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GENERAL COMMENTS
ECUADOR
1. We consider it important to take into account the adverse affact that

living modified organisms (LMOs) may have on the socio-economic and cultural
welfare of communities.

2. Clauses should be included on the response to the notification of
Advance Informed Agreement (AIA)}, to avoid arbitrary interpretations by the
Party of export.

3. We consider that consent is necessary for subsequent imports of the
same LMQ.
4. The provisions of the Protocol should be peremptory, not conditional,

§0 as to ensure due respect for the rules.

S. We consider that entering bilateral and multilateral agreements
{especially regional agreements) is of great importance, as it facilicates
cocperation in research and in the structuring of information systems.

6. We consider it necessary to include provisions in the Protceol on risk
assessment, and management.

T. The case of non-Party States should be regulated in a separate section
with specific clauses.

8. The relationship of the Protocol on Biosafety with agreements on
disarmament and declarations on human rights should be reviewed in regard to
human genomes.

9, It is a matter of concern that the recombinant deoxyribonucleic acid
(rDNA) of LMOs be transferred to wild relative organisms, which could

increase risks to unpredictable levels.

10. It is a matter of concern that LMOs may produce toxic

metabolites.
11, It is a matver of concern that most biotechnology researsh (for

example, agricul:tural biotechnclogy) is not directed towards addressing
problems relevant to sustainabilizy but rather towards the area of industrial
production.

12. The Protocol should contain an AIA applicable te all cases of transfers
cf LMOs. B

13. It should be recognized that the introduction of new tachnologies into
traditional przduction systems may have sarious consegquences for a large
number of communities which depend on wild biodiversity for subsistencs,
particularly in States rich in that biodiversity, such as Ecuador.

14, There should he an option of access to informaticn on carrying out risk
assessments on LMOs and products thereof, even when acguired protecticn
exists through intellectual property rights.
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15. The implementation of rules on kicsafety should not be considersd as
barriers o crade, consistent with the rules of the World Trade Crganization.

16. We are concerned at the strong possibility that LMO culrtivatisn may be
carried out or increase i1m our countly, because of certain comparative
advantages, such as good soil, cheap land and labour costs, atc.

17. Thers should be an option for the declaration of a moratorium on any
kind of trial with LMOs until the srotocol on Bicsafety enters into force.

MEXICO

1. Because some options in articles and the brackets of some paragraphs
still =ontain the concept of LMOs {and their preducts {or their products]] in
rheir various versions, we consider it necessary to include also a precise
definicion of products derived from LMCs, TO facilitate a better delimitaction
of scope within the Prococol and of possible consegquences in the internal
regulations. The spirit of this proposal is the same as that underlying the
inclusion of definitions of "Release into the environment", “Contained use®

and "Parcy of transit".

2. We suggest the addition of a new article numbered "27 bis® under th=
ritle “Secclement of disputes” with the fellowing content:

ARTTCLE 27 BIS. SETTLEMENT OF DISPUTES.

1. Should a dispute arise between Parties in relation to the
interpretation or application of or compllance with the present Protocol, the
Parties shall endeavour to resolve it by negotiation or by any other peaceful
means of their choice.

2. If the Parties concerned cannct reach agreement through negotiation,
they shall be entitled to anlist the good offices of a third party or request
its mediation. '

3. At che time of ratification, acceptance or appraval of this Protocal or
accession to it, or at any later time, any Party or regional economic
integration organization shall be entitled to declare in writing te the
Depositary that, to settle any disputs that may not have been resolved under
paragraphs 1 and 2 of the present Article, it accepts as binding one or bath

of the following means of settling such disputae:

{a) Arbitracicn in conformity with the procedures that may be approved
by the Conference of the tarties at its .first ordinary meetlng;

(b} Submission of the dispute to the International Court of Justice.

4. 1f the Parties, by virtue of what ig set out in paragraph 3 of the
present Article, have not accepted that or any cther procedure, the dispute

shall be submitted to coneiliation in conformity with paragraph 5, unless the
Parties otherwise agree.

5. A conciliation commission shall be established at the request of one of
the Parties in dispute. Such commission shall be compcsed of equal numbers
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of members designated by each interested Party and a chairman jointly elected
by the members designated by the Parties. The commission shall give a
definitive recommendatory ruling which the Parties should taks into account

in goed faith,
PANAMA
The Government of Panama is in agreement with:

1. The inclusion of Advance Informed Agreement, with a binding character
for the transboundary movement of living modified organisms.

2. The establishment of an information system on safazy in biotechnology.

3. The import and export formalities being carried out through the
competent authorities designated by the Contracting Parrties,

SWITZERLAND

We should like to take the oppertunity offered by the present
communication to resiterate the principal points of the Swiss position in
regard to the content and objectives of the protocel on bicsafecy:

The Protocol should promote cooperation and the exchange of information
between all the private and governmental actors in order to ensure a high
level of safety in the use of living modified ocrganisms in the environment.
To this end, priority should be given to an instrument that is simple,
practical, favours transparency, 1s based on scientific and envirommental
criteria, and that takes into account the specific needs of develeping
countries and countries with economies in transition. Only such a scluticn
will permit the greatest number cof States to ratify the Protccol speedily, a
conditicn sine gua non to assure its effectiveness.

The central operating element of the Protccol must be the Advance
Infeormed Agreement (AIA) procedure applied te the transboundary movement of
living modified organisms that may have adverse effects on the conservation
and sustainable use of bioclogical diversity. This procedure should ensure
the exchange of all the information necessary to assess the impacts of the
use of living modified orxganisms in the environment. States should take the
necessary measures so that "researchers and industry" meet the obligations
set by AIA.

The Prococol sheuld integrate the basic principles to ™e applied in
regard to risk assessment and management. At a scientific and technical
level, the Protocol should support cooperation in technical and institucional
capacity-building and promote the harmonization of procedures at an
internaticnal level.

The Protocol sheuld give priority to issues of safety £for the
environment and human health. Questions of liability and compensation for
damage caused to biological diversity, along with socio-econemic implications
could be dealt wich at a later stage, in the light of studies carried out
within the programme of work of the Convention on BRiological Diversity.
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The compatibility and, if needs be, the complemencarity of the Protocol
with other exiscing internacional instruments, in particular the WTO
Agreements, should be ansured.

URUGUAY

ADVANCE INFORMED AGREEMENT PROCEDURES

wWe helieve that there should be a balance of rasponsibilities between
rhe importers, exporters and their respective Governments in advance intormed
agreement procedures.

These procedures should comprise:
1. Initial steps:

{a}) An application for impertation to the Parry of import on the part
of an importer;

() Accompanying information for the corresponding risk assessment.

2. The exporter shall be responsible for the provision of information and
shall provide the imperter with verifiable technical informaticn on the
characteristics and risks associated with the LMO, as reguired by the Party
of import as listed in Annex 1 of the Protocel, and excluding those aspects
considered irrelevant to the objectives of the Proctocol.

3. The Party of export shall, directly or under its responsibility, vouch
for:

(a) The information provided by the exporter, and

{b) Compliance with the requirements for entry, identity and

conditions laié down by the Party of imporet.

4. Risk analysis {(identification, assessment, management and notificationi
shall be the responsibility of the Government of the Party of import. The
notification shall be sent to the importer, the exporter and the Party of
export and shall indicate complece consent {(deregulation), conditional
consent, or prohibitien. Risk analyses shall be based on scientific evidencs
and principles and shall be carried cut in accordance with those principles.

5. The Government of thwe Party of import shall, directly. or under its
responsibility, verify compliance with the requirements for the transfer,
handling and use of the LMC. .

6. Whenever the risk analysis concludes that the prohibition of entry of
the LMO in question is justified, such cases shall be communicated by the
party of import to the Database of the Protocol Secretariac, for inclusion in
a list of LMOs subject to obligatory notification prior to each shipment on
the part of the Party of export to the Parvy of import which established the
prohibition.
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7. Points 1 (a), 3 (b) and 5 shall apply in the case of subsequent

Lransboundary movements in cases of conditional consent. For =zhe
reconsideration of cases subject to conditicnal consent or prohibited, the
entire AIA procedurs shall he completad.

QTHER ADVANCE INFORMED AGREEMENT PROCEDURES

In the case of LMOs included in rhe list of prohibired cases of the
Database of the Secretariat. che time period to be specified for
acknowledgement of the notification shall be a maximum of 30 days after
receipt of the notification and thar acknowledgement shall state the date of
receipt.

Failure to acknowledge receipt shall not be interpreted as tacir
consent for transboundary movemenr .

ILLEGAL TRAFFIC AND 50CIO-ECONOMIC CONSIDERATIONS

Provisions relating to illegal traffic and socic-economic
consideraticns are not necessary. e

VANUATU

Funds have to be made available for participation of Pacific Islanders
and Small Island Stares including Vanuatu in the negotiaticns tc ensure that
our needs are being accommodated in the formulation of the protocol.

Therefore, a complementary arrangement between the developed and
underdeveloped or northern/southern countries to ensure equitable benefits
provided for under the protocol.

Finally, Vanuatu wishes ro raiterate the impertance of a protocecl to
provide both financial and technical assistance in terms of capacity building
both at the national andg regional level to implement the protecol. This
includes developing appropriaze naticnal and regiocnal legal framework to
effectively regulate and moniteor its provisions.
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TITLE
NEW ZEALAND
We propose that the title of the Protocol should be: Protocel for the

Safe Transboundary Movement cf Living Modified Organisms.

PREAMBLE
ECUADOR

We accept option 2, adding "and products theresf* when refserence is
made to LMCs.

EURCPZAN COMMUNITY

The EC and its Member States propose the inclusion of the following
recital:

Recoegnizing the need to take into account the precautionary principle
in the context of the Protocol;”

MEXICC
Add in option 2, second paragraph, the following text in brackets:
Recalling Article 19, paragraphs 3 and 4 (., Article 135, paragraph 7]
and Articles 8(g) [, 14, 18] and 17 of the Convention, and recognizing the
linkages between them,

Add in opticn 2, after paragraph 6:

Reaffirming Principles 12, 13, 15 and 26 of the Rio Declaration on
Environment and Development,

Add in option 2, after paragraph §:

Aware that the constant develcpment of biotechnology will enable LMOs
toc be improved in response to the concern of the general public with respect
to their possible adverse effects.

NEW ZEALAND

We favour a modified option 1., including some elements of option 2, as
follows.

Modified Option 1

The Parties to this Protocol,

Being Parties to the Convention on Bialogical Diversity, hereinaftcer
referred to as “the Convention”,
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Recalling Article 19, paragraphs 3 and 4, and Arcticles 8 (g) and 17 of
the Convencion,

Recalling also decision II/3 of the Conferance of the Parties to the
Caonventicn to develop a Protocol on biogsafety, specifically focussing on
transhoundary movement of any living modified organism [LMO} resulting from
modern biotachnology that may have an adverse effect on the conservation and
sustainable use of biolcgical diversitcy, setting cut for consideracion, in
particular, appropriate procedure for advance informed agresment (AIA),

Recognizing that modern bictechnology has great potantial for human
wall-being if develcped and usad with adequare safety measures for the
environment and human health,

Recognizing also the social and economic values of blodiversicy and the
importance of safsguarding bipdiversity through management of the
introduction and release of LMOs,

Noting that where there is a risk of significant reduction or loss of
biological diversity, lack of full scientifie certainty should not be used as
a reason for postpening measures to avoid or minimize such a risk,

Taking into account the limited capabilities of many countries,
particularly developing countries., to cope with the nature and scale of known
and potential risks associated with LMOs,

Have agreed as follows:

PANAMA,

We are of the opinion that, in the Preamble, paragraph 2 on page 4 of
the English version of the protocol document contains a contradiction, and we
recommend that it be removed.

