

642 UNEP/CBD/BSWG/2/2, p. 75, contains the submissions of the Affican region and Australia.

643 UNEP/CBD/BSWG/3/4, see Article K.4.

644 UNEP/CBD/BSWG/4/4, Annex Il see Article 40.
645 UNEP/CBD/BSWG/5/3, para. 26.

646 NEP/CBD/EXCOP/1/2, para. 38.

647 UNEP/CBD/BSWG/6/L.2, see Article 36.

648 Id.

649 UNEP/CBD/BSWG/6/L.2/Rev. 2, see Article 36.
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Article 38: Reservations

No reservations may be made to this Pro-
tocol.

Only the African region presented text on “res-
ervations and declarations” for BSWG-2.° It pro-
posed that no reservations could be made to the
Protocol and this language was retained in the
final text of the Protocol.

The draft text on final clauses prepared for BSWG-
3 by the Secretariat employed the same text;®"
however the Consolidated Text, following discus-
sion by CG-2, also included the option of not hav-
ing an article on this issue.5>

At BSWG-5, the option for no provision was
replaced by bracketing a single option.®® The
brackets were removed at BSWG-6%4 The text
remained unchanged until the adoption of the
final draft of the Protocol at the resumed ExCOP.

650 UNEP/CBD/BSWG/2/2, pp.75-76.

651 UNEP/CBD/BSWG/3/4, see Article K.5.

652 UNEP/CBD/BSWG/3/6, see Article 41.

653 UNEP/CBD/BSWG/5/3, Annex, see Article 41.
654 UNEP/CBD/BSWG/6/L.2, see Article 37.
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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 with-
draw 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 noti-
fication of the withdrawal.

The African group made the only submission on
this issue at BSWG-2. This submission, with the
exception of the timeframes, was the same as the
text finally adopted.®® The text stated that a Party
could withdraw from the Protocol by notifying
the Depositary after two years from the date on
which the Protocol had entered into force for that
Party. A second paragraph specified that the with-
drawal would become effective three years after
its receipt by the Depositary or at any other later
date specified in the notification of withdrawal.

655 UNEP/CBD/BSWG/2/2, p. 76.

656 UNEP/CBD/BSWG/3/4, p.13.

657 UNEP/CBD/BSWG/4/4, Annex 11, see Article 42.
658 UNEP/CBD/BSWG/5/3, para. 26.

659 UNEP/CBD/EXCOP/1/2, para. 38.
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Almost identical text was proposed by the Secre-
tariat’s draft on final clauses for BSWG-3, with the
exception of the second timeframe being changed
to “one year after the date of receipt” (as provided
in the final text), and the inclusion of a third para-
graph providing that any Party that withdrew
from the Protocol would also be considered as
having withdrawn from the Convention.5>¢

The provision remained unchanged until BSWG-4,
where it was revised by the CG-2 which removed
the third paragraph.®>’

The same text was provisionally adopted at
BSWG-5%8and at the second session of the ple-
nary at BSWG-6,%° and was finally approved at the
resumed ExCOP.
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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.

Only the African group submitted text on this
issue prior to BSWG-2,5%° and this reflected the
text as finally approved. The Secretariat used the
same draft text in its document on final clauses
prepared for BSWG-3.5" The text was later agreed
by CG-2 at BSWG-4,%? and remained unchanged
until its provisional adoption at BSWG-5%3 and
at BSWG-6,%%* and final adoption at the resumed
ExCOP in Montreal on 29 January 2000.

660 UNEP/CBD/BSWG/2/2, pp. 76-77.
661 UNEP/CBD/BSWG/3/4,p.13.

662 ENB Viol. 9 No. 80, p. 2.

663 UNEP/CBD/BSWG/5/3, para. 26.
664 UNEP/CBD/EXCOP/1/2, para. 38.
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Annex |: Information Required in
Notifications under Article 8,10
and 13

(a) Name, address and contact details of
the exporter.

(b) Name, address and contact details of
the importer.

(c) Name and identity of the living modi-
fied 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 trans-
boundary 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 organ-
ism 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 replica-
ble genetic material obtained through the
use of modern biotechnology.

(j) Quantity or volume of the living modi-
fied organism to be transferred.

(k) A previous and existing risk assess-
ment report consistent with Annex ll.

(I) Suggested methods for the safe han-

665 UNEP/CBD/BSWG/2/2, p. 77.
666 See section on Annex Il below.

dling, storage, transport and use, includ-
ing packaging, labelling, documentation,
disposal and contingency procedures,
where appropriate.

(m) Regulatory status of the living modi-
fied 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 trans-
ferred.

(o) A declaration that the above-men-
tioned information is factually correct.

The African group proposed a comprehensive list
of information required in notifications under the
Advance Informed Agreement (AIA) procedure for
consideration by BSWG-2.% Many of the elements
of the final text were already included in this list
and, taken together with the list of information
related to the LMO which the African region
included in its proposed Annex Il on risk assess-
ment, all the information referred to in this Annex
had been identified at this stage, with the excep-
tion of element (l).6%¢

Many countries submitted draft text for BSWG-
3567 that, in most cases, was not as detailed as the
African proposal, but was in a similar vein. Cuba,
however, put forward an extensive set of lists
covering information relating to the LMO (clas-
sified by characteristics of the donor, recipient
or parent organism, vector, modified organism);
information relating to the conditions of release
and the receiving environment; information relat-
ing to the interactions between the LMOs and
the environment; and information on monitor-
ing, control, waste treatment and emergency
response plans.®s® It also proposed an additional
annex covering information required in cases of

667 UNEP/CBD/BSWG/3/3, pp. 79-90, contains the submissions of the African region, Australia, Brazil, Canada, Colombia, Cuba, India, Norway, Peru,

South Africa, Sri Lanka, Switzerland and the US.
668 |hid. pp. 84-88.
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notification for placing on the market. Colombia
also specified information relating to the parent
organism, to include toxicity and allergenicity for
humans, mechanisms used by the organism to
survive, and information pertaining to the host
organism, to include methods of detecting it
and its potential to affect ecosystem conditions.
However, these types of information would be
later transferred to the annex on risk assessment
under which possible adverse effects were to be
identified and their likelihood evaluated.®®® The US
submission proposed the qualification that such
assessments had to be “known and available’ lan-
guage which was retained until BSWG-6.

The draft texts submitted by Norway, South
Africa and Switzerland introduced the elements
of contingency plans and information on experi-
ences with previous releases. Sri Lanka referred
to risk management requirements. South Africa
also called for the observation of any differences
between the environment of the exporting coun-
try and the environment of the release.

The Contact Group on Definitions and Annexes
(CG-1) established at BSWG-3,5° having consid-
ered the draft text in submissions and the issues
raised during the discussions, encapsulated the
main elements in the Consolidated Text.5' This
text referred to points (a)-(d), (h)-(m), and (o) of
the final text.®2 The precise formulations how-
ever, differed.The list in the Consolidated Text also
envisaged the inclusion of information relating
to insurance (as proposed by Africa, India and Sri
Lanka), differences between the environment of
the exporting country and the environment of the
release, contingency plans, requirements for risk
management, experiences with previous releases,
contact details of person(s) responsible for plan-

669 See section on Annex |1l below.

670 NEP/CBD/BSWG/3/6, paras. 21-22.

57|bid. paras. 92-95, see Annex .

672 Id.

673 UNEP/CBD/BSWG/4/4, para. 22.

674 bid. paras. 22 and 28. See also ENB Vol.9 No.79, p. 1.
675 UNEP/CBD/BSWG/4/4, para. 28.

676 UNEP/CBD/BSWG/4/4, Annex V.

577 ENB Vol. 9 No. 85, p. 5.
678 Id

679 Id.
680 |JNEP/CBD/BSWG/4/4, see Annex |.

ning and carrying out the release, and information
on the training of such personnel.

At BSWG-4, CG-1 first reviewed and simplified the
draft Annex |, then referred it to SWG-1.7% During
the discussion it was pointed out that some of
the submissions were more detailed regarding
risk assessment. The need for an Annex Il on risk
assessment parameters was also discussed.’”
The issue was sent back to CG-1, where drafts of
Annex | and Annex Il (risk assessment) were pre-
pared.’” In order to facilitate the work on annexes
at BSWG-5, CG-1 also prepared a list of annexes
based on those discussed at the meeting, annexes
identified in government submissions, and annex-
es referred to in the text of articles discussed by
the sub-working groups at the meeting.5’¢

Discussions in CG-1 addressed the uncertain legal
status of the Annex and its level of detail, and it
was agreed to seek guidance from SWG-1.5”7 Del-
egations debated whether an AIA notification
should include a risk assessment report in every
case, and whether such a risk assessment would
be undertaken according to the parameters listed
in Annex 1158 CG-1 also responded to concerns
raised in SWG-l about “intended use of LMO”
and “intended dates of transfer” where delegates
noted that specific dates might not always be
known, and an exporter requesting AIA might not
have complete information about intended use
of an LMO in the country of import.° The con-
solidated text listed categories of information to
be provided in an AlA notification, including the
taxonomic status of the recipient organism, meth-
ods to ensure safe handling, a risk assessment
report, intended dates of transfer, and intended
use of the LMO.%® Two footnotes were included to
clarify and allow for further development of the
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provision: a first note retained the possibility of
re-considering the inclusion of information on the
applicable laws, procedures and guidelines of the
State of export, as well as of available information,
including purpose, about any notification to other
governments on the import or development of
the LMO.%®" Both of these would be included at
BSWG-5. The second footnote simply noted that
responsibility for declaring the factual correctness
of the information needed to be clarified.5®

At BSWG-5 discussions of the annexes by CG-1
began with the consideration of the 19 annexes
forwarded by BSWG-4.% Although the list would
be carried forward to BSWG-6, it was agreed that
the Protocol should contain no more than four
annexes, of which Annexes | (Information required
for notification for AlA) and Il (Risk Assessment)
had strong support.®

In draft Annex | (Information), the number of
elements was increased from 12 to 15.%> The
footnotes were removed as the elements they
addressed were inserted into the text. Follow-
ing Norway’s proposal to include language on
the “regulatory status of the LMO” to address
the issue of applicable laws referred to in the
earlier footnote, this element was inserted.’®® A
new element concerning the “intended date of
the transboundary movement, if known” was
also included.®®” Finally, regarding the reference
to centres of origin, “a description of the habi-
tats where the organism may persist or prolifer-
ate” was introduced in brackets, consistent with
earlier proposals.’® Other brackets that were

681 Id
682 Id

683 UNEP/CBD/BSWG/5/3, paras. 36-37,and UNEP/CBD/BSWG/5/Inf.1.
684 Id.

685 UNEP/CBD/BSWG/5/3, see Annex .

kept at this stage referred to: “products thereof’
availability of risk assessments; and reference to
either “the exporter/importer or applicant/receiv-
ing company/institution/individual’ respectively.
Their removal was dependent upon discussions
on issues and terminology in other groups.t®
But, with the exception of these few brackets, the
number and content of elements were those that
would feature in the final text.

Discussions continued at BSWG-6, where the Chair
noted that the heavy workload of the CG-1 pre-
cluded consideration of any annexes additional to
the two already contained in the draft negotiat-
ing text.®° By the end of 16 February 1999, discus-
sions on Annex | had been completed®' except for
the sub-paragraph on risk assessment, which was
transferred to the discussions on Annex Il (Risk
Assessment).®2 Annex | was completed the next
day when delegates agreed to text providing for
“a previous and existing risk assessment report
consistent with Annex 11" Once the more gen-
eral pending issues were resolved, the Chair’s text
included a single reference to “products thereof”
in sub-paragraph (i) on intended use.®* Annex |
was then provisionally adopted by the BSWG.%%
The remaining brackets had been removed in
this text, now identical to the final text except
for minor corrections made by the Legal Drafting
Group,®*® and Annex | was finally adopted at the
resumed ExCOP.5”

686 UNEP/CBD/BSWG/5/2, pp. 132-134, contains new submissions from New Zealand, Norway, Peru, Slovenia and Thailand.

687 1d. As New Zealand, Slovenia and Thailand proposed in their submissions.

688 UNEP/CBD/BSWG/3/3, see the submissions from Colombia, Cuba, Norway and South Africa.

689 UNEP/CBD/BSWG/5/3, para. 37.

690 UNEP/CBD/EXCOP/1/2, p. .

691 Ibid. p.8.

692 ENBVol. 9 No. 112, p. 2.

93 ENBVol.9 No. 113, p. 2.

694 UNEP/CBD/BSWG/6/L.2. See Annex |.

695 UNEP/CBD/EXCOP/1/3, para. 51.

696 UNEP/CBD/BSWG/6/L.2/Rev.2. See Annex .
697 UNEP/CBD/EXCOP/1/3.
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Annex lI: 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 modi-
fied 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 character-
istics of recipient organism or parental
organisms related to biosafety.

(g) Centres of origin and centres of genetic
diversity, if known, of the recipient organ-
ism 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 Il

(k) Suggested methods for the safe han-
dling, storage, transport and use, includ-
ing packaging, labelling, documentation,
disposal and contingency procedures,
where appropriate.

698 See sections on Article 7 and Article 11.

The development of an annex on information
requirements for LMO-FFPs resulted from the
agreement to develop an alternative procedure
for LMO-FFPs given their exclusion from the AIA
procedure.®® An annex covering the information
to be provided under the new article on LMO-FFPs
(then Article 9bis) was first proposed in President
Mayr's non-paper for the resumed ExCOPf* This
proposal reduced the elements of Annex | (Infor-
mation required to obtain AlA) to six,”°° namely:
name, address and contact details of developer
and/or notifier; name, identity and domestic clas-
sification of the biosafety level of the LMO (not
in Annex l); description of the modification and
resulting characteristics; centres of origin and
description of habitats of proliferation; intended
use; and risk assessment.”

Discussions at the resumed ExCOP were held
on the basis of the draft Protocol text and the
President’s non-paper.The contact group on com-
modities at the resumed session of the ExCOP
agreed to add several new elements to the list
in this Annex, including, inter alia, unique identi-
fication of LMOs and suggested methods for safe
handling, storage and transport.”® When this pro-
posal was further considered, contact group Chair
Pythoud reported a consensus on extending the
differentiated approach to the accompanying
documentation.”®® Further elements from draft
Annex | were included: taxonomic status, and
characteristics of recipient and donor organisms.
In the final draft of the Protocol submitted by the
Legal Drafting Group, the references to “intended
uses” was replaced by “approved uses” and the
name and contact details were amended to
become the “applicant for a decision on domestic
use” and the “authority responsible for the deci-
sion”**The Annex was then adopted as part of the
final text of the Protocol as Annex Il. This resulted
in a renumbering of the remaining Annex on Risk
Assessment, which became Annex llI.

699 Draft Chairman'’s proposal for addressing the essential core issues of the scope of the Protocol of 21 December 1999, see Annex 1B.

700 See section on Annex | above.

701 14.

702 ENB Vil 09 No. 132, p. 2.

703 ENB Vol. 09 No. 135, p. 2 and No. 136, p. 1.
704 UNEP/CBD/EXCOP/1/L.5, see Annex IIl.
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Annex lll: 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 environ-
ment, 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 organisations.

4. Lack of scientific knowledge or scientif-
ic consensus should not necessarily be
interpreted as indicating 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 replica-
ble 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 fur-

ther information about specific subjects,
which may be identified and requested
during the assessment process, while on
the other hand information on other sub-
jects 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 geno-
typic and phenotypic characteristics asso-
ciated with the living modified organism
that may have adverse effects on biologi-
cal diversity in the likely potential receiv-
ing environment, taking also into account
risks to human health;

(b) An evaluation of the likelihood of these
adverse effects being realised, 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 realised;
(d) An estimation of the overall risk posed
by the living modified organism based on
the evaluation of the likelihood and con-
sequences of the identified adverse
effects being realised;

(e) A recommendation as to whether or
not the risks are acceptable or manage-
able, including, where necessary, identifi-
cation 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 imple-
menting appropriate risk management
strategies and/or monitoring the living
modified organism in the receiving envi-
ronment.

Points to consider

9. Depending on the case, risk assessment
takes into account the relevant technical
and scientific details regarding the char-
acteristics of the following subjects:

(a) Recipient organism or parental organ-
isms. The biological characteristics of the
recipient organism or parental organisms,
including information on taxonomic sta-
tus, common name, origin, centres of ori-
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gin and centres of genetic diversity, if
known, and a description of the habitat
where the organisms may persist or prolif-
erate;

(b) Donor organism or organisms. Taxo-
nomic 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 dif-
ferences between the biological charac-
teristics of the living modified organism
and those of the recipient organism or
parental organisms;

(f) Detection and identification of the liv-
ing modified organism. Suggested detec-
tion and identification 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 diver-
sity and centres of origin of the likely
potential receiving environment.

The African group’s submission prior to BSWG-27%
included an annex on parameters for risk assess-

ment classified according to: characteristics of
the donor and recipient organisms, vectors, living
modified organism, resuscitated organisms and
genes and fossil DNA, safety considerations for
human and animal health, environmental con-
siderations, and socio-economic considerations.
The submission also contained an annex on risk
management procedures. For the proposed article
on risk assessment, the African group proposed
that decisions on import should be based on risk
assessments undertaken on a case by case basis,
language that would later be reflected in this
annex.’®

In its submission, Australia referred to Article 30
of the Convention (Adoption and amendment of
annexes). Norway also submitted a comprehen-
sive proposal addressing: information related to
the LMO (similar to the African proposal); informa-
tion related to the intended use, sub-divided into
LMOs for contained use and those for deliberate
release; and characteristics of the potential receiv-
ing environment.

Further submissions were received prior to BSWG-
3, the majority containing lists of specific infor-
mation requirements.”” The African group, India
and Norway proposed extensive listings of the
characteristics of the different organisms involved
in the genetic modification.The African group and
India also proposed information on the genetic
stability of the organisms, the potential of the
organisms to transfer genes with other organisms,
potential pathogenicity to humans and animals,
and measures to counteract adverse impacts.
Together with Sri Lanka, they also proposed tak-
ing into account environmental and socio-eco-
nomic considerations. Many of the submissions’?®
emphasised information on the characteristics of
the vector, in contrast to the information required
under Annex .7%° Malaysia referred to preliminary

795 UNEP/CBD/BSWG/2/2, pp. 78-97, contains the submissions of the African region, Australia and Norway.

706 |bid., p. 56. See also section on Article 15 above.

797 UNEP/CBD/BSWG/3/3, pp. 92-103, contains the submissions of the African region, Australia, Belarus, Brazil, India, Malaysia, Norway, Peru and Sri

Lanka.
708 The African region, Belarus, Brazil, India, Norway and Sri Lanka.
709 Gee section on Annex | above.
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issues on methodology, advocating a multidisci-
plinary approach, and specifying the objectives of
the risk assessment.

CG-1, having agreed that an annex on risk
assessment was necessary but without begin-
ning discussions on its content, compiled these
submissions into the Consolidated Text at BSWG-
3,71° by classifying them into general principles
and specific information requirements. These in
turn were classified according to: characteristics
of donor and recipient or parental organisms;
characteristics of the vector; characteristics of the
LMOs; safety considerations; environmental con-
siderations; release of LMOs for biological control;
release experiment of LMO for bioremediation;
and socio-economic considerations.”"

The discussions during BSWG-4 addressed wheth-
er some information requirements listed in draft
annex | (Information required to obtain AlA) were
more appropriate for inclusion in draft annex I
(Risk Assessment).”? The repetition of information
in both annexes was also discussed.””

Working in parallel with the discussions on the
article on Risk Assessment, (then Article 12) in
SWG-I, CG-1 prepared a draft of annex II: a short
version outlining a general approach and a longer
version containing a more detailed approach.This
recognised that, whichever approach was taken,
no list of risk assessment parameters could fully
provide for all factors in all instances of risk assess-
ment.”™ It identified six risk assessment factors to
be considered and these, in essence, would consti-
tute the elements that feature in the final text as

710 UNEP/CBD/BSWG/3/6, paras. 92 — 95.
711 |bid. See Annex II.

712 ENB Vol.9 No. 78, p. 2.

713 ENB Vol. 9 No. 79, p.2.

714 UNEP/CBD/BSWG/4/4, Annex IV, see Annex Il (Revision).
715 |d

the sequence of the risk assessment: identification
of hazardous characteristics of the LMO, the extent
of the related consequences, the likelihood of the
hazard, estimation of the risk posed, application
of risk management strategies, and determina-
tion of the overall risk of adverse effects.”” A note
was also included to clarify that the information
required could vary from LMO to LMO depend-
ing on the particular circumstances, which would
also appear in the final text (although differently
phrased).

Some countries submitted additional text prior to
BSWG-5.7"%Australia proposed that the assessment
had to be carried out in a scientifically sound and
transparent manner, taking into account scien-
tific evidence, expert technical and technological
advice, experience, and techniques developed
by relevant international organisations. Norway,
which advocated an annex on LMOs for contained
use,”” proposed that the precautionary principle
should be taken into account in the contained
use of LMOs.

While the discussions on the article on risk
assessment continued to examine the need for
an annex on principles and procedures for risk
assessment,”'® CG-1 streamlined the draft annex
Il down to a framework specifying: the objec-
tive, use, general principles, and methodology of
risk assessment (including the parameters to be
taken into account).”” The objective, in line with
Malaysia’s earlier proposal, affirmed that the risk
assessment aimed to identify and evaluate the
potential adverse effects of LMOs on biodiversity.
Further references to human health and socio-

716 UNEP/CBD/BSWG/5/2, pp. 135-144, contains submissions of Australia, New Zealand, Norway, Peru, Slovenia and Thailand.

717 See Appendix | below on Deleted Draft Articles: Annex |1l Contained Use.

718 ENB Vol. 9 No. 100, p. 1 and No. 104, p.1.
719 UNEP/CBD/BSWG/5/3. Annex, see Annex II.
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economic considerations remained in brackets.
The language on use was new and noted the
use of risk assessment by competent authorities
in order to make informed decisions about the
transboundary movement of LMOs. The general
principles language acknowledged the precau-
tionary approach as a guiding principle of the
assessment (in brackets), the uncertainty concern-
ing the level of risk when there is lack of scientific
knowledge or consensus, and the risk associated
with transboundary movements of LMOs or prod-
ucts thereof. It noted that these should be con-
sidered in the context of using the non-modified
recipients or parental organisms in the receiving
environments. Risk assessments should be carried
out on a case by case basis, and in a scientifically
sound and transparent manner.”® The section on
methodology contained the steps and parameters
noted above and included Australia’s reference to
expert advice and guidelines from international
organisations.””" A footnote indicated that further
discussion on the technical details was still pend-
ing.’2

At BSWG-6 agreement on the draft article on risk
assessment was dependent upon a resolution
of the discussions on annex Il. These took place
in CG-1, which considered language on general
principles including reference to the precaution-
ary approach and lack of scientific knowledge.”
Language on requesting additional information
or implementing appropriate risk management
techniques to address uncertainties or increased
levels of risk was inserted.”” Delegates also dis-
cussed specific technical and scientific details
to be taken into account during risk assessment,
including characteristics of recipient/parental

720 Id.
721 |d.
722 |d.
723 ENBVol.9 No. 112, p. 1.
724 |d.
725 |d.

726 ENB Viol. 9 No. 113, p. 2.
727 UNEP/BSWG/6/L.2/Rev.1, see Annex II.
728 NEP/CBD/EXCOP/1/3, para. 5.

organisms, vector, inserts/modification and donor
organisms.”? Information regarding safety con-
siderations for human health and socio-economic
considerations depended on the resolution of dis-
cussions by other sub-groups.’ Similarly, the ref-
erences to “products thereof” and the precaution-
ary approach were dependent upon discussions
in other sub-groups. Following the resolution of
these issues, the section on general principles in
annex Il of the Chair’s text could then contain a
reference to “products thereof”and an implicit ref-
erence to the precautionary approach.”?” Annex II,
together with Annex |, was then provisionally
adopted by the BSWG.”*#

The Legal Drafting Group at the resumed ExCOP
later reviewed this text and made minor editorial
changes. The annex was re-numbered and was
adopted as Annex lll as part of the final text of the
Protocol on 29 January 2000.
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APPENDIX I: DELETED DRAFT
ARTICLES

Relationship with other international
agreements

Prior to BSWG-2, a number of countries submitted
views on the relationship between the protocol
and other international agreements.”?® Australia
recalled that the terms of reference of the BSWG
stated that the protocol should “not override or
duplicate any other international legal instrument
in this area’’*° and stressed that the protocol need
not derogate from WTO provisions. Similarly, the
US proposed specifying that “nothing in [the
protocol] shall affect the rights and obligations
of countries under [prior] agreements.” Norway
proposed an exemption in cases of “serious dam-
age or threat to biological diversity” The EU called
for “consistency between the Protocol and the
Agreements under the WTO” as well as with the
relevant international obligations of the Parties,
proposing to refer the issue as far as possible to
Article 22 of the Convention. At the same time the
Secretariat prepared a background document on
existing international agreements on biosafety to
provide the basis for negotiations,’”>" which was
subsequently considered at BSWG-3.732

The Secretariat also prepared two options of draft
text for BSWG-3.7*® The first simply referred the
issue to Article 22 of the Convention, while the
second reflected the views expressed by Australia
and the US, but with the exemption proposed
by Norway. A second paragraph required Parties
to “implement this Protocol with respect to the
marine environment consistently with the rights
and obligations of States under the law of the

"

sea.

The consolidated text at the end of BSWG-3
included both options, although it dropped the
second paragraph of the second option.”*

729 UNEP/CBD/BSWG/2/2, pp. 32-35, contains the submissions of
Australia, Canada, the European Union, Norway and United States.
730 Decision I1/5, Annex, para. 4(b).

731 UNEP/CBD/BSWG/2/3.

732 UNEP/CBD/BSWG/3/Inf.2.

733 UNEP/CBD/BSWG/3/4, p.8.

734 UNEP/CBD/BSWG/3/6, Annex |, see Article 34.

735 UNEP/CBD/BSWG/4/4, Annex III, see Article 34.
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At BSWG-4, CG-2 continued the preliminary dis-
cussions and a third option was added to the
consolidated draft text.”** This provided that, in
the event of any inconsistency between the Pro-
tocol and the Agreement on Technical Barriers to
Trade (TBT) and the Agreement on the Applica-
tion of Sanitary and Phytosanitary Measures (SPS),
the Protocol would “prevail to the extent of the
inconsistency” and that Parties could “waive to
this extent their right to bring a complaint against
any other Party under [those] agreements”

Several further submissions were made prior to
BSWG-5.7%¢ At BSWG-5, the issue was addressed
by SWG-II in conjunction with draft articles on
Non-Parties and Non-discrimination (then Articles
23 and 24).* There was disagreement on the
relationship between the proposed article on the
relationship with other international agreements
(then Article 34), and paragraph 5 of the article
on General obligations, (then Article 1bis) which
referred to the jurisdiction, rights and obligations
of States under the law of the sea.”®

The resulting consolidated negotiating text at the
end of BSWG-5 contained a single option.”*

Consensus could not be reached during BSWG-6
and the issue remained unresolved. Later, fol-
lowing the informal consultations, a non-paper
by President Mayr proposed removing the draft
article (then Article 31) and reflecting its intent
instead in the Preamble.”* Agreement could not
be reached during the resumed ExCOP and the
matter was finally resolved by informal negotia-
tions on the last day of the negotiations, which led
to the insertion of new preambular provisions on
the relationship of the protocol with other inter-
national agreements, included in the final text of
the Protocol.”