Also, paragraph 5 on page 4. i3 similar to paragraph 7 propose that
paragraph 5 be removed.

BERU

Cption 1

The Parties to this Protocol,

Being Parties to the Convention on 3iolegical Diversity, hereinafrer
raeferrzed to as "the Convention®,

Recalling Article 19, paragraphs 3 and &, and Articles 8(g) and 17 ot
the Conventicn,

Recalling also decision II/53 of the Conference of the Parties to the
convention to develop a protocel on biosafety, specifically focusing on
cransboundary movement of any living medified organism (LMO) resulting frem
modern biotechnalogy that may have adverse effect on the conservaticn on the
conservation and sustainable use of biological diversity, setting cut for
consideration, in particular, appropriace procedure for advanca informed
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agraement,
Recognizing that modern biozechnology has Jgreat potential for human
well-being if developed and used with adequate safety measures for the
environment and human health,

Taking into account the limited capabilities of many countries,
particularly developing countries, to cope with the nature and scale of known
and potential risks assoclated wich living modified organisms (LMOs),

Have agreed as follows:

Option 2

2. [The objective of this Protocol is to ensure rthat transboundary
movements of LMOs take place in conditions that are safe for the conse*vation
and sustainable use cof biological diversity and human health; to micigate the
harmful effects of unincentional cransboundary movemen:z; as well as to
Strengthen the capacities of developing countries and countries with
economies in transitien, inter alia, through adequate financing; to control
transboundary movement; and for the envxronmentally sound management of the
organisms subject £o this Protocol.] .

THAILAND
The Parties to this Protocol,

Being Parties to the Convention cn Bioclogiecal Diversity, hereinafter
referred to as “"the Convention”,

Recalling Article 19, paragraphs 2 and 4, and Articles 8{g}) and 17 of
the Convention, and recognizing the linkages between them,

Recalling also decision II/S of the Conference of the Parties to the
Convention to develop a protocol cn biosafety, specifically focusing on
transboundary movement of any living modified organism {(LMO} resulting from
modern biotechnology that may have adverse effect on the conservation and
sustainable use of biclogical diversity, setting cut for consideration, in
particular, appropriate procedure for advance informed agreement,

Reaffirming decision III/20 of the Conference of the Parties te the
Convention and, in particular its support for a two-track appreach through
which the prometion of the application of the UNEP International Technical
Guidelines for Safety in Biotechnolesgy can contribute to and complement the
implementation of this Protocol,

Moting the potential contributien of the Unitad Nations Recommendations
on the Transport of Dangerous Goods to the implementation of the Protacel,

Recalling the support of the international community for Agesnda 21
adopted by the 1992 United Nations Conference on Environment and Develcpment
and, in particular Chapter 15, which provides for the "Environmentally Sound
Management of Biotechnology*, and which further seeks to ensure safety in
bictechnolegy development, application, exchange and transfer through
international agreement,
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Recoqﬁizing thar, while properly addressing the risks from living
modified srganisms (LiGs! resulting from medern piotechnology the Protocol
should avnid causing unnecessary delays, lncluding thrsugh the creation of
unwarranted adminiscrative requirements for the transboundary transfar of
LMOs for contained use.

aware of the rapid expansiocn of modern biotechnology and the growing
public concern over its potential adverse effects on human or animal health,
biological diwversity, the environment., and social and economic welfare,

Awars alse of the benefit that bictechnology can bring for health
agriculrure and the enviromment and mindful chat unnecessary negative impacts
on biotachnology research and development and on access Lo and transfer of
technology should be avoided.

Concerned that significant gaps in scientific knowleadge remain,
specifically with regard te the interaction between rhe environment and
living modified crganisms (LMOs) resulting from medern biotechnology,

Noting that. in accordance with the precautionary principle, lack of
Full sciencific certainty should not be.used as a reascn for postponing
measures to avoid or minimize risk where such a risk is pesed by living
modified organisms (LMOs) resulting from kiortechnology,

Recognizing also that, although considerable knowledge has accumulated,
significant gaps in knowledge have been identified, specifically in the field
of interaction between living modified organisms (LMOs; resulting f£rom modern
biotechnclogy ané the environment, taking into account the relatively short
period of experience with releases of such organisms, the relatively small
number of species and traits used, and the lack of experience in the range of
environments, specifically thase in centres of origin and genetic diversity,

Determined ta avoid and minimize the risks associated with the
transfer, nandling and use af living modified organisms (LMOs) cthrough
appropriate risk assessment and managesment techniques,

Recognizing the need to establish a minimum condizien of satfety and a
procedurs for the assessment and management of the porential risks arising
from the development, use, release and transfer of living modified crganisms
{LMOs) and products therscf, :

Recognizing that the socio-economic impacts of che introduction of LMCs
and products theraof should be considered in risk assessment and management,
raking particularly into account the needs and concerns of developing
councries,

Affirming the need to provide adeguate compensation for in the event of
any damage caused by or arising from the handling, transfer and use of living
modified organisms (LMOs},

Conscious of the need to promote and encourage public awareness of the
safe use, handling and transfer of living modified organisms (LMOs) through
the development and implementation of educaticnal and puklic awareness
programmes, and through public participation in risk assessment and
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Mmanagement proredures,

Taking into aceount the limited capabilities of many countries,
particularly developing countries, to cope with the nature and scale of known
and potential risks associated with living medified organisms (LMOs),

Acknowledging the need for appropriate policies and measures co develop
and strengthen human rescurces and institucional capacities in the safe
handling, transfer and use of living modified crganisms (LMOs), taking due
account of the needs of developing countries,

Noting that the provisions of the Protocol should contribute to the
field of biosafsty, based on sclentific risk assessment.

Have agresed as follows:
ARTICLE 1 - OBJECTIVES
ECUADOR

We accept option 3; instead of "risks Lo human health" substitute
"risks to human or animal health, to biodiversitcy; to the socie~economic and
cultural welfare of communities, to agriculture and te the environmenc:*.

EUROPEAN COMMUNITY

The EC and its Member States propose the inclusion of the words *, in

accordance with the precautionary principle,” in the 1 ¢ line of Opticn 2,

paragraph 1, after the word “isg~. The 1 *F line would thus read:

“l. fThe objective of thisg Pretocol is , in accerdance with the
Precauticnary Principle, to [contribute to ensuring an adequate ..~

NEW ZEALAND
We favour a modified option 2, as follows.

Modified Cptiocn 2

The objective of this Protocol is Lo promeote the safe transkoundary
movement cof all LMOs resulting from modern biotechnology chatz may have an
adverse effect on the conservaticn and sustainable use of biclogical
diversirvy, taking also into account the risks to human health,

SLOVENZIA
Revised, option 1.
THAILAND

The objectives of this protocel, te be pursued together with the
relevant objectives and provisions of the Convention, is to safeguard human
and animal health, the environment, biological diversity and the
soclo-economic welfare of societies from the potential risks aof
bictechnology, particularly modern biotechnology iavolving the development,
‘handling, transfer, use and release of living modified organisms and products
thereof.
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URUGUARY

The sohijeczive of the Protocol should be coniined o aspects related to
rhe congervation of bislogical diwversity in the Cerms dafined by the
Convention regulating ic. We believe that an appropriats definition of this
would be:

'The ohjective of the protocol is the establishmenc of proceduras to
ansure the zafe transfer, handling and use of LMOs resulting from
biotechnolcgy chat might have advarse effect on the conservation and
sustainable use of biological diversity".

VENEZUELA

The objective of the present orstocol is to ensure that the
cransboundary movement, handling and use of living modified organisms (LMOs)
and products thereof, resulting from modern biotechnology, may be carried out
in safe conditions so as Lo mitigate the adverse affects on the envirsonment,
the congervation of biclogical diversicy, animal and human healch, and the
socio-economic welfare of societies.

ARTICLE 1 BIS - GENERAL OBLIGATIONS

ECUADCR

We accept option 1l: we suggest leaving out paragraph nc. 5 and in no. 9
beginning with the following text: "Each Party shall, in accordance with its
own circumstances and capacity,...". The text on AIA of option 2 we suggest
be included in option 1.

KENYA

The parties shall take all appropriate legislative and administcrative
measures to comply with the provisions set in this protocol for the safe
transboundary movement of LMOs resulting from modern biotechnolegy.

Parties shall introduce, as necessary. implement and enforce naticnal
provisions in order to ensure compliance with the advance informed agreement
proceduras set out in articles 6-11 of this protocol and shall ensure that
advance informed agreements measures for the input of a LMO are implementced
in a transparent manner based on scientific principles and supportad by the
best scientific evidence.

. MEXICO
Inside cption 2, add a new option 5C under the same heading:

5C. parties shall ensure that measures raken based on this Protoccl do not
constituts an obstacle or a disguised restriction on free trade.

Add in optiocn 2, in paragraph 6, the foilowing in brackets at the end:
.. relevant internaticnal agreements {, and do not create and/or constituce
an ohstacle or disguised restriction on international trade].
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NEW ZEALAND

At this stage we favour none of the current options, pending
clarificatisn of the dertailed previsions of the Protocaol.

PERU
{Revised)
-  Option 1
1. The Parties to the present Protocol undertake ro implement the

provisicns of the Protocol and the Annexes hereto which shall constitute an
integral par: of the present Protocol.

2. Parties shall ensure that the development, handling, Cransport, use
transfer and release of any LMOs or products therecf ara undertaken in such a
manner that prevents or reduces risks to human and animal health, biological
diversity, the environment and socio-economic welfare of societies.

3. Parties shall not approve ar allow the export of LMOs until such time
as they have ohtained advance informed agreement -in writing from the State of
import for the specific import.

4. Parties shall preohibit the export of any LMOs or products thereof to
the Parties which have prohibited the import of such organisms or products.
Parties exercising their right to prohibit the import of LMOs [or preoducts
thereof] shall inform the Secretariat and the Biosafety Clearing-house of
their decision.

5. No Party shall export or import LMOs or products thereof to or from
non-Parties,

8. Parties shall cooperata among themselves in order to achieve an
environmentally sound system of management of the potential risks of LMODs and
products thereof.

7. Each Party shall take the appropriate legal, administrative and other
measures to:

(a) Ensure safety in biotechnology, especially in the transboundary
transfer and handling, use and release of LMOs resulting from modern
biotechnology:

(b) Ensure that persons inveolved in the development, handling,
transfer. use or release of LMOs and products thereof take such steps as are
necessary to avoid unacceptable risks to Human and animal health, biological
diversity, the envircnment and the socio-economic welfare of societies:

(c) Require that information abour a proposed transboundary transier
of any LMOs or products thereof be provided zo the States concerned according
to the appropriate procedurss of notification set out in Articla { 1 of this
Protocel;
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(d) Prohibit the export of any LMOs [or products thear=of] to a State
or group of States belonging to a regional economic integracion organization
thar includes Parcies, which has prohibired imporcs of such LMOs by its
legislacion; '

(e) Cooperate with other Parties and may involve interestad
organizations as appropriate, directly and through the Sscretariat and the
aiosafary Clearing-house, with respect o the necessary measures for safaty
ia biotechnelogy, including the dissemination of information on LMOs or
products thersof, in order Lo ensure rhe environmentally sound management of
such organisms and products and to achieve the prevention of illegal traffic
and unintended releases;

(£) Ensure that appropriate national legislacion is required for all
activities, including experimental ones, involving development, handling,
use, transfer and release of LMOs or products thereof:

{g) Require that LMOs [or products therecf] that ars to be the
subject of transfer or a transboundary transfer be packaged, labelled, and
transported in conformity with the rules and requirements to be set out by
rthe Secrstariat and the competent autherities of the States concerned;

(h) Require that LMOs [and products thersof] be accompanied by a
transfer document from the point at which a transfer and cransboundary
rransfer commences to the pcint of use or relaase.

8. The Parties agres that failure to provide all the necessary information
available about the LMOs or products therecf and any illegal traffic are
criminal.

9. Each Party shall take appropriate legal, administrative and other
measures to implement and enfoxrce the provisions of this Protocol, including
measures to prevent and punish conduct in contravention of the Protocol.

10. The obligation under this Protocol of States in which the LMOs or
products thereof have been developed and in which they have originated is to
recuire that those corganisms or products are managed in an envirenmentally
sound manner and may not under any c¢ircumstances be transferred to the States
of import.

11. Nothing in this Protocol shall prevent a pParty or group of Parties from
imposing additional reqguirements that are consistent with the objective and
provisions of this Protocol and are in accordance with the rules of
international law, in order to better protect human and animal health,
biological diversity, the environment and the socio-economic welfars of
societies.

SLOVENIA

Revised, option 1, 9, AIA, 5B.
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THAILAND

Ceneral

1. Parties shall take ail ([appropriate legislatcive and/sr administrative]
Measuras to comply with the provisions sac out in this Protocol for the safs
rransboundary movement of LMOs resulcing from modern bictachnology [, and, in
particular, mesasures to prevent Cransboundary transfer of LMOs not pursuant
to the provisions of the Protocol].

AIA

2. Parties shall introduce, as necessary, implement and enforee national
provisions in grder to ansure compliance with the advanca informed agreemenc
procedures set out in Articles §-11 of this Protocel, and shall ensure thac
advance informed agreemant measures for the import of a LMO are implemenced
in a transparent manner, based on sciencific principles and supported by the
best available scientific svidence.

Information exchange

3. The Parties shall, in accordance with this Protocol. exchange
information on LMOs in order to contribute to the environmentally sound
management of biotechnolegy.

Cooperation

4. Each Party shall cooperate with other Parties for the internatiocnally
harmonized implementation of the pProvisions of the Proteocsl.

Disguised restriction on trade

5A. The Parties shall ensure that measures taken for the oversight of
transboundary movement of LMOs do nac Create unnecessary obstacles to, and/or
caonstitute a means of arbitrary or unjustifiable diserimination or disguised
restricciens on interrdational trade.

Additional recuirements

6. Parties may impose additional requirements for the safe transboundary
movement of LMOs resulting from modern biotechnolegy, provided that they are
consistent wich the provisions of this Protocel and acceord with other
relevant internaticnal agreements.

Transport of LMCs

7. Without prejudice to compliance with relevant international
requirements for Lransport operations, rhe Parties shall, where appropriate,
ensure that LMOs within the scope of this Protocal and subject to incencional
transboundary movement are accompanied by relevant information on LMCs, as
specified in Annex [ ], and that the exporter shall be able Co prove that the
movement is in conformity with the requiraments of the Prococol. Transport
" of LMOs shall be carried out under zafe conditions in order to aveid adversa
effects on the conservacion and Sustainable use of biological diversity,
taking also into account risks to human healch.
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Territorial sea and exclusive eggonomic zone

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

VENEZUELA

1. The Parties to the prasent Protocol undertake to implement the
provisions of the Protocol and the Annexes hereto, which shall constitute an
integral part of the prasent Protocol.

2. Parties shall ensure that the development, handling., transport, use
transfer and release of any LMOsS or products thereof are undertaken in such a
manner that prevents or reduces risks to human and animal health. biological
diversity, the environment and socio-esconomic welfare of societies.

3. Subject to the provisions of Article 5, paragraph 4, of the present
Protaocol, Parties shall not approve or allew the export of LMOs until such
time as they have obtained advance informed agresment in writing from the
State of import, authorizing the transfer cf the LMC or products thereof.

4. Parties shall prohibit the export of any LMOs or products therecf to
the Parties which have prohibited the import of such organisms or products.
Parties exercising their right to prohibit the import of LMOs or products
therecf shall inform the Secrstariat and the Biosafety Clearing-house of
their decision.

5. No Party shall export or import LMOs or products therecf to or from
non-Parties.

6. Parties shall cooperate amecng themselves in order to achieve an
environmentally sound system of management of the potential risks of LMOs and
products thereof.

6 his. Parties shall be entitled to impeose stricter or more complete
requirements based on the precauticnary principle.

7. Each Party shall take the appropriate legal, administcrative and other
tmedasures CLo:

{a) Ensure safery in bictechnology, especially in the transhoundary
transfer and handling, use and release of LMOs resulting from modern
biotechnology;

(k) Ensure that persons involved in the development, handling,
transfer, usa or release of LMOs and products thersof take such steps as are
necessary to aveid unacceptable risks to human and animal health, biclogical
diversity, the environment and the socioc-economic welfare of societies;
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(e} fequire rhat information about a proposed transboundary transfer

of any LMOs or products thereof be praovided to the Statss cencerned according
to the appropriate procedurss of notification el out in Article [ ] of this
Protocol;

(d) Prohibit the export of any LMOs [or products theresf] to a Stace
or graup of States belonging to a regional economic integration organization
that includes Parties, which has prehibited imports of such LMOs Dy itz
legislation, according to crirteria Lo be decided on by the Partieg at their
first meeting:

(e) Cocperate with other Parties and may invelve intsrested
organizacions as apprepriate, dirsctly and through the Secratariat and the
Biosafety Clearing-house, with respect to the necessary measures for safecy
in biotechnology, including the disseminacion of information on LMOs or
products therecf, in order teo ensure the environmentally sound management of
such organisms and products and to achieve the prevention aof illegal ctraffic
and unintended releases;

(£) Ensure ‘that appropriate national legislation is required for all
activities, including experimental ones, invelving development, handling,
use, transfer and release of LMOs or products thereof;

[f=8] Requize that LMOs or products thereaf that are Lo he the subject
of transfer or a transboundary transfer be packaged, labelled, ang
transported in conformity with the established rules and reqguirsmencs;

{h} Require that LMOs and products therecf be accompanied by a
transfer document from the point at which a transfer and transboundary
transfer commences to the point of use or release,

8. The Parties agrae that failure to provide all the necessary informacion
available about the LMOs or products thereof and any illegal traffie are
criminal. The Parcies shall ensure that those committing for such acts shall
take responsibility for them and compensate their victims, without prajudice
to the penalties that may be establizhed in the States of import,

9. The obligation under this Proctocol of States in which the LMOs or
products thereof have been developed and in which they have originated is o
require that these organisms or products are managed in an environmentally
sound manner and such obligation may notr under any circumstances be
transferred 2¢ the States of impcrt.

10. Nothing in this Prorocol shall bravent a Party or group of Parties frem
imposing additional requirsmencs that are consisten: with the objective and
provisions of this protocol and are in accordance with the rules of
internaticnal law, in order to better protect human and animal health,
biclogical diversirty, the enviromnment and the socic-economic welfare of
societies,

11. The Parties zhall adept plans for emergency response in the case of
aceidental er unintentional transboundary movements.

12. The Parties shall cooperate with other Parties for tha internaticnal
harmonization of the provisions of the Protocol,
12 bis. The Parties shall cooperate with developing countries in the
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implementation of the present Protocsl, taking dus account of the needs of
rhose countries with regard to capacizy-building for the promecion of
development and the transfer of sound knowledge and technclogy.

12. The Parties shall ensure that measures taken for the aversight of the
cransboundary movement of LMOs or products thereof and those relating to
advance informed agreement {AIA] are not more restrictive than those applied
to the same LMO producsd domestically or imported from other Parcies and are
applied in such a manner which does not constitute a disguised restriction on
international crade.

ARTICLE 2 - USE OF TERMS

ECUADOR

Ecuadcr suggests the wording should be: LMO means any biclogical
entity capable of replication or actively transferring its genetic macerial,
including viruses, of which the resulting expected genetic compesition is
unlikely to occcur in nature or confers one or more novel traits.

JAPRN

Transboundary movement

. nPranshoundary movement” means an intentional movement of an LMC
from the territory of a Party or non-rFarty ints the territory of another
Parcy.
Transit

~pransit” means transboundary movement of an LMC through the
cerritory of a Party without having undergone the Party’s national guarantine
and/or customs inspection procedures.
MEXICO

Add the Folleowing definitions:

Release ro the environment

The action of deliberately or accidentally introducing an LMO into a
specific envircmment, implying the possible establishment of a population of
the crganism.

Contained use

The use of an LMO in safe conditions without the intention of releasing
it t6o the environment. In the case of an accidental release of an LMC,
measures shall be taksn to prevent and address the harm that this might cause
to biological diversity and human health.

State of transit

Any State, distinct from the State of export and the State of imporc,
through which it is planned cor is effected 2 movement of an LMO.
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Add as an cption to the definition of *Transboundary movement” :

Transkboundary movement

(0.0

or

A transboundary movement means any movement proceeding from an area
subject to the jurisdiction of one State to an area under the jurisdictisn of
another State, or through that area or to an area not under rthe jurisdiceien
of any State, or through this area provided that the movement affects at
least two Staces.

NEW ZEALAND

We have the following preferences. including some modifications,
amengst options given for the following terms: Export/Import, LMC, Organism,
Transboundary. We also propose definicions for the following terms:
Applicant, Contained Use, Deliberats Release.

Applicant

Applicant means any natural or juridical person under the jurisdiction
of the Party of export and/or import who is respensible for making an
application to the competent national authority of the Party of import under
Article 4 of the Protocol.

Contained Use

Contained use means an operation which restricts an LMO to a particular
lecation or locaticns so as £o prevent escape Lo, or free movement into, the
outside environment.

Deliberate Release

Deliberate release means allowing an LMO to move freely within the
jurisdiction of a Party, without impesed restrictions on location.

Export/Import

Export and import mean, in their respective connotations, the movement
into the territory of one Party from the territory of ancther Parcy.

LMo
LMO means any organism that concains genetic material which has been

modified by recombinant nucleic acid technology and of which the resultcing
genotype is unlikely to occur iln nature.

Organism

Organism means any entity capable of replication of its genetic
material.
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Transhoundary movement

Transboundary movement means any movement from the territory of one
Party to the tarritery of anocher Party.

DANAMA
In regard te the Article 2, Use of Terms, we agree that in the

definition of an organism, proteins and nucleic acid sequences, which can
multiply inside organisms, should ke included.

PERU
LMO means any
[ (biclogicall entity [er parc thereof,] capable of {replication of [ or
lactively] transferring] its genetic material] [multiplication] [ metabolic

activicy] [natural propagation] [reproduction of its specific genotype or whose
genotype can be reproduced](,including viruses,]

[organism]
* that contains genetic material which has been [deliberately] modifisc
- [by in vitro [gene] technologies]

- [in a way that
= f{does not]{is not known teo] occur nacurally by
reproduction or recombination]

= [overcomes natural physiological reproducticn or reccmbination
barriers]]

{and
* of which the resulting [,expected or unexpected,] { genetic

composition] [genotype]
- [contains {[foreign] [transgenic] genetic materiall
- [is unlikely to occur in nature,}}

fand] [er]

[would confer] [confers]
- lone or more ncvel traits]
- [traits novel to the species [in the receiving environment]].