736 UNEP/CBD/BSWG/5/2, see Article 34, contains the submissions of
Ecuador, New Zealand, Peru, Slovenia, Thailand, Uruguay and Venezuela.
737 UNEP/CBD/BSWG/5/3, para. 40.

738 |bid., para. 43.

739 UNEP/CBD/BSWG/5/3, Annex, see Article 34.

740 Draft Chairman’s Proposal, Non-paper dated 21 December 1999. See
also section on the Preamble in section Il above.

741 See also section on Non-discrimination in this Appendix.
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Jurisdictional Scope

A draft article on jurisdictional scope was pre-
pared by the Secretariat for BSWG-3.74> This pro-
posal included two options for text:

1."Articles 4 of the Convention on Biological
Diversity regarding Jurisdictional Scope shall
apply to this Protocol.” or

2."Subject to the rights of other States, and
except as otherwise expressly provided in
this Protocol, the provisions of this Protocol
apply, in relation to each Contracting Party:

(@) In the case of components of biologi-
cal 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.”

The first option reflected a proposal submitted by
the EU prior to BSWG-2.74

The consolidated text at the end of BSWG-3
retained only the first option.”*

At BSWG-4, CG-2 decided that this article was
redundant and could be deleted.”* The recom-
mendation was reiterated at BSWG-5, and the
draft article (“Article 32 Jurisdictional Scope) was
deleted.”¢

742 NEP/CBD/BSWG/3/4,p.7.

743 UNEP/CBD/BSWG/2/2, p.48.

744 UNEP/CBD/BSWG/3/6, Annex |, see Article 32.
745 UNEP/CBD/BSWG/4/4, para. 23.

746 UNEP/CBD/BSWG/5/3, Annex, p. 46

Notification of Transit

A number of governments submitted draft text
prior to BSWG-3.74 Australia and Brazil proposed
that Parties could require notification in writing
of “other Parties intent to transit an LMO through
their territory” According to this proposal, such
Parties would be required to provide the BCH
with “details of the categories of LMOs for which
notification is required” and “information to be
provided with the notification” On receipt of the
notification, the Party would be required to advise
on relevant provisions for transit of the LMOs.
Mexico proposed that transit required the issue
by the country of transit of a permit to the export-
ing Party. The exporting Party should also assume
“responsibility for any cases of accidental release
in [the countries of transit]” Malaysia proposed to
define transit as “the temporary stop-over of an
LMO which is on a continuous journey to another
destination.” Norway proposed a detailed proce-
dure with timelines under which the country of
transit could “declare in writing whether a noti-
fication is required for subsequent transit move-
ments of the same LMO.” Peru proposed that the
“documentation provided for the transport of
LMOs must specify the care needed during their
transit”

The Consolidated Text at the end of BSWG-3
included options for a draft article divided into
four sections: requirements; acknowledgement/
response; treatment of goods in transit; and
an option of no specific provision under this
article.”®

At BSWG-4, the need for this article was con-
sidered by SWG-I. The resulting two options
contained in the consolidated text included an
option for no provision and an option requiring
the earlier proposed elements, i.e. the notification
between Parties of the intent to transit LMOs;
acknowledgement of notification by the State
of transit; notification by transit States regarding

747 UNEP/CBD/BSWG/3/3, see Article 7, contains the submissions of Australia, Brazil, Malaysia, Mexico, Norway and Peru.

748 UNEP/CBD/BSWG/3/6, Annex |, see Article 8.

11



I11. TEXT OF THE PROTOCOL

treatment of subsequent imports; and documen-
tation specifying the necessary care for the LMOs
while in transit.”*

During BSWG-5, SWG-I recommended the dele-
tion of the article on the grounds that its relevant
elements were already covered in a number of
other articles.”®® The Working Group therefore
agreed to the deletion of draft Article 8 (Notifica-
tion of Transit).””'

Emergency Measures’>

Some governments presented draft text on emer-
gency procedures prior to BSWG-2.7>3 These propos-
als, with the exception of Japan which referred the
matter to Article 14(1)(d) and (e) of the Convention,
included a general commitment to immediately
inform affected countries and to introduce appro-
priate measures and procedures; and identified
information to accompany the natification (includ-
ing the identity of the LMO, the quantities and cir-
cumstances of the release,and emergency measures
needed to be taken).The views of the African group
and Norway reflected their concerns about the pos-
sible effects of an accident on human health and the
environment. The African group also added refer-
ences to animal health and biodiversity and Norway
proposed the need for consultations on the part of
the affected States.

749 UNEP/CBD/BSWG/4/4, Annex |, see Article 8.
750 UNEP/CBD/BSWG/5/3, para. 32.

Further proposals were presented for BSWG-3
under two separate headings: unintentional
transboundary movements (then Article 16) and
emergency measures (then Article 17).”** India
endorsed the African group’s earlier text. Malaysia
emphasised the importance of emergency plans
as part of risk management strategies under the
relevant provision of the protocol and the need
for national measures that included contingency
plans and emergency measures. Peru held the
view that in cases of accidents the responsibility
to take immediate action lay with the insurer and
the competent authorities.

All the proposed elements were contained in the
consolidated text prepared by SWG-I1.7>

At BSWG-4,7°¢ the renumbered Article 16 on emer-
gency measures contained text that called either
for the establishment of national measures and
procedures, or for the incorporation of appropri-
ate measures into risk management strategies
required under draft article 13 (Risk Manage-
ment).””” However, later in the meeting, the draft
articles on unintentional transboundary move-
ment and on emergency measures were merged
on the basis of a draft prepared by the Co-Chairs
of SWG-II.”*® These issues are now addressed in
Article 17 of the Protocol.

75T UNEP/CBD/BSWG/5/3, Annex, see Article 8. See also section on Article 6 in Section |1l above.

752 See also section on Article 17 in Section Il above.

753 UNEP/CBD/BSWG/2/2, pp. 58-59, contains the submissions of Aftica, Japan and Norway, and UNEP/CBD/BSWG/2/Inf. 7 contains the submission of

Malaysia.

754 UNEP/CBD/BSWG/3/3, p. 50, contains the submissions of the African group, India, Malaysia and Peru.

755 UNEP/CBD/BSWG/3/6, Annex |, see Articles 15 and 16.
756 Colombia had presented draft text in UNEP/CBD/BSWG/4/3, p. 13.
757 UNEP/CBD/BSWG/4/Inf.2, see Article 16.

758 |UNEP/CBD/BSWG/4/SWG.II/CRP.1. See now section on Article 17 in Section |1l above.
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Minimum national standards

By BSWG-3,a number of governments had submit-
ted draft text on minimum standards,”° following
an earlier submission by Norway.”®® These propos-
als generally agreed with Norway that each “Party
shall ensure that appropriate legal, institutional
and administrative frameworks with regard to
the safe transfer, handling and use of LMOs are in
place” and that “[t]lhe national regulations shall as
a minimum fulfil the requirements set out in this
Protocol with regard to the safe transfer, handling
and use of LMOs" Norway proposed that such
frameworks needed to be established “upon the
date of the entry into force of this Protocol for [the
Party in particular].”

Canada proposed a requirement for “domestic
laws [in so far as to] manage the risks identified
under [their] risk assessment procedures [in accor-
dance with the Protocol].” Language from the first
two elements would later be included in Article 2
(General Provisions). The draft Consolidated Text
at the end of BSWG-3 included the Norwegian
and Canadian proposals, as well as an option not
to have any provision on this issue.”

Chair Koester prepared a note for BSWG-4
based on the three earlier options.”s? This pro-
posed a deadline of “two years after the date of
ratification/accession”; the obligation to “coop-
erate in establishing at the international and
regional level, procedures [for] risk assessment”;
and that “Parties may impose more stringent or
comprehensive requirements based on scien-
tific considerations” At BSWG-4, SWG-| dealt with
this provision and the resulting text contained
two options, a zero (no provision) option and an
option based on the Chair’s text but allowing the
Parties to impose more stringent requirements
based on the precautionary principle.”®®

During BSWG-5 views differed on whether to
retain this article, delete it, or move it elsewhere,
particularly to the draft article on general obliga-
tions (then Article 1bis).”* At the fourth session of
the plenary at BSWG-5, the Co-Chair of SWG-I, Mrs
Wint (Jamaica), reported that SWG-I had agreed
to delete the article if its substance was effectively
addressed in Article 1bis.”®®

At BSWG-6, SWG-II considered the draft for inclu-
sion in Article 1bis. After its principal provisions
were incorporated into the draft Article 1bis (now
Article 2 (General Provisions)), the Working Group
agreed to remove the draft Article 16 on mini-
mum national standards.”®

759 UNEP/CBD/BSWG/3/3, see Article 15, p.43, contains the submissions of the African group, Canada, Mexico, Norway and Peru.

760 UNEP/CBD/BSWG/2/2, p. 59.

761 UNEP/CBD/BSWG/3/6, Annex |, see Article 14, p. 68.
762 UNEP/CBD/BSWG/4/Inf.1, see Article 14.

763 UNEP/CBD/BSWG/4/4, Annex |, see Article 14.

764 Further submissions were made prior to BSWG-5. (UNEP/CBD/BSWG/5/2, pp. 61-63, contains the submissions of Ecuador, Kenya, New Zealand, Peru,

Slovenia, Thailand and Venezuela.
765 UNEP/CBD/BSWG/5/3, para. 32.
766 UNEP/CBD/ExCOP/1/2, para. 39.
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Non-discrimination

Following the discussion in plenary at BSWG-3 on
non-discrimination, it was decided to prepare an
element paper on non-discrimination by SWG-II
and include it in the Consolidated Text.”®” Thirteen
elements were included in the draft text encom-
passing views ranging from acknowledging the
exercise of sovereign rights by Parties in respect
of non-discrimination to ensuring the Protocol’s
consistency with trade-related international trea-
ties,and in particular, those under the WTO.7¢8

A large number of submissions were made prior
to BSWG-4.7% Those from Argentina and Australia
stressed that measures regulating the safe trans-
fer, handling and use of LMOs should not “cre-
ate unnecessary obstacles to, and or constitute
means of arbitrary or unjustified discrimination
or disguised restrictions on international trade’
Argentina also proposed that “Parties shall not
discriminate between imported living modified
organisms and those produced locally and/or
those that have previously authorised to be
imported from a third party”

Chile proposed that “Parties may restrict trade of
certain living modified organisms while permit-
ting others” Bolivia's submission subjected the
introduction of an LMO into a country Party to the
Protocol to compliance with the AIA procedure.
The text from the US and Japan, following Argen-
tina and Australia, declared that the “importing
Party shall ensure that its decisions and actions
with respect to the import of a living modified
organism are not more restrictive than with
regard to the same living modified organism pro-
duced domestically or imported from any other
country.” Japan also proposed that “recipient Con-
tracting Parties may impose specific conditions

767 UNEP/CBD/BSWG/3/6, paras. 65-68.
768 |hid., p.85.

when living modified organisms of foreign origin
are imported from non-Parties with which [there
is] no agreement or arrangement [as provided
under the Protocol]”

Malaysia supported the receiving country Party’s
sovereign right and prerogative to decide on the
issue and allowed that “any matter of national
interest such as social and ethical matters and
sensitivities of the culture and religion prevail-
ing in the receiving country” could be taken into
consideration. It also proposed that “[p]revious
decisions by the receiving country Party... shall
not affect the right of the receiving country Party
to make its [own] decisions”.

Elements from the proposals from Argentina, Aus-
tralia, Japan and the USA were included in the two
substantive options in the draft text prepared by
SWG-II, together with the option to have no provi-
sion on non-discrimination.””

Additional views were submitted prior to BSWG-
5777 During BSWG-5, SWG-II discussed a draft
article, “Non-discrimination/National Treatment’
following a proposal from Mexico’”? as part of
a cluster including draft articles on Non-Parties,
(then Article 23), and on Relationship with Other
International Agreements, (then Article 34). At
the heart of the discussion was the question of
the extent to which the protocol would address
trade issues and what role non-trade concerns
would play. A drafting group worked on draft
articles on non-discrimination and on non-par-
ties. The resulting consolidated negotiating text
at the end of BSWG-5 contained two paragraphs
in brackets endorsing non-discrimination and
prohibiting unnecessary obstacles/unjustified
discriminations/disguised restrictions to trade.””?

769 UNEP/CBD/BSWG/4/2, pp- 10-11, contains submissions of Argentina, Australia, Bolivia, Chile, Japan, Malaysia, Switzerland and USA.

770 UNEP/CBD/BSWG/4/4, Annex Il see Article 24.

771 UNEP/CBD/BSWG/5/2, pp.97-98, contains the submissions of Ecuador, Mexico, New Zealand, Peru, Thailand, Uruguay and Venezuela.