Qgganisml

Organism means any [{bioclogical] entity ([cr part thereof,]
capable of [replication of [ or [actively] transferring] its genestic
material] [multiplication} [ metabolic activity] [natural

propagation] [reproduction of its specific genotype or whose genotype can be
repraduced] {, including viruses].

: Cne delegation noted a n2ed Lo include entities, e.g. nucleic
acid and sequences and proteins, which can multiply inside organiszms.
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Transboundary movement

Transboundary movement [cE an LMD 2] means any movement [{of an LMO) from
lan area under tne jurisdicrion]ithe territory] of one Party(/Stace] to [an
area under the jurisdiction)[the terricory] of another Party[/3tacs].

Export

Export means the intentional movement [of an LMQO] from [an arsa under
the jurisdiction)(the terricory] of one Partyl(/State] into [an arsa under che
jurisdicticn] [the territory) of another Party(/State] (.bur does not include
transit through a third Party([/State]].

Import

Import means the intentional movement [of an LMO! incs [an area under
the jurisdiction]the territory] of one Party(/State] from [an area under the
jurisdiction] [the territory] of another Party(/S8tace][,but does not include
transit through a third Party([/State]].

Exporter

Exporter means any lLegal or natural person, under the jurisdiccion of
the Party(/State] of export, who [arranges](is responsible] for an LMO to be
exporced. '

Importer

Importer means any legal or natural person, under the Jurisdiction of
the Parcy{/State] of import, who [arranges]([is responsible] for an LMC to be
imported.

Party of export

Party of export means a Party!/State] £from which a [transboundary
movement ] [export] (of an LMO] [is planned to be initiated or] is initiarced.

Party of import

Party of import means a Partyl/State] into which a [transboundar
movement] {import] [of an LMO] [is planned to be initiated or] is initiaced.

SLOVENIA

LMO means any biological encity capable of replication its gsnecicg
material, including viruses. ’

THAILAND

LMO

LMO means any
[{bioclogical] entity [or part thereof,] capable of (actively]

2 At a later stage, Contact Group 2 will check the consistency of
the use of the term "of an LMO* throughcut the entire documentc.
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ransferring] its genetic material
lorganism}

* that contains genetic material which has been [deliberately] mcdified
- {by in vitro [gene] technologies]
- [in a way that
= fis not known tol] occur nacurally by reproduction or
recombination]

land
of which the resulting (genecic composition}
- [conrains [transgenic] genetic materiall
- (iz unlikely to occur in nature,]]
{or]
[would confer] [confers]

- {one or mores novel traics]
- ftraits novel to the species.

Organism

Organism means any {biological} entity [or part therecf,] capable of
factively] transferring) its genetic materiall.

Transboundary movement

Transboundary movement [cf an LMO Y] means any movement [of an LMO]
from [the territoryl of one Party(/State] to [the territory] of another
Party[/State].

Export

Export means the intenticnal movement [of an LMO] from [the territory]
of one Party into [the territory] of another Party(/State][,but dees not
include transit through a third Party(/Statel].

Import

Import means the intentional movement [of an LMO] into [an area under
the jurisdiccion](the territory] of one Party{/State] from [an area under the
jurisdicticnj(the territory] of another Party(/State](,but does not include
transit through a third Party[/Statell.

Exporter

Exporter means any legal or natural person, under the jurisdictien of
the Party(/State] of exporct, who [arranges](is respongible] for an LMO to be
exported.
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imporrer

Importer means any l=gal or nartural person, under the jurisdiction of
the Party of imporc, who [1s responsible] for an LMO oo e imported.

Party of export

Party of expor: means a Party from which a (cransboundary movement] [of
an LMO]! is iaitiaced,

Parcy of import

Party of import meaas a Party into which a (transboundary movement] [of
an LMO) is initiatced.

UNITED STATES OF AMERICA
Export - omit “"third Party” at the end of the sentence.
Import - omit “third Party” at the end of the sentance.

Party of Export - replace “is initiated” at the end of the senternce
with “occurs”.

Party of Import - replace “as initiated” at the end of the sentence
with “eccurs”.

Add the following terms:

Field growth means the intentional introduction of LMOs into the
environment for growth or propagation (e.g., sees for pianting, fish for
release, microbes for microremediation) for non-experimental purposes.

Field test means an experiment involving the growth or propagation of
LMCs which is conducted in the environment under controlled conditions so
that the LMOs will not persist in the environments.

Territory means the land, inland waterways or internal waters cf a
State, or the territorial sea of a State when the intentional introduction of
a LMO is tc take place in such territorial sea.

International transport means, for purposes of Arcicle 15, rhatr porticn
of movement that occurs after the LMO has laft the Party of export and before
it has entered the Party of impecrc.

L¥O - replace “"in vitre gene technologies” with “recombinanc DNA
techniques”,

URUGUAY
In the Article corresponding to "Use of terms”, the key terms are
"organism’ and *living modified organism", and we suggest the following

definitions:

Organism: Any entity capable of replicating its genetic marterial.
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Living modified srganism: An organism that contains genetic material
which has been deliperately moedified in a way that does not occur naturally
by reproduction or recombiration and .confers one or mor= novel traics.

We also believe that 1a the definitcion of "Transboundary movemsni',
transit should be included and should be considersd as one of the
transboundary operations subject to Advance Informed Agreement (AIA).

VENEZUELA
LMO

LMO means any organism that contains genetic material wirich has been
deliberately modified by in vitro gene technologies in a way that is not
known to occur naturally by repreduction or recombination, cvercomes natural
physiclogical reproduction or recombination barriers and of which the
resulting, expectad or unexpected, genetic compositlon contains transgenic
genetic material and is unlikely to occur in nature.

Organism

Organism means any biological entity capable of replication or actively
transferring its genetic material, with metabolic activity and natural
propagation.

Transboundary movement

Transboundary movement of an LMO means any movement of an LMO or
products therecf, from an area under the jurisdiction of one Party to an araa
under the jurisdiction of another Parcy, including the transit space between
the two States.

EXport

Export means the intentional movement of an LMO and/or products chereof
from an area under the jurisdiction of one Party into an area under the
jurisdiction ¢f ancther Party, but does noc include transit through a third
State.

Import

Impors means the intentional movement of an LMC and/or products therect
intc an area under the jurisdiction of one Party from an area under the
jurisdiction of another Party, but does not include transit through a third
State.

ExXporter
Exparter means any legal or natural person, under the jurisdiction of

the Party of export, who is responsible for an LMO and/or products thereof to
be exported.
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Importer

Importer means any legal or narural person, under the jurisdiction of
the Party of impors, who is responsible for an LMO and/or producrts therecf to
be imported. I

Party of export

Party of expecrt means a Party from which a transboundary movement of an
LMO is initiated.

Party of import

Party of import means a Party into which a transboundary movement of an
LMO is initiated.

State of transit

Any State, distinct from the Party of export and the Party of import,
through which it is planped or is effected a movement of an LMO and/or
products thereof.

ARTICLE 3A ~ THE SCOPE OF THE PROTOCQL

ECUADOR

Ecuador accepts option 1 which specifies “This Protocel shall apply te
the transboundary movemenct, handling and use of living modified organisms..."

KENYA

This protocecl applies to the transboundary movement: handling and uss
of LMO resulting from madern bietechnslogy that many have an effect on the
conservation and sustainable use of biological diversity, taking into account

isks to human health. .

NEW ZEALAND

We have no comment at this stage pending clarification of other
provisions in the drafr Protocol.

PERU
{New)
Cptieon 1
2, This Protocel shall not apply to:
{a) Transboundary movements of LMOs that are not likely to have

adverse effects on the conservation and sustainable use of biciogical
diversity, taking also ints account risks to human health, as specified in
Annex X;

{(h) Requirements for transport operations;

(c) Transit of LMOs and transboundary movements destined for
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subsequent contained use, except as regards Articles 1 bis (General
obligations) and 15 {(Unintentieonal transboundary movements).

SLOVENIA

New, 1. This Prmtocol applies to the transboudary movement, handling
and use of LMO resulting from modern biotechnology that may have and adverse
aeffect on the conservation and sustainable use of biological diversity.
taking alsc into acgcount risks to human health.

THAILAND

1. This Protocol [shall, without prejudice to paragraph 2 below, apply] to
the transbeundary movement [, handling and use] of living medified organisms
resulting from modern biotechnolegy that may have an adverze esffect on the
conservatiosn and sustainable use of bioclogical diversity, taking also into
account risks to human health.

(2. This Protecol shall net apply to:

{a) Transboundary movements of LMOs that -are not likely to have
adverse effects on the conservation and sustainable use of biclogical
Giversity, taking also into account risks to human health, as specified in
Annex X;

() Requirements for transpert operations;

(c) Transit of LMOs and transpoundary movements destined for
subsequent contained use, except as regards Articles 1 bis {General
obligations) and 15 (Unintentional transboundary movements).!

VENEZUELA

1. This Protocol shall apply to the transboundary mevement, handling and
use of living modified organisms resulting from medern biotechnology thac may
have an adverse effect on the conservation and sustainable use of biological
diversity, taking alsoc into account risks to human and animal health,
biclogical diversity, the environment and the socio-economic welfars of
societies.

ARTICLE 3B - THE APPLICATICON OF THE AIA PROCEDURE

ECUADOR

Seuador accepts the option beginnidg: "Each Party shall apply the
Advance Informed Agresement procedure...’

KENYA

all imitial and subsequent transboundary movements of LMOs resulting
from modern bictechnolegy or products therecf that may have an adverse affect
on the conservation and sustainable use of biological diversity taking also
inte account risks to human health shall be subject to AIA.
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NEW ZEALAND

We favour the following formulacian.

The AIA gprocedure shall apply to all Firae intenticnal transkboundary
mevzments of an LMO intended for:

(a2} contained use in the Party of impert; or
{b) deliberate release into the 2nvironment of the Party of imgort.
NORWAY

Add ac p. 13 under para. 3 B as an additional paragraph under the
second Option 1:

«Each Party shall implement and enforce national provisions in order to
ensure compliance with the Advance Informed Agreement procedure set out in
articles.,,.».

Add in the second Optien 1 in the first para. Aftsr of a specific LMO
«for specific purposes or uses into a new statce»

Add at page 13 in the second para. At the top of the page: ..covered by
the ATA procedure, provided they are handled in accordance with Annex XX on
contained usa»,

PERU

{Revised)

1. BEach Party shall apply the Advance Informed Agreement procedure with

respect to (the transboundary movement of] all living modified organisms
defined in this Protoccl.

SLOVENIA
Revised, 1.
THATILAND
1. Each Party shall apply the Advance Informed Agreement procedure with

fespect to ([the transboundary movements of] all living modified Qrganisms
defined in this Prctocol.

2. The (Party of import] may, however, ‘declare that low-risk micro-
organisms and cther low-risk regsearch organisms intended for contained use
shall not be covered by the AIA procedure.
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URUGUAY

In regard to the applicatiocn of the AIA procedurs, Uruguay considers
that it should cnly be applied to the first deliberats transboundary movement
of LMOs intended for propagation, reproduction and/or multiplication, and
subsequently to cases thar have been subject to conditional consent or
prohibition by the Party of import.

The scope of applicaticn of the AIA prccedure shall not apply to:

- The LMOs whose introduction is subject tc bilateral, mulcilateral or
regional agreements exempting LMG from AIA between the Parties of such
agrasments;

- Organic materials which are components of LMOs bur are not self-
reproducible in the envirconment, such as DNA or RNA segmencs, plastids and
peptides;

- Those cases (event-species-destination) which have been subject to
total consent (deregulatiecn) by the Party of import;

- LMOs, and products, subproducts or derivatives thereof intended for
consumption or processing.