772 Id.
773 UNEP/CBD/BSWG/5/3, Annex, see Article 24.
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At BSWG-6, a Co-Chair (Canada) of the informal
group on trade-related issues, reported to SWG-
Il that many delegates supported deleting the
provision, although one regional group wished
to retain it.””* However, the issue remained unre-
solved and the draft provision on non-discrimina-
tion in the Chair's proposed text at BSWG-6 was
modified slightly, although not in substance.””

The deletion of this article was proposed in Presi-
dent Mayr’s non-paper,”’® in view of the amend-
ments to the preamble’”” and to the then Article 8,
paragraph 4bis’”® (Decision procedure).

At the resumed ExCOP, a contact group on articles
31 (Relationship with other international agree-
ments) and 22 (Non-discrimination) was estab-
lished, chaired by Ambassador Yang (Cameroon),
to examine the issues in the non-paper. Ambassa-
dor Yang would later report that the group’s pro-
posal, set out in a working paper, also suggested
deleting these articles and that their content
should be reflected in three preambular para-
graphs.””® Further consultations were held but no
agreement was reached on the preambular text
to replace those articles.”®® The outstanding issues
relating to the preambular text were resolved in
high-level consultations on the overall text of the
Protocol.”®" Reference to non-discrimination was
not included in the preamble when the final draft
text of the Protocol, as submitted by the Legal
Drafting Group, was adopted.

774 ENB, Vol.9 No. 112, p. 2.
775 UNEP/CBD/BSWG/3/6/L.2, see Article 22.
776 Draft Chairman's Proposal, Non-paper dated. 21 December 1999.

Subsequent Imports

A number of governments submitted draft text
on subsequent imports of LMOs for consideration
at BSWG-3.782 Australia proposed specifying that
notification of subsequent imports of the same
LMO into the same importing Party should only be
required in writing:“where there may be a change
in the intended use of the living modified organ-
ism; a variation in the receiving environment; or
other factors likely to affect the risk assessment
or risk management” However Brazil, together
with Mexico and Peru, proposed that notification
in writing should be required for all subsequent
imports of the same LMO into the same import-
ing Party. The EC suggested “a single notification”
to cover similar or subsequent transboundary
movements to the same Party of import. Norway
proposed that a State of import could at any time
declare that subsequent imports of a specific LMO
into its territory for specified uses or purposes
would be exempt from the AIA procedure. Swit-
zerland proposed that the national focal points
of the importing party should be informed thirty
days in advance of any intended subsequent
transboundary movements and that, in cases of
no response, the exporter could proceed with
such movements.

The draft Consolidated Text at the end of BSWG-3
divided the proposals into three sections: notifica-
tion (six options); application (two options); and
regulation (one option).”s

777 See sections on the Preamble in Section Il above and on Relationship with Other International Agreements in this Appendix.
778 This new paragraph introduced by President Mayr was later removed. See also section on Article 10 in section Ill.

779 UNEP/CBD/EXCOP/1/3, para. 63.
780 |bid., para. 85.
781 |bid,, paras. 87-91.

782 NEP/CBD/BSWG/3/3, Article 10, contains the submissions of Australia, Brazil, European Community, Mexico, Norway, Peru and Switzerland.

783 UNEP/CBD/BSWG/3/6, Annex, Article 10.
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At BSWG-4 the options, drawn mainly from the
submissions of Australia, Brazil, EC and Norway,
were narrowed down to five, including a zero (no
provision) option.’84

However at BSWG-5, SWG-|I decided to delete
the article on the grounds that its contents were
“amply covered in the revised Article 6 [Decision
Procedure] para. 3 (a), as contained in UNEP/CBD/
BSWG/5/SWG.I/CRP.3 as well as in Articles 9 [Sim-
plified Procedure] and 12 [Risk Assessment], con-
tained in working papers 11 and 4, respectively, of
SWG-1."7¢> The Article was provisionally deleted
until BSWG-6, when final deletion of the draft
Article 10 (Subsequent Imports) was agreed.”®¢

784 UNEP/CBD/BSWG/4/4, Annex |, see Article 10.

785 UNEP/CBD/BSWG/5/3, para. 32; and Annex, see Article 10.
785 UNEP/CBD/EXCOP/1/2, para. 39.

787 UNEP/CBD/BSWG/3/4, p. 12.

Ratification, acceptance or approval

The Secretariat prepared a draft article on ratifica-
tion, acceptance or approval for BSWG-3.7% This
stated that, in accordance with Article 34 of the
Convention, the Protocol would be subject to
ratification, acceptance or approval and that the
relevant instrument would be deposited with the
Depositary. Additional provisions regarding the
particular case of regional economic integration
organisations were also envisaged, mirroring the
text of the Convention, in order to clarify that such
organisations and their Member States could not
exercise rights under the Protocol concurrently.

However, during BSWG-4, CG-2 agreed that draft
article 38 on ratification, acceptance and approval
was redundant’®® and that it could be deleted.”®
At BSWG-5, draft article 38 on ratification, accep-
tance and approval was deleted.”®°

788 See Article 34 of the Convention. See also section on Article 37 in section lIl above.

789 |NEP/CBD/BSWG/4/4, para. 23.
790 UNEP/CBD/BSWG/5/3, para. 27.
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Accession

The Secretariat drafted text for BSWG-3 on this
issue,”! which reproduced the relevant provisions
from the Convention.The draft read:

1.In accordance with Article 35 of the Conven-
tion, this Protocol shall be open for accession
by States and by regional economic integra-
tion organisations from the date on which
the Convention or the protocol concerned
is closed for signature. The instruments of
accession shall be deposited with the Deposi-
tary.

2.In their instruments of accession, the organi-
sations referred to in paragraph 1 above shall
declare the extent of their competence with
respect to the matters governed by the Proto-
col. These organisations shall also inform the
Depositary of any relevant modification in the
extent of their competence.

3.The provisions of Article [Ratification,] para-
graph (b), shall apply to regional economic
integration organisations, which accede to
this Protocol.

At BSWG-4, CG-2 agreed that Article 39 (Acces-
sion) was redundant’®? and could be deleted.”®?
BSWG-5 accepted this recommendation and, after
provisionally’”®* deleting this Article, it was then
finally removed.

791 UNEP/CBD/BSWG/3/4, p. 12.

OTHER PROPOSALS
Settlement of Disputes

A number of submissions were made on settle-
ment of disputes prior to BSWG-2.7%° The African
group reproduced the text of Article 27 of the
Convention on Settlement of Disputes, while the
EU invoked Article 27(5) CBD which states that
“the provisions of this Article shall apply with
respect to any protocol except as otherwise pro-
vided in the protocol concerned.” Bolivia called
for an international arbitration mechanism under
UNEP or another international organisation to be
decided by the Convention. Cuba also supported
arbitration but under the procedures set down in
Annex Il of the Convention.

The Secretariat prepared draft text for consider-
ation at BSWG-37¢ containing two options. The
first referred to Article 27 and Annex Il of the Con-
vention, while the second reproduced the text
of Article 27. During the discussions at BSWG-3,
it was agreed that the relevant provisions of the
Convention should apply and that the Protocol
should indicate in its article on Relationship with
the Convention (then article 33), by means of a
footnote, that “[t]his provision potentially allows
for the provisions of the Convention on, for exam-
ple, settlement of disputes; amendment; adoption
and amendment of annexes; and right to vote to
apply to the Protocol”’

Draft Article 33 was reconsidered at BSWG-4 and
BSWG-5 in light of its relation to other pending
issues. Explicit reference to settlement of disputes
was finally removed at BSWG-6.7%

792 See Article 35 of the Convention. See also sections on Article 37 in section Il above, and on Ratification, Acceptance or Approval in this Appendix.

793 NEP/CBD/BSWG/4/4, para. 23.
794 UNEP/CBD/BSWG/5/3, para. 27.

795 UNEP/CBD/BSWG/2/2, pp.40-41, contains the submissions of the African region, Australia, Bolivia, Canada and the EU. See also submission of Cuba

in UNEP/CBD/BSWG/2/Inf.6.

796 UNEP/CBD/BSWG/3/4, p.9.

797 UNEP/CBD/BSWG/3/6, Annex |, see Article 33.
798 UNEP/CBD/BSWG/6/L.2, see Article 30.
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Annex - LMOs that are not likely to
have adverse effects on the conserva-
tion and sustainable use of biological
diversity, taking into account risks to
human health

Following a proposal from the EC before BSWG-
37 to include an annex listing such LMOs, an
“empty” annex was included in the Chair’s pro-
posed text at BSWG-68% but then removed during
the second revision of the draft.2”!

799 UNEP/CBD/BSWG/3/5.
800 NEP/CBD/BSWG/6/L.2, see Annex IIl.

Other Annexes

A number of other proposed annexes were iden-
tified in the Chair's draft on content of certain
articles prepared for BSWG-3. These addressed:
information required in order to obtain advance
informed agreement; risk assessment parameters;
risk management schemes; function of focal
points/competent authorities; and information to
be provided to the Secretariat under information
sharing/clearing-house.®? CG-1 recommended
that these annexes be included in the consoli-
dated draft,and a further list of proposed annexes
contained in submissions was also provided.8%

During BSWG-4, discussions continued on draft
annexes | and Il and on preparations for discus-
sions on the remainder of the proposed annexes
at the following meeting. However, at BSWG-5 the
decision was taken to limit the number of annexes
to four.8%*

801 UNEP/CBD/BSWG/6/L.2/Rev.2. For a more detailed account on this proposal see section on Article 4 in section Ill.

802 YNEP/CBD/BSWG/3/Inf 4.
803 |UNEP/CBD/BSWG/3/6, para. 94.

804 |UNEP/CBD/BSWG/5/3, para. 37. See also the sections on Annexes |, Il and Il in section IIl.
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APPENDIX II: NEGOTIATING SESSIONS AND GROUPS
OPEN-ENDED AD HOC WORKING GROUP ON BIOSAFETY

First Meeting Aarhus, Chairman Mr.Veit Koester Denmark
(BSWG-T) 22-26 July 1996
Second meeting Montreal, Chairman Mr. Veit Koester Denmark
(BSWG-2) 12-16 May 1997
Third Meeting Montreal Chairman Mr. Veit Koester Denmark
(BSWG-3) 13-17 October 1997 Co-Chairs, Sub-Working Group | Dr. Eric Schoonejans France
Mrs. Sandra Wint Jamaica
Co-Chairs, Sub-Working Group Il Ms. Hira Jhamtani Indonesia
Mr. David Gamble New Zealand
Co-Chairs, Contact Group 1 Mr. Gert Willemse South Africa
Mr. Piet van der Meer Netherlands
Co-Chairs, Contact Group 2 Amb. John Ashe Antigua and Barbuda
Fourth meeting Montreal Chairman Mr. Veit Koester Denmark
(BSWG-4) 5-13 February 1998 Co-Chairs, Sub-Working Group | Dr. Eric Schoonejans France
Mrs.Sandra Wint Jamaica
Co-Chairs, Sub-Working Group Il Ms. Amarjeet K. Ahuja India
Mr.John Herity (anada
Co-Chairs, Contact Group 1 Mr. Gert Willemse South Africa
Mr. Piet van der Meer Netherlands
Co-Chairs, Contact Group 2 Amb. John Ashe Antigua and Barbuda
Ms. Katharina Kummer Switzerland
Fifth meeting Montreal Chairman Mr. Veit Koester Denmark
(BSWG-5) 17-28 August 1998 Co-Chairs, Sub-Working Group | Dr.Eric Schoonejans France
Mrs. Sandra Wint Jamaica
Co-Chairs, Sub-Working Group Il Ms. Amarjeet K. Ahuja India
Mr. John Herity (anada
Mr. Gert Willemse South Africa
Co-Chairs, Contact Group 1 Mr. Piet van der Meer Netherlands
Amb. John Ashe Antigua and Barbuda
Co-Chairs, Contact Group 2 Ms. Katharina Kummer Switzerland
Chair, Drafting Group on Liability and Redress  Ms. Kate Cook United Kingdom
Sixth meeting (artagena Chairman Mr. Veit Koester Denmark
(BSWG-6) 15-19 February 1999 Co-Chairs, Sub-Working Group | Dr.Eric Schoonejans France
Mrs.Sandra Wint Jamaica
Co-Chairs, Sub-Working Group Il Mr.Rajen Habib Khwaja  India
Mr. John Herity (anada
Co-Chairs, Contact Group 1 Mr.Osama El-Tayeb Egypt
Mr. Piet van der Meer Netherlands
Co-Chairs, Contact Group 2 Amb. John Ashe Antigua and Barbuda
Ms. Katharina Kummer Switzerland
Chair, Legal Drafting Group Amb. Lynn Holowesko Bahamas
Chair, Drafting Group on Liability and Redress  Ms. Kate Cook United Kingdom
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CONFERENCE OF THE PARTIES TO THE CONVENTION ON BIOLOGICAL DIVERSITY

First extraordinary meeting  Cartagena President Mr. Juan Mayr Maldonado, Colombia
(ExCOP) 22-23 February 1999
Informal consultations Montreal, President Mr. Juan Mayr Maldonado, Colombia
1July 1999
Informal consultations Vienna, President Mr. Juan Mayr Maldonado, Colombia
15-19 September 1999
Informal Montreal President Mr Juan Mayr Maldonado ~ Colombia
Consultations 22-23 January
First extraordinary meeting  Montreal President Mr. Juan Mayr Maldonado, Colombia
(Resumed ExCOP) 24-29 January 2000 Chair, Contact Group (commodities) Mr. Frangois Pythoud Switzerland
Chair, Contact Group (scope) Mr. John Herity (anada
Chair, Legal Drafting Group Amb. Lynn Holowesko Bahamas
Chair, Contact Group (articles 31 and 22) Amb. Philémon Yang Cameroon
Co-ordinator, Consultations on non-core issues ~ Amb. Beat Nobs Switzerland
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APPENDIX I1l: EVOLUTION
OF THE CONTENTS OF THE
PROTOCOL

BSWG-1

During BSWG-1 (July 1996) a contact group was
established to consolidate proposals for the pos-
sible structure of the protocol into a single docu-
ment, not necessarily the subject of consensus,
including in a logical order all the elements put
forward.2® The working paper developed by the
contact group contained three sections: items
included in all proposals, items included in some
but not all proposals, and terms proposed for
definition. The working paper was submitted to
the final plenary and was included as the annex
to the report of the meeting.