VENEZUELA

1. Each Party shall apply the Advance Informed Agreement (AIA) procedure
with respect to the transboundary movements of all living modified organisms
and/or preducts thereof defined in this Protocol.

ARTICLE 4 - NOTIFICATICN [PROCEDURE] [FOR AIA]
ECUADOR
The wording could be as follows:

1. The Party of export shall notify, in writing in a language thar is
acceptable to the importer, the designated national compecent authority of
the receiving Party and., where applicable, the designated national competent
autherity of the Party of transit, prior to any intantional transboundary
movement to the Party of import of any LMO or products thereof that fall
under the scope of Article 3. '

2. The notification to the national competent autherity of the receiving
Party shall contain the information specified in a list Lo be established by
the Meeting of the Parties.

3. Each Party shall make its Importer or exporter, as the case may be,
responsible for the accuracy of the information provided in the notification
and for any new information provided.
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NEW ZEALAND

We favour the feollowing modifizacion of option 1.

(1] Each applicant shall apply ia writing %9 the competent nacional
authority of the Party of import pricr te the transbeundary movement to =he
Parcy of import ©f any LMC that falls under the scope of Article 3IB.

(2 The application to the competent national authority cf cthe Parcy of
import shall contain the information specified in Annex I. and any additional
information required by the Party of import under Article 5.

PERU
(Revised)

1. The designated national competent authority cf the Party of origin
shall notify, in writing in a language that is acceptable to the imporcer,
the national authority of the receiving Party and, where applicable, the
designated national competent authority of the Party of transit, prior toc any
intentional transboundary movement to the Party of import of any LMO or
products thereof.

2. 'The notificacion te the national competent autherity of the receiving
Party shall contain the information specified in Annex I.

3. The Party of export shall be responsible for the accuracy of the
information provided in the notification and any new informatien provided.

THAILAND

L. {The importer] shall notify in writing {the national autherity of the
recelving Party and, where applicable, the desigmated natiocnal authericy of
the Party of transit] of the Party of import prior teo [any] fintentional]
transboundary movement to the Party of import of {any] LMO [or products
therecf] [that fall([s] under the scope of Article 3],

2. No provision on the respeonsibility for the aceuracy of informacion is
necessary.

R
3, [Each Parcy shall make [its importer] responsible for the accuracy of

the information provided in the notification and for any new informacion
provided.

UNITED STATES OF AMERICA

Paragraph 1 at the end of the paragraph add: "Only one notificaricn
need be sent to the Party of impert concerned.”
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URUGUAY
YVENEZUELA
1. The designated national competent authority of the Parcty of export, at

the request of the exporter, shall notify, in writing in a language that is
acceptable toc the Party cf import, the designated national competsant
auchority of the Party of import and, where applicable. the competent
authority of the Party of transit, prior to any intentional cransboundary
movement to the Parcy of import of any LMO and/or productcs thereof.

2. The notification shall contain the information speciiied in Annex I.
3. The Parry of expert shall ensure that its exporter shall be responsible

for the accuracy of the information provided and for any new information
provided.

ARTICLE 5 - RESPONSE TO {[AIA] NOTIFICATION

ECUADOR

Ecuader accepts option 1, omitting subparagraph (a) of paragraph 6.
page 19.

NEW ZEALAND
We favour the follcwing modification of option 1.

Modified Opticn 1

{1) The competent nationmal autherity of the Party of import shall, within X
days of raceipt of the application, inform the applicant whether the
application is completes or whether further information is needed.

{2) If further information is needed, the competent national authority
shall, within a period of X days following receipt of the requested further
information, notify the applicant that the applicaticn is complete.

PERU
{Revised)
Option 1
1. The Party of impert shall acknowiedge receipt of the notification, in

writing, to the competent authority cf the Party of export within (X] days.

2. The acknowledgement shall state the date of raceipt of the
notification.
3. Failure to acknowledge will not imply consent for transboundary

movemerntc.
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4. The Party of impor= may, within the period of time referred to in

paragrapn i1, inform the notifier whether tc procsed according to the Party of
import's domestic regulatory framework, provided that che framework is
coensistent with this Protocsl, or according to the procedurses provided for in
Article & of this Protocol. '

5. The Party of import shall within X days inform the notifier wherher the
notificarion contains prima facie the required information or whather further
information in accordance with Annex II is needed or whether an extanded
pericd of time to raspond is needed.

6. The Party of import shall, within the period of time referred to in
paragzraph 1, inform the notifler whether, at the end of :ihe period specified
in Article 6:

(b} The intentional transbeocundary movement may procéeed only after the
Party of import has given its wricten consent.
SLOVENIA

Revised, option 1; 5/6.
THAILAND

Cption 1

No acknowledgment of receipt 1s required.

Option 2
1. The Party of import shall acknowledge receipt of the notification, in

writing, te the applicant [within (20! days].

2. The acknowledgment shall state the date ¢f receipt of the notification
fand inform the notifier whecther the notification is in the correct form and
it is accepted for consideration].

3. Failure to acknowledge will not imply consent for transboundary
movement.
4. The Party of impeort [shalll, within the period of time resferrad te in

paragraph 1, inform the notifier whether to proceed according to the Party of
import’s domestic regulatory framework, provided that the [framewcrk is
consistent with this Protocol, or according to the procedurss provided for in
Article 5 of this Protocol].

VENEZUELA
1. The Party of import shall acknowledge receipc of the notificacion, in
writing, to the designated national competent aucthority of the Parcy of
export within 15 days from the date cf receipt of the notification.

2. The acknowledgement shall state the date of receipt of the notification
and inform the notifier whether the nctification is in the correct form and
is accepted for consideraticn.

3. Failure to acknowledge will not imply consent for transboundary
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movemernt .
4. The intentional transboundary movement may proc=ed only after the Parcy
of imper: and the Party of transitc have given their written consent.

ARTICLE & - DECISION PROCEDURE FOR AIA
ECUADCR

Referance should be made to animal health, the socio-=conomic and
cultural welfare of communities, ef agriculture, and of the environmentc.
Subparagraph (a) of paragraph 2, page 20, should be omitted. Paragraph 9
could read as follows: "If, after acknowledgement of receipt and after
repeat notificacion to the Party <f import, the Party of impor: does not
respond within the period specified under paragraph [ ], the Party of export
shall not allcow the exporter to commence with the proposed transfer until the
AIA of the Party of import has been received. The comperent authority of the
Party of import shall be deemed to have prohibited impor:t of the LMO
concexrned.

KENYA

The international transboundary movement may procesed only after the
party of import has given its written consent.

NEW ZEALAND
We favour the following meodificatieon.

1. Decisicns shall be based on scientific principles and supported by the
best availabkle scientific evidence.

2. Within ¥ days of receipt of a complete application, the competent
national authority shall respend in writing to the applicant with:

{a} a decision to approve the import of an LMC withouﬁ conditions;
(b} a decision to approve import into containment with specific
conditions;
tc) a decision to prohibit import.
3. The transboundary movement cof any LMC should not proceed without the

authorisation, or contrary to the decision, of the comperent national
authority of the Party of impeort. '

PERU
1. Decisions shall be based on scientific information provided by the
experter, including technical experience, taking also into aceount risks to

human health, in accordance with Annex II.

2. the Party of import shall within the period of time referred to in
[Article 5] inferm the notifier that:
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{b) The intentional transbeoundary movement may proceed only after the
Party of import has given its wrirten consent.

3. The Parties shall cooperate wich a view to deciding, as soon as
possible, rto whart extent in relation to the procedures, and in which cases,
to be specified in an annex, a transboundary movement cannot procsed without
an explicit consent.

4. The Party of import shall, within {X] days, inform the notifier whether
the notifi:action contains prima Ffacie the regquired informacion or whether
further inZormation is needed or whether an extended period of time to
respond is needed.

5. Within {X] days of acknowledgement of receipt of notification in
accordance with a time-frame determined by the Party of import, the Prarty of
import shall respond, in writing, to the notifier with:

(a} A decision to apprecve the import, with or without conditions;

{b) An absolute or provisional decision to prohibit import, based on
the best available scientific evidence, including. technical experience,
scientific risk assessment of adverse effects on the conservation and
sustainable use of biological diversity,” taking also into account risks rto
human health.

6. In cases where the State of import, in applying the pracautionary
principle, considers that the information provided {by the notifier] is not
sufficient in order to determine the potential adverse effects of an LMO, or
determines that there are potential adverse affects of an LMO, the 3tate of
import has the right te prohibit the import of the LMD in guestion. Lack of
full scientific certainty or of scientific consensus shall not prevent the
[State of import] [Party of import] from prohibiting the import of the LMO in
question.

7. The transboundary movement of any living modified organisms should not
take place without the authorization, or contrary to Lthe decision, of the
receiving Parcty.

8. Should the importing Party impose conditions on the impore, deny
permission for the import, or regquestc additional infeormation, it shall state
its reasons in writing toc the notifier, including information on the
iegislative and/or administrative measures on which its decision is based.

9. The Party of import has the righrt to address the consequences of its
failure to respond following a notification, according to its domestic
l=gislation as it sees appropriate, in aceordance with the principles set out
in this Proteccol.

SLOVENIA

L. Decisions shall be based on scisntific risk agsessment of the adverse
2ffect on the conservation and sustainable use of biclegical diversicy in
accordance with Annex II.

2. {b} The intentional transboudary movement may proceed only afizer the
Party of import has given its written consent.
g. The Party of import shall within X days inform the notifier whether the

A
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notification required is complete or whether further informacien in
accordance teo Annex II is needed or whether an extended pariced of time to
respond is needed.

5. Within XXX days of receipt of notificaricgn the Party of import shall
respond to the notifisr with:

(a) A declsion to approve imports, with or withour specified
conditions;

(b} Decision £o prohibic import, based on the best available
scientific evidence, including technical experience, scientific risk
assessment of adverse effects on the conservation and sustainable use of
bioleogical diversity in accordance with Arnex IT:

{{=3] A reguest for additional relevant scientific and technical
information before allowing or prohibiting the import:

(d) Datermining whether and how the decision applies t¢ subsequent
imports of the same LMO;

(e} Determining whether netification is required fro subsequent
imports of the same LMC, in accordance with Article 10;

(£} Informing the notifier that the period specified in this
paragraph is extended by a defined period neo longer than XX days.

6. In cases where the Party of import in applying the precauticnary
principle considers that the information provided by the [notifier] is not
sufficient in order to determine the potential adverse effects of an LMO, or
determines that there are potential adverse effects of an LMCO, the Stace of
import has the right to prohibit import of the LMO in question. Lack of full
scientific certainty or of scientific consensus shall not prevent the Party
of import from pronibiting the impert of the LMC in questicn.

7. No comment

B. Should the Party of export impase conditions on the import, deny
permission for the import, or request of additional infeormation it shall
stare ity reasoens in writing to the importer. Parcy of export for its
decision including information describing the legislative and/or
administrative measures on which its deciszion is based.

9. CR, if the Party of import £fails to communicate its final decision
within X days of the transmission of the notification, the transboudary
movement is ne longer governed by the terms of this Protocol and the Party of
export shall have no further obligations under this Protocol with respect to
such transboundary movement.

THAILAND

1. Decisions shall be based on [scientific principles and supported by the
best available scientific evidence(, including technical experience]],
fraking alsc into account risks to human health] [in acecordance with Annex
II].
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5. [In accordance with a time-frame determined by the Party of import)], the

Party of import [shall)] respond, {in writing)], co the notifier with:

(a) [A decision to approve] imports, with or wirhour [specified]
conditions; '

(b} [D=acision to prohibiz] import, [based on the best availabla
scientific evidence, including technical experience, scientific risk
assessment of adverse sff=cts on the conservation and sustainable use of
biological diversity, taking also ints account risks to human health;]

(c) [A request for] additicnal relevanc [scientific] [technicall
information (hefores allowing or prohibiting che import]. when calculacing
the time for the Party of import to communicarte ics decision to the notifier
under paragraph 2, the number of days for which the Party aof import is
waiting for additional relevant [technicall information which it has
requested from the notifier shall not be taken intoe account:

{(d} Whether and how the decision applies ro subsequent imports of the
same LMO;

(e} Whether notification is required for subsequent imports of the same
LMO, in accordance with Article 10;

(£f) [The Party of import may inform] the notifier thatc the period
spacified in this paragraph is extended by [(as much time as is necessary Lo
assess the information it has received from the [notifier] so as to enable ir
to reach an informed decision on the application and make its own risk
assessment decisions on the transfer, handling or use of the LMO. ]

&. In cases where the [Party of import] in applying the precautionary
principle considers that the information provided by the (notifier] is not
sufficient in order to determine the potential adverse effects of an LMO, or
determines that there are potential adverse effects of an LMC, the Party of
import has the right to prohibit import of the LMO in question. Lack of full
scientific certainty or of scientific consensus shall not prevent [Party of
impore] from prohibiting the import of the LMC in question.

7. The transboundary movement of any living modified crganisms should not
take place without the autharization., or contrary to the decision, of the
raceiving Parcy.

8. Should the importing Party impose conditions on the import, deny
permission for the imperet, (or request additicnal informaz_on] it shall state
its reasons (in writing] to the [importer], [for its decision] including

information describing the legislacive and/er administracive measures on
which its decision is hased.

9. If the Party of import fails to communicate its final decision within
(X] days cof the transmission of the notification, the transboundary movemenc
is neo longer governed by the terms of this Protocol and the Party of export
shall have no further obligations under this Protoecel with raspect to such
transboundary movement.
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VENEZUELA

1. Secisions shall be based on scientific information provided by the
exporter, scientific principles and supported by technical experience,
scientific risk assessment of the adverse =2£fect on the conservaticon and
sustainablae use of biological diversicy, taking also into account risks ro
human and animal health, in accordance with Annex II and soclial, economic and
cultural criteria.

2. The Party of import shall, within (¥} days, inform the notifier whether
the nocification contains prima facie the recuired information, is complete
or whether further information is needed and whether risk assessment or a
field erial is to be carried out, or whether an extended period of time to
respond is needed. The intentional transboundary movement may proceed only
after the Party of import has given its writcten consent.

3. Within 90 days of acknowledgement of receipt of notification, the Party
of import shall respond, im writing, to the nocifier with:

(a) A decision to approve the import, with or without specified
conditions, or a prohibition of the transboundary movement of the LMO and/cr
preducts thereof: s

(b) A request for additicnal relevant scientific or technical
information, or additional field trials, before allowing or prohibiting the
import. when calculating the time for the Party of import te¢ communicace its
decision to the notifier under paragraph 2, the number of days for which the
Party of import is waiting for additional relevant information shall not be
taken into account:

(c) The Party of import may inform the notifier with justification
that the period specified in this paragraph is extended by as much time as is
necessary tc assess the information it has received, so as to enable it to
reach an informed decision on the application and make its own risk
assessment decisions on the transfer, handling or use of the LMC and/or the
products thereof.

4, In cases where the State of import, in applying the precautionary
principle, considers that the information provided by the notifier is not
sufficient in order to determine the potential adverse effects of an LMO
and/or products thereof, or detsrmines that there are potential adverse
affacts of an LMC and/or products theresof, the State of import has che right
to prohibit the import of the LMO and/or preducts thereof in question. Lack
of full scientific certai.ry or of sclentific consensus shall not prevent the
Party of import from prohibiting the imporrt of an LMO.

3. The transboundary movement of any living modified organisms and/or
products thereof should not take place without the authorization, or contrary
to the decision of the Party of import.

a. Should the importing Party impose conditicns on the import, or deny
permission for the import, it shall state the reasons for ics decision in
writing to the Parcy of expert and the Clearing-house, including information
on the legislative, administrative and/or technical measures on which icts
decision is based.
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7. If, after acknowledgement of receipt, rthe Party of import does not

raspond within the pericd specified under paragraph 2, the rParty of =xport
shall not allow the expcorter to commence with the transfer until the ATA of
the Party of import has been received.

ARTICLE 7 - REVIEW QF DECISIOQNS {UNDER AIA]
ECUADOR

The second paragraph of subparagraph (¢} of paragraph 2, page 23,
should be modified to read as follows: "In such a case, the receiving Party
shall be able te require the Party of origin te cover all the costs of the
assessment.” )

NEW ZEALAND
wWe favour the following modification.

(1) If at any time an applicant becomes aware of relevant pnew information
which may have significant consequences for the risks associated with an LMO,
it shall immediacely inform the competent national authority which has made a
decision in respect of the transboundary movement of the LMO.

(2) An applicant may raguest the competent national authority of the Party
of import to review a decision to prohibit import when the applicant
considers that:

{a) a change in circumstances has occurred which may influence the
outcome of the risk assessment upon which the decision was based; or

{b) additional relevant scientific or technical information has
beccme available:; or

() there is reasonable evidence that the decision has not been based
sclentific principles and supported by the best available scientific
evidences.

3. A competent national authority may at any time in the light of relevant
new information that may have significant consequences for the risks
associated with an LMO, unilaterally review any decision made under Article §
and emplay any review mechanism established through its national legislation
or any other national procedurss.

PERU

1. If at any time a Party of import, expor:z, transit or any other person
has reason te believe, taking into accounc available scienrific information,
or becomes aware of relevant new information, that an LMO and/or produces
therecf may cause adverse effeqcts on the conservation and sustainable uze of
biological diversity, taking alse into account risks to human health, the
environment, biological diversity, human and animal health and agriculcure,
that Party may prohibit such movements or specify the condicions under which
all such movements may take place. In such a case, the Party must inform the
Parties concerned, the Secrstariat and the Clearing-house, giving the reasons
for its decision.
2. A Party of export may request a Party of import through its designated
/o
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naticnal competent authority to conduct rigk assessment in order to raview a
decision it has made in respect of 1t under Article 6 whers the Party of
axport considers that:

(a) & change in circumstances has occurred which may influence the
outcome of the risk assessment upaon which the decision was based: or

(c) There is r=asonable evidence that the decision has not been based
on scientific, socic-economic, cultural or the precautignary principle and
supported by the best available scientific evidence. In such a cass, the
receiving Party shall be able to require the Party of origin to <over some or
all the costz cf the asszessment.

3. Exporting Parties shall provide any additional informacion which they
consider is rslevanc to a review of the import decision. Importing Parties
shall respond to such requests, in writing, within a reasonable pericd of
time, and provide full details on the basis for their decision. In light of
new scientific evidence and information made available to the receiving
country Party, a new application may bhe submitted in respect of a previously
rejected application.

4. A Party of import may at any time, in light of new information or
evidence, unilaterally review its decisidns on any transfer, handling or use
of LMOs into its country and employ any review mechanism established through
its national legislation or any other national procedures. In a case of
dispute the costs of risk assessment will be berne by the exporter.

SLOVENIA

1. If any time a Party of transit becomes aware of relevant new
information that LMO and/or products thereof cause adverse effects cn
conservation and sustainable use of biolcocgical diversity, human and animal
health and agriculture, the Party may prchibit such movements or specify the
conditions under which zll such movements may take place. In such case, the’
Party must within the 30 days inform %o the Parties concerned and the
Clearing-nouse and giving the reasons for its decision.

2. A Party of export may request a Party of import throucgh its natienal
competent authority to conduct risk assessment in order to review a decision
it hags made in respect of it under Article 6 where the Party of expor:
considers that additional relevant scientific or technical informaticn has
become available.

3. Exporting Parties shall provide any additicnal information which is
relevant to a review of the import decision. Importing Parties shall respond
to such requests, in writing, within a reasonable period of time, and grovide
full decails on the basis for their decision. 1In light of new scientific
avidance and information made available to the receiving countzry Party, a new
application may be submitted in respect of a previously rejected application.

4. Party of import may at any time in light of information or evidence,
unilaterally review its decisions on any transfer, handling or use of LMOs
inte its country and employ any review mechanism established through its
naticnal legislation or any other national procedures. In a case of dispute
costs of risk assessment will be borne by the exporter.
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THAILAND
1. If at any time a Party of [impor:]{becomes aware of relevant new
infarmaticn] char an LMO [and/or products thersof] [is likely to] cause

[5ignificant] advarse =2ffeaczs aon [conservation and sustainaple usa of
biological diversizy, [the enviroament, biolcgical diversity, human and animal
health and agriculture}, that Parcy may prohibit such movements or specify
the conditions under which all such movements may take place. In such a case,
the Party must [promptly], [Parties concerned, | [the Parzty of import] [the
Secretariat] [and the Clearing-house] and giving the reascns for its
decision.

2. A Party of export may raguest a Party of import [through its designared
[national] autheority)] to review a decision it has made in respect of it under
Article § whers the Party of exXport considers that;

(a) A change in circumstances has oczurred which may influence the
cutcome of the risk assessment upon which the decisien was based; [cr]

(b) Additicnal relevant scientific or technieal information has
become available; -

{c) There iz reascnable evidence that the decision has nor been based
on scientific principle(s] and supported by the best available scientific
evidence,

In such a case, the receiving Party shall be able tg ragquire the Party
of origin to cover some or all the costs of the assessment.

3. Exporting Parties ([shalll provide any additional information which{is]
relevant to a review of the import decision. Importing Parties shall respond
te such requests, in writing, within.a reascnable period of time, and provide
£ull details on the bhasis for their decision. In light of new scientific
avidence and information made available to the receiving country Party, a new
application may be submitted in raspect of a previously rejected application.

4. A [Party of import] may at any time in light of information or
evidence, unilaterally review its decisions on any transfer, handling or use
of LMOs into its country and employ any review mechanism established through
its national legislation cr any other national procedures.

VENEZUELA

1. If at any time a Party of impor:z, export, and/or transit or any ocher
person has reason to believe, taking into account available scientifie and/or
technical information., or becomes aware of: relevant new information, that an
LMO and/or products therecf may cause adverse effeccs on the environment,
biological diversity, human and/or animal health and/or agriculture, that
Party may prohibit such movements. In such a case, the Party must promptly
inform the Parties concerned, the Secretariat and the Clearing-house, giving
the reasons for its decision. The Clearing-house shall as soon as possible
transmit the informaticn received to the Parcries.
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2. A Party of export may reguest a Party of import te review a decision it
has made in respect of it under Article & where the Party of export considers
thac:

(a) A change in circumstances has occurred which may influence the
outcome of the risk assessment upon which the decision was based;

(b} Additional relevant scientific or technical information has
become available;

(a) There is reasonable evidence that the decision has nct been based
cn scientific, socic-economic, cultural or the precautionary principle and
supported by the best available scientific evidence.

In such a case, the recsiving Party shall be able to require the Party
of origin to cover seme or all the costs of the assessmenc.