Possible Contents of the Protocol on Biosafety
A.ltems included in all proposals:

Title

Preamble

Use of terms/Definitions

Advance informed agreement

Information sharing

Relationship with other international agreements
Institutional framework for the functioning of the Protocol
Settlement of disputes

Amendment

Final clauses

B. Items included in some but not all proposals:

Objectives
Scope
Jurisdictional scope
General obligations
(riteria to determine the use of AIA
and/or notification procedures
Notification procedure
Considerations for risk assessment and risk management
Mechanisms for risk assessment
Mechanisms for risk management

Emergency procedures

Minimum national standards on biosafety

Designation of competent authority and national focal point

(apacity building

Transport and packaging requirements
for the transfer of LMOs

Handling, transport and transit requirements for LMOs

Transhoundary movement between parties

Transhoundary movement from a party
through States which are not parties

Illegal traffic

Duty to re-import

Technical information network

Public awareness

(learing-house

Mechanisms for bilateral agreements

Liability/Liability and compensation

Consultations on liability

Monitoring and compliance

Financial issues

Socio-economic considerations

Review and adaptation

Signature

Accession

Right to vote

Entry into force

Reservations and declarations

Withdrawal

Depository

Authentic texts

Annexes

Appendix I: Terms proposed for definition:

Living Modified Organisms (LMOs)
Transboundary movement
Transfer

Safe transfer

Competent authority

Familiarity

Adverse effects

Contained use
Intended/deliberate release
Unintended release

Focal point

Risk assessment

Risk management

Modern biotechnology

Advance Informed Agreement/Prior informed consent

805 UNEP/CBD/BSWG/1/4, paras. 101-102.
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Minimum national standards
Biosafety

Limited field trial

Handling of LMOs

Use of LMOs

Centres of origin

Centres of genetic diversity
Compensation

Accidental release

Open environment

Open field trial

Accidental

(UNEP/CBD/BSWG/1/4)

BSWG-2

At BSWG-2 (May 1997), the Chair, on the basis of
his review of items which had been addressed by
submissions of participants, tabled conference
room papers or aide-mémoires raising specific
questions on which the views of the delegations
were sought. These views were compiled by the
Chair, and delegations were given an opportunity
to add elements that had been proposed or to
suggest modifications. It was decided to annex
the revised Chair's summary of draft elements to
the report of BSWG-2. It was agreed that these
revised summaries should not be treated as nego-
tiated documents and that they in no way created
a prescriptive framework for negotiations.?%

Chairman’s Summary of Elements Presented

Item A: Procedures in the case of specific transfer of

LMOs

Topic: Modalities of the Procedure(s)

Elements: Notification; Information that may be required;
Period of time; Review

Topic: For which cases should the procedure(s) apply

Elements: No exceptions/deviations; Exceptions/deviations;
Specific cases

Topic: Simplified procedure

Topic: Consent

806 |UNEP/CBD/BSWG/2/6, Annex II.
807 UNEP/CBD/BSWG/3/6.

808 Article 28, CBD.

809 Decision I1/5.
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Item B: Competent authority(s)/focal point(s)

Topic: Modalities for competent authority(s)/focal point(s)

Elements: Nomination; Time of designation; Responsibilities
of Competent

Authority(s)/Focal Point(s)

Item C: Information-sharing

General; Between Parties; Clearing-house; Confidentiality;
Common format

Item D: Capacity-building

Item E: Public awareness/public participation

Public awareness; Public participation

Item F: Risk assessment and risk management (includ-

ing minimum national standards)

Risk Assessment: Provisions; Responsibility; Legal status;
Aim/basis

Risk Management: Provisions; Legal status; Responsibility/
trigger; Basis

Item G: Unintentional transhoundary movement of

LMOs (including accidental and emergency cases)

Item H: Monitoring and compliance

Monitoring

Compliance

Item I: Handling, transport/packaging/and transit

requirements for transhoundary movement of LMOs

(UNEP/CBD/BSWG/2/6)

BSWG-3

At the end of BSWG-3 (October 1997) a “consoli-
dated text of draft articles” was prepared based
on the outcome of the work of the Sub-Working
Groups and contact groups and attached to the
report of the meeting.®” The purpose of this was
to meet the requirement of the Convention that
the text of any proposed protocol be communi-
cated to the Parties by the Secretariat at least six
months before the meeting at which it was to be
adopted.?® As the COP had asked the Working
Group to complete its work by the end of 1998,5%
and as the COP would next meet in May 1998,
this would enable the requirement to be met.The
Chairman had defined “text of a proposed proto-
col” as “a draft text of a protocol that all Govern-
ments agree constitutes sufficient ground for the
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completion of the negotiating process and the
adoption of the protocol, meaning that all options
and elements should be contained in the consoli-
dated draft in legal terms8"°

The opportunity would still remain for govern-
ments to submit text or amendments to the exist-
ing text for inclusion under the following headings
in the consolidated draft articles: socio-economic
considerations; liability and compensation; illegal
traffic; non-Parties; non-discrimination; objectives
and general obligations.®" It was clarified that:

+ The draft did not preclude other options than
those contained in the current draft;

+ The draft did not imply that items addressed
in the draft should be contained in the Proto-
col;and

« The entire consolidated draft should be
considered to be in square brackets, and the

same applied for everything in the draft.5™

Consolidated Text of Draft Articles

Title

Preamble

Article 1- Principles/Objectives

Article 1 bis. General Obligations

Article 2. Use of terms

Article 3. Advance Informed Agreement
Article 4. Notification Procedure for AIA
Article 5. Response to AIA Notification
Article 6. Decision Procedure for AIA

Article 7. Review of Decision under AIA
Article 8. Notification of Transit

Article 9. Simplified Procedure

Article 10. Subsequent Imports

Article 11- Bilateral & Regional Agreements
Article 12- Risk Assessment

Article 13- Risk Management

Article 14- Minimum National Standards
Article 15- Unintentional Transhoundary Movements
Article 16- Emergency Measures

810 UNEP/CBD/BSWG/3/6, para. 98.
817 ibid, para.103.
812 ibid, Annex II.

Article 17- Handling Transport Packaging and Labelling
Article 18- Competent Authority/Focal Point

Article 19- Information Sharing/Biosafety Clearing House
Article 20- Confidential Information

Article 21- Capacity Building

Article 22. Public Awareness / Public Participation

Article 23. Non Parties

Article 24. Non Discrimination

Article 25. lllegal Traffic

Article 26. Socio-Economic Considerations

Article 27. Liability and Compensation

Article 28. Financial Mechanism and Resources

Article 29. Conference of the Parties

Article 30. Subsidiary Bodies and Mechanisms

Article 31. Secretariat

Article 32. Jurisdictional Scope

Article 33. Relationship with the Convention

Article 34.Relationship with other International Conventions
Article 35. Monitoring and Compliance

Article 36. Assessment and Review of Procedures/Annexes
Article 37. Signature

Article 38.Ratification, Acceptance, or Approval

Article 39. Accession

Article 40. Entry into Force

Article 41. Reservations

Article 42. Withdrawals

Article 43. Authentic Texts

Annexes

I. Information required in order to obtain Advance Informed
Agreement

[1. Risk assessment parameters

[1I.Risk management schemes

[V.Function of focal points/competent authorities

V. Information to be provided to the Secretariat under infor-
mation sharing/clearing house

(UNEP/CBD/BSWG/3/6)

The consolidated text approved at the end of
BSWG-3 formed the basis for negotiations at
BSWG-4 (February 1998), which approved draft
articles resulting from the work of its two Sub-
Working Groups and two Contact Groups as a
basis for its future work, on the understanding
that the Secretariat would incorporate them into
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the new consolidated draft text of the protocol, to
be submitted to BSWG-5.8"

The report of the fourth meeting contains four
annexes with the draft articles as reviewed by the
groups:

Annex | (SWG-I) — Articles 3 to 14

+ Annex Il (SWGHI) — Articles 1, Tbis and 15 to 27

+ Annex Il (CG-2) - Preamble and Articles 28 to 43
* Annex IV (CG-1) — Use of Terms.

A fifth Annex contained a list of proposed annexes
to the draft protocol: the two previous draft annexes
I and I, ten further annexes proposed in govern-
ment submissions, and six proposed annexes
referred to in the consolidated text of the SWGs.

The Secretariat thus prepared a “revised con-
solidated text of the draft articles” for BSWG-5
(August 1998).51

Revised Consolidated Text of the Draft Articles for
BSWG-5.

Preamble

Article 1. Objectives

Article 1 bis. General Obligations

Article 2. Use of Terms

Article 3 A.The Scope of the Protocol

Article 3 B.The Application of the AIA Procedure

Article 4. Notification [Procedure][for AlA]

Article 5. Response to [AIA] Notification

Article 6. Decision Procedure for AIA

Article 7. Review of Decisions [Under AlA]

Article 8. Notification of Transit

Article 9. Simplified Procedure

Article 10. Subsequent Imports

Article 11. [International Cooperation] Multilateral, Bilateral
and Regional Agreements [other than the Protocol]]

Article 12.Risk Assessment

Article 13.Risk Management

Article 14. Minimum National Standards

813 UNEP/CBD/BSWG/4/4, para.30.
814 UNEP/CBD/BSWG/5/Inf. 1.
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Merger of Article 15 and Article 16. Unintentional Trans-
boundary Movements and Emergency Measures

Article 17. Handling, Transport, Packaging and Labelling

Article 18. Competent National Authority/National Focal Point

Article 19. Information Sharing/Biosafety Clearing-House/
[Biosafety Database]

Article 20. Confidential Information

Article 21. Capacity-Building

Article 22. Public Awareness/Public Participation

Article 23. Non-Parties

Article 24.Non-Discrimination

Article 25. lllegal Traffic

Article 26. Socio-Economic Considerations

Article 27. Liability and Compensation

Article 28. Financial Mechanism and Resources

Article 29. Conference of the Parties

Article 30. Subsidiary Bodies and Mechanisms

Article 31. Secretariat

Article 32. Jurisdictional Scope

Article 33.Relationship with the Convention

Article 34.Relationship with other International Agreements

Article 35. Monitoring and Reporting

[Article 35 bis. Compliance]

[Article 36. Assessment and Review of this Protocol]

Article 37. Signature

Article 38. Ratification, Acceptance, or Approval

Article 39. Accession

Article 40.Entry into Force

Article 41.Reservations

Article 42.Withdrawal

Article 43. Authentic Texts

Annexes

I. Information Required in Notification for Advance Informed
Agreement

[1. Risk Assessment

[1I. List of Annexes to the draft Protocol

(UNEP/CBD/BSWG/5/Inf.1)

The draft articles and annexes, as revised and
amended by the SWGs and the CGs, were approved
for inclusion in the consolidated text to be used as
a basis for negotiations at the sixth meeting. It was
agreed that the Secretariat would prepare a con-
solidated text of the draft protocol by making nec-
essary editorial corrections, deleting articles, where
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so agreed, and renumbering, without substantively
changing any articles or footnotes, save for the
government submissions to be considered in the
consideration of the preamble 8

The Secretariat thus prepared the “Draft Negotiat-
ing Text"®'® for BSWG-6 (February 1999).

BSWG-6 and the ExCOP

Draft Negotiating Text for BSWG-6.

Title

Preamble

Article 1. Objectives

Article 2. General Obligations

[Article 3. Use of Terms]

Article 4.The Scope of the Protocol

Article 5.The Application of the AIA Procedure

Article 6. Notification

Article 7. Acknowledgement of Receipt of Notification [for AIA

Article 8. Decision Procedure for AIA

Article 9. Review of Decisions [under AlA]

Article 10. Notification of Transit

Article 11. Simplified Procedure

Article 12. Subsequent Imports

Article 13. Multilateral, Bilateral and Regional Agreements
[or Arrangements] [other than the Protocol]

Article 14.Risk Assessment

[Article 15.Risk Management]

Article 16. Minimum National Standards

Article 17. Unintentional Transboundary Movements and
Emergency Measure

[Article 18. Handling, Transport, Packaging [and Labelling]

Article 19. Competent National Authority/National Focal Point

Article 20. Information-Sharing/Biosafety Clearing-House

[Article 21. Confidential Information]

Article 22. Capacity-Building

Article 23. Public Awareness and Participation

[Article 24. Non-Parties]

[Article 25. Non-Discrimination]

[Article 26. Illegal Traffic]

[Article 27.Socio-Economic Considerations]

[Article 28. Liability and Redress]

Article 29.Financial Mechanism and Resources

Article 30. Conference of the Parties

Article 31. Subsidiary Bodies and Mechanisms

Article 32. Secretariat

Article 33. Relationship with the Convention

[Article 34.Relationship with other International Agreements]

Article 35. Monitoring and Reporting

[Article 36. Compliance]

Article 37. Assessment and Review of this Protocol

Article 38. Signature

Article 39. Entry into Force

[Article 40. Reservations]

Article 41.Withdrawal

Article 42. Authentic Texts

Annex I. Information Required In Notification for Advance
Informed Agreement

Annex II. Risk Assessment

(UNEP/CBD/BSWG/6/2)

At the closure of BSWG-6, in light of the unre-
solved issues, the BSWG agreed to forward to the
ExCOP, as a package, the draft articles contained in
the Chair’s proposed text®” and as revised in the
Legal Drafting Group,®™® incorporating the articles
already provisionally adopted. The extraordinary
meeting of the COP (ExCOP) (February 1999) thus
considered this draft.