3. Exporting Parties shall provide any additional information which they
consider is relevant to a review of the import decisien. Importing Parties
shall respond to such requests, in writing, within a reascnable period of
time, and provide full details on the basis for their decision. In light of
new scientific evidence and informacion made available to the Party of
import, a new application may be submitted in respect of a previously
rejected application.

4. A Party of import may at any time, in light of new informatiocn or
evidence, unilaterally review its decisions on any transfer, handling or use
of LMCs and/or products thereof into its country and employ any review
mechanism established through its naticnal legislation ox any cther national

procedures. In a case of dispute the costs of rigzk assessment will be borne
by the exporter.

ARTICLE 8 - NOTIFICATIOM OF TRANSIT
ECUADOR
Ecuador accepts cption 1.
NEW ZEALAND

Modified Option 1

1. Parties may require notificaticn in writing to the competent national
authority of other Parties’ intent to transit for the first time an LMO
through their territory. N

2. The competent national autharity of the Party of transit shall
acknowledge the receipt of the notification to the notifier. Within X days
of receipt cof a complete notification, the competent natiocnal authority may
respond in writing to the notifier:

{a} Consenting to the transit movement with or without conditions;

(b} Denying permission for the movement.
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3. IZ the competent national authority of the Party of transit fails to
notify the notifier within the specified time frame, implicit consent shall
be assumed for the transit of the LMO.

PERU
Option 1

1. The State Party of export must require notification, in writcing,
through the channel of :the competent authority ¢f the Stace of export or by
providing a copy to this authority, of other Parties intent to transit a
living modified organism or products therseof through their territory for a
specified use or purpeose. 4all the requirements for labelling, packaging and
Lransportation shall be met. Where such notificacion is required, Parties
that require notification of intenc Lo transit living modified grganisms or
products theresof through their territory, the Stare of 2xport should provide
informarion to the Clearing-house on:

(a) Details of the categories of living modified organisms and
products thereof for which notificaticn is required; and

§=))] Information to be provided with the notificaticn, based on rthat
set out in Annex Y.

2. The State of transit shall ipromptly] acknowledge the receipt of the
notification to the notifier. - IE may subsequently respond to the notifier,
in writing, within 230 days:

(a) Consenting to the transit movement with or without conditions;
(b Denying permission for the movement; or
{c) Provide an interim response, that may contain a scatement to

import with [or without] specified conditions or prohibiting impert during
the interim period. This may include a statement thac a final decision is
under consideration and/or a request for further information and/cr extended
period of time to respond.

3. The State of transit may declare in writing whether or nct a
notification is raquired for subsequent transit movements of the same living
modified organism or products of an LMO and it shall inform the Secretariat
and previous notifiers of such decisions. The handling and transpert
requiremencs for living modified organisms referred to in Article 4 shall be
followed in all transit movements.

4. The documentation provided for the transport of living medified
organisms or products of an LMO musc spacify tche care needed during their
transitc,

SLOVENIA

Option L:

1. Party of export must require notification by the exporter .in writing,
through their focal point of other Parties intent te transit a living
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modified organisms or products therecf through their territory for specified
use and purpose as well as assuming responsibilizy for any case of aceidencal
release in those State. All the resguiresments for labelling, packaging and
transpertacion shall De mec. Where such notification iz regquired, the State
of exporc shall provide informatiecn included in Annex X to the Clearing-house
on:

§=9] Information to be provided with the notification, based on that
3et out in Annex Y.

2. The State ¢f transitc shall acknowledge acknowledge the receipt of the
notification to the notifier. It may subsequently respend to the nortifier,
in writing, within 30 days:

{a) Consenting to the transi: movement with conditions;

(b) Provide an interim response, that may c¢ontain a statement to
import with specified conditions or prohnibkiting impert during the interim
period. This may include a statement that a final decision is under
consideration and/or a request for further information and extended period of
cime to respond. ]

3. The 5tate of transit may declare in writing whether or not a
notification is regquired for subsequent transit movements of the same living
modified organism cf the same living modified organism and products of an
LMO.

4. The documentation provided for the transport of living modified
organisms and products of an LMO must specify the care needed during their
transic.

THAILAND

Option 2

1. [Party] of export] (must] requirz notification [by the exporter], in
writing, {through the channel of the competent authority of the State of
export cr by providing a copy to this authority] of other Parties intent to
transit a living modified organism [or products thereof] :through their
terrivory [(for a specified use or purpose] {as well as assuming
responsibilicy for any cases of accidencal release in those States]. [AlLl the
requirements for labelling, packaging and transportation shall be. metl.

Where such notificacion is required, {(Parties that require notification of
intent to transit living modified organisms [or products therecf], through
their territory] (shall] (provide informaticn! [included in Annex X] on:

{a} Details cf the categeories of living modified organisms [and
products thereofl for which notification is required; and

(b) Information to be provided with the nectificacion, [based on that
set out in Annex Y).

2. The State of transit shall [promprly] acknowledge the receipt of the
notification to the nocifier. It may subseguently respond to the notifier,
in writing, within 30 days:
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{a) Consenting to the transit movement with [2r without] econditions:
(b) Denying permission for the movement; or
{c) Provide an interim response, that may ©oncain a stacement to

import with [or without] specified conditions or prohibiring imporc during
the interim period. This may include a statement that a final decision is
under consideration and/or a request for further information and/or extended
pericd of time to respond.

3. The State of transit may declare ian writing whecher or not a
noctification is required for subsequent transit movements of the same living
modified organism [or products of an LMQ) and it shall inform the Secrerariat
and previous nctifiers of such decisions. The handling and transport
requiremencs for living modified organisms referred to in Article 4 shall be
followed in all transit movements. :

4, The documentacion provided for the transport of living modified
organisms [cr products of an LMC! (shall as appropriate] specify the care
needed during their transic. -

VENEZUELA

1. The Party of export shall., in writing, notify the designacad naticnal
competent authority of all States of transit, through the channel of its
naticnal competent authority, in a language previously agreed upoa, of its
intent to carry ocut a transboundary movement of an LMC and/er products
thereof.

2. The notification shall contain the information specified in Annex I.
3. The State of transit shall promptly acknowledge the receipt of the

notification to the notifier. It may subsequently respond to the notifiar,
in writing, within 30 davs:

{a) Consenting to the transit movement with or without condicions;
(b) Denying permission for the movement: or
{c) Provide an interim response, that may contain a statement to

import with specified conditions or prohibiting impert during the interim
period. This may include a statement that a final decision is under
consideration and/or a request for further information audsor exrtended period
of time te respond. In no :ase shall the transboundary movement of an LMO
and/or products thereof commence without the censent of the State or States
of transiz.

3. The Party of export shall be responsible for the accuracy of the
information provided and for any new information provided.

4. The documentation provided for the transpert of living modified
organisms or products of an LMO must specify the care needed during their
transie.
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ARTICLE 9 - SIMPLIFIED PROCEDURE

ECUADOR

Zcuador accepts opticn zero.

NEW ZEALAND

Modified Option 1

A Party of import may specify in advance the LMOs to be exempted from
the AIA procedures where, on the basis of the best available scientific
knowledge and experience, it is satisfied that there is negligible risk from
release of the LMO into the environmernt.

PERU

Cption zerc
No provision for a simplified procedure in the Protocol.

SLOVENTIA

Option 1, CR:

1 Parties of import may introduce simplified procedures for Advance
Informed Agreement for subsegquent imports of living modified organisms and
products of an LMO, (rest the same)

2. If State of import decides, pursuant to this Article, to exempt
certain living modified organisms and products of an LMO from the application
of the AIA procedures or to apply simple notification procedures to certain
living modified organisms and products of an LMO, it shall inform the
Bicsafety Database in writing accordingly.

THAILAND
Cption 2
1. Parties of import may introduce simplified procedures for Advance

Informed Agreement for [subseguent] imports of living modified organisms [or
products ¢f an LMO}, provided that any relevant international standards are
applied and thar adequat: measures are observed to ensure the safe
transboundary movement of living modified corganisms resulting from modern
bictechnolegy, in accordance with the objectives of this Prococol.

2. If a State of import decldes, pursuant to this Article, to exempt
certalin living modified organisms [cr productcs of an LMO] from the
application of the AIA procedures or to apply simple notification proceduress
to certain living modified organisms [or products of an LMO}, it shall inform
the [Secretariat of the Protocel] in writing accordingly. [The Secretariat
shall forthwich inform all [Contracting Parties] of such decisions.]

VENEZUELA
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No provision for a simplified procedure in the Protoccol.
ARTICLE 10 - SUBSEQUENT IMPORTS
ECUADOR
Ecuador accepts option 3.
NEW ZEALAND
We favour no provision.
PERU

Option 3
1. Notification in writing is required for all subssguent imports of the

same living modified organism {and products theraof] into the same Party of
import.

2. The State of impeort will acknowledge receipt of notification as cquickly

as possible and will inform the State of export that:
(a} Importation can proceed; or
(b) & new risk assessment procedure will be undertaken.

The provisions of this article could be reflected in Articles §

or 9.
SLOVENIA
Option 2:
i. ‘Neotification of subsequent imports of the same living modified organism

intc the same Party of import shall not be required unless specifically
requested in writing by the Party of import in cases where thare may be:
{rest the samae}

2. Where notification for subsequent imports is specifically requested by
the importing Party, full decails regarding the information snall be provided
orovided, in writing, to expcorting Parties or exporters and to the Clearing-
Acuse. The information required shall be based on that identified in in
Annex

THAILAND
Option 13
1. Notification in writing is required for all subsequent imports of the

same living modified organism [and products thereof] intoc the same Party of
import.

2. The State of import will acknowledge receipt of notificarcion as quickly
as possible and will inferm the State of exportc that:
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taj Importation can proceed:; or
{b) A new risk assessment procedure will be underczaken.

VENEZUELA

No provision for subsequent imports is necessary in che Prococol.

ARTICLE 11 - (INTERNATIONAL COOPERATION) MULTILATEPAL, BILATERAL
AND REGIONAL AGREEMENTS [CTHER THAN THE PROTQCOL]

AUSTRALIA

Australia wishes to see the following reflectad in the text of Option 1
paragraph 1:

1. Parties may enter into bilateral, multilateral, or regional agreements
or arrangements with Parties or non-Parties regarding transboundary movement
of LMOs provided that adequate measures are taken to ensurs the safe
transbou?dary movement of LMOs in accordance with the cbjectiwves of this
Protocaol”.

ECUADOR

Ecuador accepts option 1, with the wording in paragraph 1 of “with
Parcies or non-Parties" and "do not result in a lower level of protection
than the one provided for by the Protocol*. Omit the wording referring to
AIA requirements. Omit paragraph 2 and subparagraph (b) of paragraph 3. In
paragraph 4, add wording to enable bilateral, multilateral or regiocnal
agreements signed befores the entry into force ¢f this Prococol to be adapted
to the guidelines of the Protocol. Include also a werding in the same terms
for agreements signed afrer the entry into force of this Protocol.

JAPAN

/ Parties may enter intoc bilateral, mulcilatezal or regicnal agreements
or arrangements with Parties and/or non-Parties so as to:

1. cooperate for the implementation of the Protocel, in particular for
¢eoperation in the course of risk assessment procedures:

2. identify categories of LMOs to which the simplifisd procedures provided
for in arcicle 9 should apply:

3. Eensure that transboundary movement of LMOs from non-Parcies will be
regulated in a manner compatible with the Protoccl as rezferred to in
Article 23,

/ Parties shall notify the Secretariat of such bilateral, multilateral or
regional agreements or arrangements concluded with Parcties and/or non-
Parties.