Draft Protocol on Biosafety submitted to the ExCOP
by the BSWG.

Preamble

1. Objective

2. General provisions

3. Use of terms

4.Scope

5. Application of the advance informed agreement procedures

6. Notification

7.Acknowledgement of receipt of notification

8. Decision procedure

9.Review of decisions

10. Simplified procedure

11. Multilateral, bilateral and regional agreements and
arrangements

815 UNEP/CBD/BSWG/5/3, para.60.
816 UNEP/CBD/BSWG/6/2.

817 UNEP/CBD/BSWG/6/L.2/Rev. 1.
818 UNEP/CBD/BSWG/6/L.2/Rev.2.
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12. Risk assessment

13.Risk management

14. Unintentional transhoundary movements and emergency
measures

15.Handling, transport, packaging and identification

16. Competent national authorities and national focal points

17. Information sharing and the Biosafety Clearing-House

18. Confidential information

19. Capacity-building

20. Public awareness and participation

21.Non-Parties

22. Non-discrimination

23.1llegal transhoundary movements

24, Socio-economic considerations

25. Liability and redress

26. Financial mechanism and resources

27. Conference of the Parties serving as
the meeting of the Parties

28.Subsidiary bodies and mechanisms

29.Secretariat

30. Relationship with the Convention

31. Relationship with other international agreements

32. Monitoring and reporting

33. Compliance

34, Assessment and review

35.Signature

36. Entry into force

37.Reservations

38.Withdrawal

39. Authentic texts

Annexes
I. Information required in notifications

[1. Risk assessment

(UNEP/CBD/ExCOP/1/2)

There was no consensus at the ExCOP on this draft,
or on the three proposals from negotiating groups:
the “package proposal” submitted by the EU;®”° the
“outstanding issues and necessary revisions to the
text of the draft protocol” submitted by the Miami
Group;®? or the “proposal on the text of the draft
protocol” submitted by the Like-Minded Group of
Countries.?”

819 UNEP/CBD/ExCOP/1/3, Annex II.

820 UNEP/CBD/EXCOP/1/3, Annex III.

821 UNEP/CBD/EXCOP/1/3, Annex IV.

822 YNEP/CBD/ExCOP/1/3, decision EM I/1.
823 UNEP/CBD/ExCOP/1/2, Appendix I.

824 UNEP/CBD/ExCOP/1/3, Annex.
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The resumed ExCOP (January 2000) finally
approved the Cartagena Protocol on Biosafety to
the Convention on Biological Diversity with the
following contents and structure. (The table also
indicates when negotiations on the text of each
article were concluded.)

Cartagena Protocol on Biosafety

to the Convention on Biological Diversity

(The title was agreed during the first session of the ExCOP
in Cartagena.®?)

Preamble

(The first eight preambular elements were adopted
unchanged from the proposed text transmitted by the Chair
of the BSWG to the ExCOP on 22 February 1999;823 the final
three (deriving from Articles 22 and 31 in the Chair’s pro-
posed text) were inserted at the close of the resumed ExCOP
on 29 January 2000824)

Article 1 Objective

(Adopted unchanged from Chair’s proposed text)

Article 2 General provisions

(Adopted unchanged from Chair’s proposed text)

Article 3 Use of terms

(Adopted unchanged from Chair’s proposed text)

Article 4 Scope

(Adopted at the close of the resumed ExCOP)

Article 5 Pharmaceuticals

(New article inserted during the resumed ExCOP)

Article 6 Transit and contained use

(New article inserted during the resumed ExCOP)

Article 7 Application of the advance informed agree-
ment procedure

(Former Article 5 in the Chair’s proposed text modified during
the resumed ExCOP)

Article 8 Notification

(Former Article 6 in the Chair’s proposed text with minor
editorial amendments)

Article 9 Acknowledgement of receipt of notification
(Former Article 7 in the Chair’s proposed text adopted
unchanged (except for re-numbering of internal references
to other Article))

Article 10 Decision procedure

(Former Article 8 in the Chair’s proposed text with substan-
tive changes introduced during the resumed ExCOP)
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Article 11 Procedure for living modified organisms
intended for direct use as food or feed, or for processing
(New Article proposed by the President prior to the
resumed ExCOP, following the informal consultations, and
amended by the resumed ExCOP.)

Article 12 Review of decisions

(Former Article 9 in the Chair's proposed text with minor
editorial amendments)

Article 13 Simplified procedure

(Former Article 10 in the Chair’s proposed text, internally re-
ordered and with editorial amendments)

Article 14 Bilateral, regional and multilateral agree-
ments and arrangements

(Former Article 11 in the Chair’s proposed text with the refer-
ence to“Parties or non-Parties” deleted by the resumed ExCOP)
Article 15 Risk assessment

(Former Article 12 in the Chair’s proposed text with minor
amendments)

Article 16 Risk management

(Former Article 13 of the Chair’s proposed text, with amend-
ments to the provision on the period of observation)
Article 17 Unintentional transhoundary movements and
emergency measures

(Former Article 14 of the Chair’s proposed text with editori-
al amendments)

Article 18 Handling, transport, packaging and identification
(Former Article 15 of the Chair’s proposed text, substantially
amended and adopted at the close of the resumed ExCOP)
Article 19 Competent national authorities and national
focal points

(Former Article 16 of the Chair’s proposed text adopted
unchanged)

Article 20 Information sharing and the Biosafety Clear-
ing-House

(Former Article 17 of the Chair’s proposed text with minor
editorial amendments)

Article 21 Confidential information

(Former Article 18 of the Chair’s proposed text with minor
amendments)

Article 22 Capacity-building

(Provisionally adopted at BSWG-6)

Article 23 Public awareness and participation

(Former Article 20 of the Chair’s proposed text with minor
editorial and one substantive amendment)

Article 24 Non-Parties

(Former Article 21 of the Chair’s proposed text amended
during the resumed ExCOP

Article 25 lllegal transhoundary movements

(Former Article 23 of the Chair’s proposed text with minor
amendments)

Article 26 Socio-economic considerations

(Former Article 24 of the Chair’s proposed text with refer-
ence to decisions taken under domestic measures inserted
during the resumed ExCOP)

Article 27 Liability and redress

(Former Article 25 of the Chair’s proposed text adopted
unchanged)

Article 28 Financial mechanism and resources
(Provisionally adopted at BSWG-6)

Article 29 Conference of the Parties serving as the
meeting of the Parties to this Protocol

(Provisionally adopted at BSWG-5)

Article 30 Subsidiary bodies

(Provisionally adopted at BSWG-5)

Article 31 Secretariat

(Provisionally adopted at BSWG-5)

Article 32 Relationship with the Convention
(Provisionally adopted at BSWG-5)

Article 33 Monitoring and reporting

(Provisionally adopted at BSWG-5)

Article 34 Compliance

(Provisionally adopted at BSWG-6)

Article 35 Assessment and review

(Provisionally adopted at BSWG-6)

Article 36 Signature

(Provisionally adopted at BSWG-5)

Article 37 Entry into force

(Provisionally adopted at BSWG-5)

Article 38 Reservations

(Adopted unchanged from Chair’s proposed text)

Article 39 Withdrawal

(Provisionally adopted at BSWG-5)

Article 40 Authentic texts

(Provisionally adopted at BSWG-5)

Annex | Information required in notifications under
Articles 8,10 and 13

(Adopted with minor editorial changes from Chair’s pro-
posed text)

Annex i Information required concerning living modi-
fied organisms intended for direct use as food or feed,
or for processing under Article 11

(New annex added during the resumed ExCOP)

Annex IIl Risk assessment

(Adopted unchanged from Chair’s proposed text)
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APPENDIX IV: PROPOSALS FROM GOVERNMENTS

A: Governments that submitted proposals to BSWG-2

Title Australia, Canada, European Union, Malaysia, Norway
Preamble African region, Australia, Canada, Cuba, European Union, Malaysia, Norway, Switzerland, United States
List of terms/definitions African region, Australia, Canada, Cuba, European Union, Malaysia, Norway, Switzerland, United States

Advance informed agreement

African region, Australia, Canada, Japan, Malaysia, Norway, United States

Information sharing

African region, Australia, Bolivia, Canada, Cuba, Japan, United States

Relationship with other international agreements

Australia, Canada, Cuba, European Union, Norway, United States

Institutional framework

African region, Australia, Bolivia, Canada, European Union, Japan, Norway, United States

Settlement of disputes

African region, Australia, Bolivia, Canada, Cuba, European Union, Japan, Norway, United States

Amendments African region, Australia, Cuba, European Union, Norway

Final clauses Australia, European Union, Malaysia, Norway

Objectives African region, Cuba, European Union, Japan, Malaysia, Norway, Switzerland
Scope African region, Canada, European Union, Japan, Norway, Switzerland

Jurisdictional scope

Cuba, European Union

AlA criteria

(anada, European Union

Notification procedure

African region, Japan, Norway

|dentification and classification

Malaysia

Centres of origin and of genetic diversity

Malaysia

Considerations for risk assessment and risk management

Cuba, European Union, Japan, Switzerland

Mechanisms for risk assessment

African region, Malaysia, Norway

Mechanisms for risk management Norway
Emergency procedures African region, Japan, Malaysia, Norway
Minimum national standards Norway

Designation of competent national authorities
and national focal points

African region, Cuba, European Union, Japan, Malaysia, Norway, Switzerland

Capacity-building

African region, Bolivia, Canada, Cuba, European Union, Malaysia, Norway

Scientific and technical cooperation Cuba, Malaysia,

Transhoundary movement Cuba

Transport and packaging African region, Malaysia, Norway, Switzerland
Contained use Cuba

International register Cuba

Illegal traffic African region

Public awareness African region, Bolivia, Canada, Cuba, Malaysia, Norway
Information and prior informed consent Cuba

(learing house African region, Canada, Switzerland

Technical information network Malaysia

Mechanisms for bilateral agreements Japan

Liability and compensation

African region, Bolivia, Canada, Cuba, European Union, Japan, Malaysia

Consultations on liability Norway
Monitoring and compliance African region, Canada, Cuba, European Union, Malaysia, Norway
Reports Cuba

Financial issues

African region, Cuba, European Union, Japan, Malaysia, Norway

Socio-economic considerations

African region, Bolivia, Canada, European Union, Japan, Malaysia

Ethical considerations

128

Malaysia



I11. TEXT OF THE PROTOCOL

Relationship with the Convention Cuba

Conference of the Parties Cuba

Secretariat Cuba

Review and adaptation Japan, Norway
Adoption and amendment of annexes Australia, Cuba
Signature African region, Cuba
Ratification, acceptance or approval Cuba

Accession African region, Cuba
Right to vote African region, Cuba
Entry into force African region, Australia, Cuba
Reservations and declarations African region, Cuba
Withdrawal African region, Cuba
Depositary African region, Cuba
Authentic texts African region, Cuba
Annex: Information required in order to obtain AIA African region, Cuba
Annex: Risk assessment parameters African region, Norway
Annex: Risk management African region

Other Myanmar

Sources: documents UNEP/CBD/BSWG/2/2; UNEP/CBD/BSWG/2/Inf.6; UNEP/CBD/BSWG/2/Inf.7; and
UNEP/CBD/BSWG/2/Inf.8.
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B: Governments that submitted proposals to BSWG-3

3:AIA

African region, Australia, Belarus, Brazil, Colombia, Cuba, European Community, India, Japan,
Madagascar, Malaysia, Mexico, Norway, Peru, South African region, Sri Lanka,
Switzerland, United States

4: Notification procedure for AIA

African region, Australia, Belarus, Brazil, Canada, Colombia, Cuba, European Community, India,

Japan, Madagascar, Malaysia, Norway, Peru, South African region, Sri Lanka,
Switzerland, United States

5: Decision procedure for AIA

African region, Australia, Belarus, Brazil, Colombia, India, Madagascar, Malaysia, Mexico,
Norway, Peru, South African region, Sri Lanka, Switzerland, United States

6: Response to AlA notification

Australia, Belarus, Brazil, Canada, Colombia, European Community [check], Japan, Madagascar,
Malaysia, Norway, South African region, Sri Lanka, Switzerland, United States

7: Notification of transit

Australia, Brazil, Malaysia, Mexico, Norway, Peru

8:Review of decisions under AIA

African region, Australia, Brazil, Malaysia, Peru, South African region, Sri Lanka

9: Simplified procedure

African region, European Community, India, Japan, Norway, South African region

10: Subsequent imports

Australia, Brazil, European Community, Mexico, Norway, Peru, Switzerland

11: Confidential information

Australia, Brazil, Colombia, European Community, Madagascar, Mexico, Norway,
Sri Lanka, United States

12: Bilateral and regional agreements

African region, Australia, European Community, Switzerland, United States

13:Risk assessment

African region, Australia, Belarus, Canada, Colombia, Cuba, India, Madagascar,
Malaysia, Norway, Sri Lanka, Switzerland

14: Risk management

African region, Australia, Belarus, Canada, Colombia, Cuba, India, Madagascar,
Malaysia, Norway, Sri Lanka, Switzerland

15: Minimum national standards

African region, Canada, Mexico, Norway, Peru

16: International transboundary movements

Australia, Belarus, Brazil, European Community, Malaysia, Mexico,
Norway, Peru, Sri Lanka, Switzerland, United States

17:Emergency measures

African region, India, Malaysia, Peru

18: Handling, transport, packaging and labelling

African region, Australia/Brazil/Sri Lanka, Belarus, Colombia, Cuba, India, Japan,
Malaysia, Mexico, Norway, Peru, Switzerland, United States

19: Competent national authority

African region, Australia, Belarus, Brazil, Colombia, Cuba, European Community, India, Japan,

Madagascar, Malaysia, Mexico, Norway, Peru, South African region, Sri Lanka, Switzerland, United States

20: Information sharing/clearing house

African region, Australia, Belarus, Brazil, Canada, Colombia, Cuba, European Community, India,
Japan, Madagascar, Malaysia, Mexico, Norway, Peru, South African region, Sri Lanka,
Switzerland, United States

21: Capacity building

African region, Australia, Belarus, Brazil, Canada, Colombia, Cuba, European Community, India,
Madagascar, Malaysia, Mexico, Norway, Peru, Sri Lanka, Switzerland, United States

22: Public awareness/public participation

African region, Australia, Belarus, Brazil, Canada, Cuba, India, Japan,
Malaysia, Mexico, Norway, Peru, Sri Lanka, Switzerland

Annex : Information required in order to obtain AIA

African region, Australia, Brazil, Canada, Colombia, Cuba, India, Norway,
Peru, South African region, Sri Lanka, Switzerland, United States

Annex II: Risk assessment parameters

African region, Australia, Belarus, Brazil, India, Malaysia, Norway, Peru, Sri Lanka

Annex I1l: Risk management schemes

African region, India, Norway

Annex IV: Information to be provided to the Secretariat
under information sharing/clearing house

African region, Australia, Belarus, Brazil, Canada, Colombia, European Community, Japan,
Madagascar, Norway, Peru, Sri Lanka

Socio-economic considerations

African region, Cameroon, Japan, Malaysia, South African region, Sri Lanka

Liability and compensation

African region, Brazil, Japan, Malaysia, Mexico, Norway, St. Kitts and Nevis, South African region
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The Secretariat also submitted recommendations®? on:
+ Financial issues
« Institutional framework
« Jurisdictional scope
+ Relationship with other international conventions
+ Settlement of disputes
* Review
+ Final clauses

Sources: UNEP/CBD/BSWG/3/3; UNEP/CBD/BSWG/3/3/Add.1; UNEP/CBD/BSWG/3/3/Add.3; and UNEP/
CBD/BSWG/3/4

825 (UNEP/CBD/BSWG/3/4)
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C: Governments that submitted proposals to BSWG-4

Title

Australia

Preamble

United States

Article 1- Principles/Objectives

African region, Argentina, Bolivia, Chile, Colombia, Guinea, Japan,
Malaysia, South African region, Switzerland, United States

Article 1 bis. General Obligations

African region, Chile, Ethiopia, Guinea, India, Japan, South African region,
Switzerland, United States

Article 2. Use of terms Colombia, United States
Article 3. Advance Informed Agreement Colombia

Article 4. Notification Procedure for AIA Colombia

Article 5. Response to AlA Notification Colombia, United States
Article 6. Decision Procedure for AIA Colombia

Article 7. Review of Decision under AIA

Article 8. Notification of Transit Colombia

Article 9. Simplified Procedure Australia

Article 10. Subsequent Imports United States

Article 11- Bilateral & Regional Agreements Colombia, United States
Article 12- Risk Assessment Colombia

Article 13- Risk Management Colombia

Article 14- Minimum National Standards

Article 15- Unintentional Transboundary Movements Colombia, United States
Article 16- Emergency Measures Colombia

Article 17- Handling Transport Packaging and Labelling ~ Colombia, United States
Article 18- Competent Authority/Focal Point Colombia

Article 19- Information Sharing/Biosafety Clearing House

Australia, Colombia, United States

Article 20- Confidential Information

Australia, Colombia, United States

Article 21- Capacity Building

Colombia

Article 22. Public Awareness / Public Participation

Colombia

Article 23.Non Parties

African region, Argentina, Bolivia, Chile, Ethiopia, India, Japan, Malaysia, Niger,

South African region, Switzerland, United States

Article 24.Non Discrimination

Argentina, Australia, Bolivia, Chile, Japan, Malaysia, Switzerland, United States

Article 25. lllegal Traffic

African region, Bolivia, Chile, Colombia, European Community, Guinea, Japan,

Malaysia, Niger, South African region, Switzerland

Article 26. Socio-Economic Considerations

African region, Bolivia, Chile, Colombia, Ethiopia, Guinea, Japan,
Malaysia, Niger, South African region, Switzerland

Article 27. Liability and Compensation

African region, Bolivia, Chile, Colombia, India, Japan, Malaysia,
Norway, South African region, Switzerland

Article 28. Financial Mechanism and Resources

Colombia

Article 29. Conference of the Parties

United States

Article 30. Subsidiary Bodies and Mechanisms

Article 31. Secretariat

Article 32. Jurisdictional Scope

Article 33.Relationship with the Convention

Article 34.Relationship with
other International Conventions
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Article 35. Monitoring and Compliance

Article 36. Assessment United States
and Review of Procedures/Annexes

Article 37.Signature

Article 38. Ratification, Acceptance, or Approval

Article 39. Accession

Article 40. Entry into Force United States

Article 41.Reservations

Article 42. Withdrawals United States

Article 43. Authentic Texts

Annexes

. Information required in order Colombia, United States
to obtain Advance Informed Agreement

I1. Risk assessment parameters Norway, United States
I1I. Risk management schemes United States

IV. Function of focal points/competent authorities United States

V. Information to be provided to the Secretariat under information sharing/clearing house

United States

New annex: Contained use Norway

Sources: UNEP/CBD/BSWG/4/2 and UNEP/CBD/BSWG/4/3
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D: Governments that submitted proposals to BSWG-5

General comments

Ecuador, Mexico, Panama, Switzerland, Uruguay, Vanuatu

Title

New Zealand

Preamble

Ecuador, European Community, Georgia, Mexico, New Zealand, Panama, Peru, Thailand

Article 1.0bjectives

Ecuador, European Community, Georgia, New Zealand, Slovenia, Thailand, Uruguay, Venezuela

Article 1 bis. General Obligations

Ecuador, Georgia, Kenya, Mexico, New Zealand, Peru, Slovenia, Thailand, Uruguay, Venezuela

Article 2. Use of Terms

Ecuador, Georgia, Japan, Mexico, New Zealand, Panama, Peru, Slovenia,
Thailand, United States, Uruguay, Venezuela

Article 3 A.The Scope of the Protocol

Ecuador, Georgia, Kenya, New Zealand, Peru, Slovenia, Thailand, Venezuela

Article 3 B.The Application of the AIA Procedure

Ecuador, Georgia, Kenya, New Zealand, Norway, Peru, Slovenia, Thailand, Uruguay, Venezuela

Article 4. Notification [Procedure][for AIA]

Ecuador, New Zealand, Peru, Thailand, Venezuela, United States

Article 5. Response to [AIA] Notification

Ecuador, Georgia, New Zealand, Peru, Slovenia, Thailand, Venezuela

Article 6. Decision Procedure for AIA

Ecuador, Georgia, Kenya, New Zealand, Peru, Slovenia, Thailand, Venezuela

Article 7. Review of Decisions [Under AIA]

Ecuador, Georgia, New Zealand, Peru, Slovenia, Thailand, Venezuela

Article 8. Notification of Transit

Ecuador, Georgia, New Zealand, Peru, Slovenia, Thailand, Venezuela

Article 9. Simplified Procedure

Ecuador, Georgia, New Zealand, Peru, Slovenia, Thailand, Venezuela

Article 10. Subsequent Imports

Ecuador, Georgia, New Zealand, Peru, Slovenia, Thailand, Venezuela

Article 11. [International Cooperation] Multilateral,
Bilateral and Regional Agreements
[other than the Protocol]]

Australia, Ecuador, Georgia, Japan, New Zealand, Peru, Slovenia, Thailand, Venezuela

Article 12.Risk Assessment

Australia, Ecuador, Georgia, Japan, Kenya, Mexico, New Zealand,
Norway, Peru, Slovenia, Thailand, Venezuela

Article 13.Risk Management

Australia, Ecuador, Georgia, New Zealand, Peru, Slovenia, Thailand, Venezuela

Article 14. Minimum National Standards

Ecuador, Georgia, Kenya, New Zealand, Peru, Slovenia, Thailand, Venezuela

Merger of Article 15 and Article 16. Unintentional
Transboundary Movements and Emergency Measures

Ecuador, Georgia, New Zealand, Peru, Slovenia, Thailand, United States, Venezuela

Article 17.Handling, Transport, Packaging and Labelling

Ecuador, Georgia, Kenya, New Zealand, Peru, Slovenia, Thailand, Venezuela

Article 18. Competent National Authority/
National Focal Point

Ecuador, Georgia, New Zealand, Peru, Slovenia, Thailand, Venezuela

Article 19. Information Sharing/
Biosafety Clearing-House/[Biosafety Database]

Ecuador, Georgia, Kenya, New Zealand, Peru, Slovenia, Thailand, Uruguay, Venezuela

Article 20. Confidential Information

Ecuador, Georgia, New Zealand, Peru, Slovenia, Thailand, Venezuela

Article 21. Capacity-Building

Ecuador, Georgia, New Zealand, Peru, Slovenia, Thailand, Venezuela

Article 22. Public Awareness/Public Participation

Ecuador, Georgia, New Zealand, Peru, Slovenia, Thailand, Venezuela

Article 23. Non-Parties

Ecuador, Georgia, Japan, New Zealand, Peru, Slovenia, Thailand, Uruguay, Venezuela

Article 24. Non-Discrimination

Ecuador, Georgia, Mexico, New Zealand, Peru, Slovenia, Thailand, Uruguay, Venezuela

Article 25. lllegal Traffic

Ecuador, Georgia, Kenya, New Zealand, Peru, Slovenia, Thailand, Venezuela

Article 26. Socio-Economic Considerations

Ecuador, Georgia, Haiti, Kenya, New Zealand, Peru, Slovenia, Thailand, Venezuela

Article 27. Liability and Compensation

Ecuador, Georgia, Haiti, Kenya, New Zealand, Peru, Slovenia, Thailand, Venezuela

Article 28. Financial Mechanism and Resources

Ecuador, Georgia, New Zealand, Peru, Slovenia, Thailand, Venezuela

Article 29. Conference of the Parties

Georgia, Peru, Slovenia, Thailand, Venezuela

Article 30. Subsidiary Bodies and Mechanisms

Georgia, Peru, Slovenia, Thailand, United States, Venezuela

Article 31. Secretariat

Georgia, Peru, Slovenia, Thailand, Venezuela

Article 32. Jurisdictional Scope

Georgia, New Zealand, Peru, Slovenia, Thailand, Venezuela

Article 33.Relationship with the Convention

New Zealand, Peru, Slovenia, Thailand, Venezuela
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Article 34.Relationship with
other International Agreements

Ecuador, Georgia, New Zealand, Peru, Slovenia, Thailand, Uruguay, Venezuela

Article 35. Monitoring and Reporting

European Community, Georgia, New Zealand, Peru, Slovenia, Thailand, Venezuela

[Article 35 bis. Compliance]

Ecuador, Georgia, Haiti, Kenya, New Zealand, Peru, Slovenia, Thailand, Venezuela

[Article 36. Assessment and Review of this Protocol]

Ecuador, Georgia, New Zealand, Peru, Slovenia, Thailand, Venezuela

Article 37. Signature

Peru, Slovenia, Thailand, Venezuela

Article 38. Ratification, Acceptance, or Approval

New Zealand, Peru, Slovenia, Thailand, Venezuela

Article 39. Accession

New Zealand, Peru, Slovenia, Thailand, Venezuela

Article 40. Entry into Force

Georgia, New Zealand, Peru, Slovenia, Thailand, Venezuela

Article 41.Reservations

Ecuador, Georgia, New Zealand, Peru, Slovenia, Thailand, Venezuela

Article 42.Withdrawal

Georgia, Peru, Slovenia, Thailand, Venezuela

Article 43. Authentic Texts

New Zealand, Peru, Thailand, Venezuela

Annexes

|. Information Required in Notification for Advance Informed Agreement

New Zealand, Norway, Peru, Slovenia, Thailand

II. Risk Assessment

Australia, New Zealand, Norway, Peru, Slovenia, Thailand

M1l List of Annexes to the draft Protocol

European Community, Thailand

Response to Aide Mémoire from Co-Chairs of (Gs 1and 2 European Community

Sources: UNEP/CBD/BSWG/5/2; UNEP/CBD/BSWG/5/Inf.2; and UNEP/CBD/BSWG/5/Inf.2/Add.1
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E: Governments that submitted proposals to BSWG-6

Article 1 Objectives Slovenia
Article 3 Use of Terms Slovenia
Article 5 Application of AIA procedure Slovenia
Article 11 Simplified procedure Slovenia
Article 18 Handling, Transport, Packaging and Labelling  Slovenia
Article 28 Liability and Redress Slovenia
Settlement of Disputes Chile

Sources: UNEP/CBD/BSWG/6/Inf.3

The Secretariat also re-circulated previous submissions (see UNEP/CBD/BSWG/6/Inf.2).
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APPENDIX V:LIST OF DOCUMENTS

Report of Panel IV (UNEP):

UNEP/Bio.Div./Panels/Inf. 4 Consideration of 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 modi-
fied organism resulting from biotechnology that
may have adverse effect on the conservation and
sustainable use of biological diversity

COP-1 (Nassau, November 1994)

Pre-session document:

UNEP/CBD/COP/1/3 Report of the Intergovern-
mental Committee on the Convention on Bio-
logical Diversity on the Work of its First Session
(paragraph 1(c), paragraph 18, Annex II-Report of
working Group [)

UNEP/CBD/COP/1/4 Report of the Intergovern-
mental Committee on the Convention on Bio-
logical Diversity on the Work of its Second Session
(Iltem 4.2.2, paragraphs 222-232)

Report

UNEP/CBD/COP/1/17 Report of the First Meeting
of the Conference of the Parties to the Conven-
tion on Biological Diversity (contains decision
I/9-Medium term programme of work of the Con-
ference of the Parties, paragraphs 3-8)

COP-2 (Jakarta, November 1995)

Pre-session document:

UNEP/CBD/COP/2/7 Report of the Open-Ended
Ad Hoc Group of Experts on Biosafety (Madrid,
July 1995) also contains (Annex IV) Report of the
Panel of Experts on Biosafety (Cairo, May 1995)

Report:

UNEP/CBD/COP/2/19 Report of the Second Meet-
ing of the Conference of the Parties to the Con-
vention on Biological Diversity (contains decision
II/5 Consideration of the need for and modalities
of a protocol for the safe transfer, handling and
use of living modified organisms)

BSWG-1 (Aarhus, July 1996)

Pre-session documents:

UNEP/CBD/BSWG/1/1 Draft Provisional Agenda
UNEP/CBD/BSWG/1/1/Add.1 Draft Annotated Pro-
visional Agenda

UNEP/CBD/BSWG/1/2 Terms of reference of the
Open-ended Ad Hoc Working Group on Biosafety
UNEP/CBD/BSWG/1/3 Elaboration of the terms
of reference of the Open-ended Ad Hoc Working
Group on Biosafety

Report:

UNEP/CBD/BSWG/1/4 (UNEP/CBD/COP/2/7)
Report of the First Meeting of the Open ended Ad
Hoc Working Group on Biosafety

BSWG-2 (Montreal, May 1997)

Pre-session documents:

UNEP/CBD/BSWG/2/1 Draft Provisional Agenda
UNEP/CBD/BSWG/2/1/Add.1 Annotations to the
Provisional Agenda

UNEP/CBD/BSWG/2/2 Compilation of views of
Governments on the contents of the future proto-
col (18 March 1997)

UNEP/CBD/BSWG/2/3 Background document
on existing international agreements related to
Biosafety

UNEP/CBD/BSWG/2/4 Potential socio-economic
effects of biotechnology: a bibliography
UNEP/CBD/BSWG/2/5 Glossary of terms relevant to
a biosafety protocol: results of a preliminary survey
UNEP/CBD/BSWG/2/Inf.1 Information for partici-
pants

UNEP/CBD/BSWG/2/Inf.2 Individual Government
submissions on the contents of the future Pro-
tocol

UNEP/CBD/BSWG/2/Inf.3 Report of the First Meeting
UNEP/CBD/BSWG/2/Inf.4 Enabling the safe use of
biotechnology

UNEP/CBD/BSWG/2/Inf.5 UNEP international tech-
nical guidelines for safety in biotechnology
UNEP/CBD/BSWG/2/Inf.6 Views of Cuba (6 May 1997)
UNEP/CBD/BSWG/2/Inf.7 Views of Malaysia (6 May
1997)

UNEP/CBD/BSWG/2/Inf.8 Views of Myanmar (6
May 1997)

UNEP/CBD/BSWG/2/Inf.9 List of participants
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Report:

UNEP/CBD/BSWG/2/6 Report of the Second Meet-
ing of the Open-ended Ad Hoc Working Group on
Biosafety

BSWG-3 (Montreal, October 1997)

Pre-session documents:

UNEP/CBD/BSWG/3/1 Draft Provisional Agenda
UNEP/CBD/BSWG/3/1/Add.1 Annotated Provisional
AgendaUNEP/CBD/BSWG/3/2 Chairman'’s review of
items addressed by country submission at BSWG/2
UNEP/CBD/BSWG/3/3 Compilation of government
submissions of draft text on selected itemsUNEP/
CBD/BSWG/3/3/Add.1 Advance informed agreement
UNEP/CBD/BSWG/3/3/Add.2  Submissions on
socio-economic considerations and liability and
compensation

UNEP/CBD/BSWG/3/3/Add.3 List of country sub-
missions by Articles.

UNEP/CBD/BSWG/3/4 Compilation of draft text pre-
pared by the Secretariat on selected itemsUNEP/
CBD/BSWG/3/5 Government submissions
UNEP/CBD/BSWG/3/Inf.1 Compilation of defini-
tions and terms relevant to a biosafety protocol
(revision of UNEP/CBD/BSWG/2/5)
UNEP/CBD/BSWG/3/Inf.1/Add.1 Definitions from
the submissions of Malaysia
UNEP/CBD/BSWG/3/Inf.2 Background document
on existing international agreements related to
Biosafety

UNEP/CBD/BSWG/3/Inf.3 Study on existing inter-
national information sharing systems
UNEP/CBD/BSWG/3/Inf.4 Chairman’s Draft Con-
tent of Text of Items (Article 11, Arts. 15-22)

Report:

UNEP/CBD/BSWG/3/6 Report of the Third Meet-
ing of the Open-ended Ad Hoc Working Group
on Biosafety

BSWG-4 (Montreal, February 1998)

Pre-session documents:

UNEP/CBD/BSWG/4/1 Draft Provisional Agenda
UNEP/CBD/BSWG/4/1/Add.1 Annotated Provi-
sional Agenda

UNEP/CBD/BSWG/4/2 Compilation of Govern-
ment Submissions of Draft Text on Selected Items:
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Articles 1,1 bis and 23-27

UNEP/CBD/BSWG/4/3 Compilation of Govern-
ment Submissions of Draft Text on Items other
than Articles 1, 1 bis and 23-27
UNEP/CBD/BSWG/4/Inf.1 Chairman’s Note on
Articles 3-10 and 12-14
UNEP/CBD/BSWG/4/Inf.1/Add.1 Chairman’s Note
on Article 11

UNEP/CBD/BSWG/4/Inf.2 Chairman’s Note on
Articles 1, 1 bis and 15-27
UNEP/CBD/BSWG/4/Inf.3 Preamble
UNEP/CBD/BSWG/4/Inf.4 Implementation Mecha-
nisms for Information Sharing
UNEP/CBD/BSWG/4/Inf.5 The Consolidated Text
from the third meeting

UNEP/CBD/BSWG/4/Inf.6 List of participants
UNEP/CBD/BSWG/4/Inf.8 Chairman’s Note on
Articles 28-43

Report:

UNEP/CBD/BSWG/4/4 Report of the Fourth Meet-
ing of the Open-ended Ad Hoc Working Group on
Biosafety

BSWG-5 (Montreal, August 1998)

Pre-session documents:

UNEP/CBD/BSWG/5/1 Draft Provisional Agenda
UNEP/CBD/BSWG/5/1/Add.1 Annotated Provi-
sional Agenda

UNEP/CBD/BSWG/5/2 Compilation of New Gov-
ernment Submissions of Draft Text (Structured
by Article)
UNEP/CBD/BSWG/5/Inf.1
Text of the Draft Articles
UNEP/CBD/BSWG/5/Inf.2 Government Submis-
sions

UNEP/CBD/BSWG/5/Inf.2/Add.1 Georgia - Com-
ments on the Revised Consolidated Text
UNEP/CBD/BSWG/5/Inf.3 Information Note on
‘Products Thereof’

UNEP/CBD/BSWG/5/Inf.4 Submission from the
Government of Vietnam

Revised Consolidated

Report:

UNEP/CBD/BSWG/5/3 Report of the Fifth Meeting
of the Open-ended Ad Hoc Working Group on
Biosafety
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BSWG-6 (Cartagena, February 1999)

Pre-session documents:

UNEP/CBD/BSWG/6/1 Draft Provisional Agenda
UNEP/CBD/BSWG/6/1/Add.1  Annotated Provi-
sional Agenda

UNEP/CBD/BSWG/6/2 Draft Negotiating Text
UNEP/CBD/BSWG/6/2/Rev.1 Draft Negotiating
Text

UNEP/CBD/BSWG/6/3 Clusters Analysis
UNEP/CBD/BSWG/6/4 Preparation of the Draft
Negotiating Text of the Protocol on Biosafety
UNEP/CBD/BSWG/6/5 Development of a Legally
Binding Instrument

UNEP/CBD/BSWG/6/6 Report: Meeting of the
Extended Bureau (21-22 October 1998)
UNEP/CBD/BSWG/6/7 Transshipment
UNEP/CBD/BSWG/6/8 Overview and Annotated
Draft Negotiating Text of the Protocol on Bio-
safety

UNEP/CBD/BSWG/6/Inf.1 Compilation of New
Government Submissions of Draft Text (structured
by Article) [same as UNEP/CBD/BSWG/5/2]
UNEP/CBD/BSWG/6/Inf.2 Government Submis-
sions on the Preamble and Annexes (submitted
prior to BSWG5)

UNEP/CBD/BSWG/6/Inf.3 Proposition of the Gov-
ernment of Chile: Settlement of Disputes
UNEP/CBD/BSWG/6/Inf.4 Resolutions on Biodiver-
sity and the Environment (ACP-EU Joint Assembly,
24 Sept. 1998, Brussels, Belgium)
UNEP/CBD/BSWG/6/Inf.5 Comments by the United
Nations Economic and Social Council’s Committee
of Experts on the Transport of Dangerous Goods
on the Draft Protocol on Biosafety
UNEP/CBD/BSWG/6/Inf.6 Remarks submitted by
Slovenia

UNEP/CBD/BSWG/6/Inf.7 Remarks submitted by
the Office International des Epizooties
UNEP/CBD/BSWG/6/Inf.8 Note by the Co-Chairs of
Contact Group I: Programme of Work
UNEP/CBD/BSWG/6/Inf.9 Note from the Co-Chairs
of Contact Group Il to the Extended Bureau

Report:

UNEP/CBD/ExCOP/1/2 Report of the Sixth
Meeting of the Open-ended Ad Hoc Working
Group on Biosafety

ExCOP-1 (Cartagena, February 1999, and
resumed session in Montreal, January 2000)

Pre-session documents:
UNEP/CBD/ExCOP/1/1 Draft Provisional Agenda

UNEP/CBD/ExCOP/1/1/Rev.1 Draft Provisional
Agenda
UNEP/CBD/ExCOP/1/1/Rev.2 Provisional revised
agenda

UNEP/CBD/ExCOP/1/1/Add.1
sional Agenda
UNEP/CBD/ExCOP/1/1/Add.1/Rev.1
provisional agenda
UNEP/CBD/ExCOP/1/1/Add.1/Rev.2 Annotations
to the provisional revised agenda
UNEP/CBD/ExCOP/1/4 Proposed interim arrange-
ments for the Intergovernmental Committee of
the Protocol on Biosafety
UNEP/CBD/ExCOP/1/INF.1 Documentation con-
taining draft text of the Protocol for the resumed
session: explanatory note by the Secretariat
UNEP/CBD/ExCOP/1/INF.2 Aide-mémoire: Chair-
man’s summary of informal consultations held in
Montreal on 1 July 1999
UNEP/CBD/ExCOP/1/INF.3 Chairman’s summary of
informal consultations held in Vienna from 15 to
19 September 1999

Annotated Provi-

Annotated

Report:

UNEP/CBD/ExCOP/1/L.2/Rev.1 Draft report of the
ExCOP (first session)

UNEP/CBD/ExCOP/1/3 Report of the Extraordinary
Meeting of the Conference of the Parties for the
adoption of the Protocol Biosafety
UNEP/CBD/ExCOP/1/3 CORR. 1 Report of the
Extraordinary Meeting of the Conference of the
Parties for the adoption of the Protocol Biosafety
(Corrigendum)
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I11. TEXT OF THE PROTOCOL

APPENDIX VI: TERMS 5.The protocol will take into account the prin-
OF REFERENCE FOR THE ciples enshrined in the Rio Declaration on

Environment and Development and, in par-
\(:IPOEF:\IK-lEl\Il\IGDEROAl?PHOC ticular, the precautionary approach contained

in Principle 15 and will:

(FROM COP DECISION I1/5)

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

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 |, Il and Ill, paragraph
18 (a), of Annex | of the report of the Open-
ended Ad Hoc Group of Experts on Biosafety;

(b) consider the inclusion of the elements
from Section lll, 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;

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

identify relevant categories of LMOs resulting
from modern biotechnology.

4.The protocol will have to reflect that its effec-
tive functioning requires that Parties estab-
lish or maintain national measures, but the
absence of such national measures should
not prejudice the development, implementa-
tion and scope of the protocol.
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(a) not exceed the scope of the Convention;

(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 mini-
mise unnecessary negative impacts on bio-
technology 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 identi-
fied 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.

9. The process will be carried out on the basis
of the best available scientific knowledge and
experience, as well as other relevant informa-
tion.

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 endea-
vour to complete its work in 1998.
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