* underlined text is not already reflected in the existing drafe
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NEW ZEALAND

Modified Option 1

Parties may enter into multilarteral, bilateral or regicnal agreements
Or arrangements for the transboundary movement of LMOs provided that adequate
measures are observed Lo ensure the safe transboundary movements of LMOs in
accordance with the chjectives of this Prorcecol.

PERU
Cption 1

1. Contracting Parties may enter into bilateral, multilatsral, or regional
agraements or arrangements with Parties regarding procedures and informarion
exchange relating to transboundary movemenc of L¥Os cor produccs of an LMO
falling within the scope of this Protocol, provided that such agreements or
arrangements will not derogate from the provisions of this Proteocol.

2. The provisions of this Protocol shall not affect transboundary
movements that take place pursuant to such agreements and arrangements as
between the Partcies to that agreement or arrangement.

4. Parties shall notify the Secretariat of any such bilateral, regional
and muitilateral agreements or arrangements sntered into. Any Party may
notify the Secretariat at any time that ATA provisions shall not apply with
respect Lo imports to such Party.

5. The Parties should cooperate among themselves in exchanging information
and, when appropriate, developing appropriate technical guidelines and/or
codes of practice, and monitoring the benefits of modern bictechnology, the
effects of risks posed by living modified organisms and products therecf on
human and animal health, biclogical diversity, the environmen: and socio-
economic welfare of societies, with a view to promoting the safe management
of these organisms and products. The Parties shall assist developing
countries in the implementation of this Protocol, taking due account of their
needs with respect tc capacity-building in order to promote the development
and transfer of safe biotechnolegy and knowledge.

6. A regional economic integration organiza;ion, which itself is a
Contracting Party to the Protscol and has a specific framewcrk for bicsafety,
may declare that the Protocol shall not apply to movements within its
territory.

SLOVENIA
Option 1:

L. Contracting Parties may enter into bilateral mulcilateral, or regiocnal
agreements or arrangements with Parties or non-Parties regarding procedure
and informaticn exchange relating to transboundary movement of LMO's and
products of an LMO in lieu of the AIA reguirements that such agreements or
arrangements do not derogate from the snvirenmentally sound management of
living modified organisms as required by this Protecol.
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2. The previsions of this protocol shall not affect transboundary
movements that take place pursuant Lo such agreements and arrangements as
between the Parties £0 that agreemenis or arrangemenc.

3. (a) The identification of categorias of LMOs and products of an LMO -o
which the simplified procedures provided for in Article 9 apply:

(o) A guidance to transkboundary mevement of LMOs and products of an
LMO involving non-Parties.

4. Parties shall notify the Secretariat of any such bilateral, rsgional and
multilateral agreements or arrangements entered into force of this Protocol.

5. The Parties shall co-operate among themselves in exchanging
information, developing appropriate technical guidelines and/or codes of
practice, and monitoring the benefits of modern biotechnology the effects of
risks posed by living modified organisms and products thereof on bioiogical
diversity and the environment with a view to prometing che safe management of
these organisms and products. The Parties shall assist developing countries
in the implementation of this Protocel, taking due.account of their needs
with respect to capacity-building in order to promote the development and
transfer of safe biotechnology and knowledge.

THAILAND
Option 1
1. fCantracting] Parties may enter into bilateral, multilateral, or

regional agreements or arrangements [with Parties] [or non-Parties] regarding
[procedures and information exchange relating to] transboundary movement of
LMOs [or products of an LMC] [falling within the scope of this Protocol] {in
lieu of the AIA requirements] [provided] [that] such agreements or
arrangements! (will not dercgate from the provisions of this Protoccl].

(3. Bilateral, multilateral or regiconal agreements or arrangements give
further basis for:

(a) The identification of categories of LMCs [or products of an LMO]
te which the simplified procedures provided for in Article 9 apply:

{b) A guidance to transboundary movement of LMOs [or produchs of an
LMO] invelving non-Parties.]

4. fany Party may notify the Secrstariac at any time that AIA provisions
shall not apply with respect to imports to such Parcy. ]

VENEZUELA

Celeted
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ARTICLE 12 - RISK ASSESSMENT

AUSTRALIA

Australia wishes to see the following reflected in the text of Optien 1
paragrapi 4:

4. Risk assessment for subsequent impor:ts of the LMO inte the same Party of
import, may only be required if:

{a) there is a change in the intended use of the LMO:;

(b) there i3 a change in import volume and frequency of the LMO,
where such a change could increase the risk of adverse impacts on biological
diversity through increased exposure in the racesiving envircnment;

{c) there is a variaticn in the receiving envircnmenc;

{3) there is relevant new information or other factors likely to
affect the risk assessment or risk management of the LMO:

(e} it is a condition of first import of the LMO under Article 6.
ECUADOR

Zcuador accepts cption 1. Paragraph 2 should read: “Each decision
based on risk assessment should be undertaken on a case-by-case basis, and be
based on sciencific grounds, the precautionary principle, socic-economic and
cultural concerns and experience and other available scientific evidence...*

We accept the first alternative cof paragraph 2, with the wording: ‘*Risk
assessment as referred to in paragraph 1 above shall be undertaken, by the
competent autheority or any natural and legal person under its jurisdiction.®

We accept the second alternative of paragraph 5, with the wording beginning:

"The Conference of the Parties shall establish a minimum standard..." but
modifying the wording *The Conference of the Parties may establish...” to
"The Conference of the Parties should establish..."

We accept the second alternative of paragraph 6§, with the wording:
"The exporter shall be..." We accept the second alternative of paragrach 7,
with the wording "...Party of export”, and the second alternacive of
paragraph 9 and "Elements for consideraticn...".

JAPAN

/ The competent authority of the Party of import shall have the right to
require the exporter to provide informacion necessary for the implementation
of the risk assessment of the LMOs. The Party of export shall take
appropriate measure to ensure that such information be provided by the
exporter. Should the exporter not provide such information, the competent
autherity of che Party of import may refuse to conduct the risk assessment
procedures,
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/ The competent authority of the Party of import may reguest the exporter
or the competcent authority of the exporting councry for sciesncific, technical
and technolegical assistance requirsd for the implementacion of the risk
assesgment of the LMOs. The expeorter and the compertsnt authority of the
exporting country should provide sucn assistance to the exiant pessikle.

KENYA

Risk aszsessment should be undertaken on a case by case basis in a
scientifically sound, transparent manner and be based on the precauticnary
principle, socilal-economic and cultural concerns while taking inte account
the risks to human health, ecclogical and environmental concerns.

MEXICO

Add the following iltem:

X, {a) In risk assessment the Parties should take inte account the
risk assessment techniques devised by competent international organizations,
available scientific informaticn, relevant production mechods and processes
and inspection, sampling and testing methods; and’

(b} In establishing an appropriate level of protecticon, the Parties
shall avoid making arbitrary or unjustifiable distincciens in the levels
considered appropriate in different situations, i1f such distinctions result
in discrimination or a disguised restricticn on trade.

NEW ZEALAND

Modified Option 1

Risks assessments, upon which decisions made under Articles 6, 7 and 8
are based, shall be undertaken in a scientifically seound and transparent
manner based on informatcicn supplied by the applicant in accordance, inter
alia, with Annex I and any additional informaticn required by the competent
national authority of the Party of import.

NORWAY

Add at.p. 25 in the first para. 2: «Each Party shall require any
natural or legal perscn under its jurisdiction to undertake a risk assessment
on the basis of Annex II prior to the first release of an LMO into a specific
environment and for a specific use or purpose».

Add also in the same para 2 after the compstent authority of the Party
cf import «prior to the first import of a specific LMO into a specific
environment and for specific uses or purposes».

Add as a para 2 bis: «Each Party shall reguire its exporter to provide
the Party of import results of the risk assessment carried cut by it as
required by Annex I prior to the first export of a specific MO for specific
uses or purposes into a new state.»
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PERU
Cption 1
1. Risk assessment should b= undercaken on a case-by-case basis in a
sciencifically scund and Cransparent manner and be basad exclusively on the

information provided by the Party of export in accordance with Annex I,
scilencific grounds, the precauticnary principle, socic-economic and cultural
concerns and experience, on scientific infermarion provided by the experter
and other available scientific evidence, to identcify and evaluate the
possible adverse effects due to the genetic modificatcion of thar LMD or
products thereof on the conservation and sustainable use of biological
diversity, taking into account the risks to human healch, agriculture, human
and animal health, ecological stability concerns and social and ethical
considerations as the basis for decisions under the AIA procedure.

2. The impcrting Party may ask the exporter notifier Lo carry out the risk
assessment. The imperting Party may then ask for the results of the risk
dssessments carried out by the exporter or verify that the assessment was
carried out according to internaticnal standards. The importing Party shall
then be responsible for the risk assessmen:. o

3. EBach Party shall determine for itsalf, in accordance with its ocwn
legislacion, the institutiomal arrangements for the conduct of risk
assessments under this Protocol and for the preparation of technical findings
in relaticn to recquests for transboundary movement.

4, Risk assessment shall be required to be undertaken pricr to the import,
use, transboundary movement or handling of LMOs to or within the Stacte Party
of import and for subsequent imports of the same LMO into the same State of
import at the discretion of the State of import, except for the following
cases where alternative procedures for risk assessment shall be required:

(a} Where there is a change in the intended use of the LMO:;
(b} Where there is a variation in the receiving enviromment; or
(c} Where there ars other factors likely to affect the risk

assessment or risk management of the LMO.

S. The Conference of the Parties shall establish a minimum scandard of
risk assessment of LMOs. The minimum standard shall be reviewed periocdically
by the Conference of the Partieg in light of the most recent and hkest
available scientific, socio-economic and cultural knowleods - and experience,
as well as other relevant information. The Conference of the Parrvies may
establish a2 technical advisory body Ffor providing them with scienrific
backgrounds for reviewing the standard.

5. The exporter is responsible for the reliability of the information
provided.
7. The financial responsibility for risk assessment shall rest with the

Party of export.
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8. The Parcies snall. taking into account in particular the needs of
developing ccocuntries and countries with aconomies in transition. cooperate in
order to promote internatiocnal harmonization in risk-assessmen:c and risk-
management procsdures.

9. Parcies shall ensure that risk-assessment and management processes of
microorganisms are conducted in cenrained conditions.

SLOVENTA
Optiecn 1:

1. Risk assessment shall be undertaken on a case-by-case basis on
scientific information provided by the. importing and/or exporting Party to
identify and evaluate the possible adverse effacts of that LMOs or products
of an LMOs on the environment of the State of impor:t as regards in particular
conservation and sustainable use of biolegical diversity as the basis for
decision under the AIA procedures.

(8]

Risk assessment as described in Annex X and as referred to in paragraph
above shall be undertaken by the Party of import who intends to undertcake
transfer of an LMO and the Party of export.

[

THAILAND

1. (Risk assessment] (shall] be undertaken [on a case-by-case basis] {in a
scientifically sound (and transparent] manner] on [the informaricn provided
by the Party of export in accordance with Annex I] [scientific grounds, the
precautionary principle, socic-economic and cultural concerns and experience]
[on scientific information provided by the [exporter] [importer] and other
available scientific evidence] to identify and evaluate the possible adverse
effects [due to the genetic modification] of [that) LMOf{s] {or products [of
an LMO]] [thereof] on (the envircrnment of the State of import as regards in
particular] conservation and sustainable use of biclogical diversity, [taking
into account the risks.to human health], {agriculture, human and animal
healcth], [ecological stability concerns] [and social and ethical
censiderations](as the basis for decisions under the AIA procedureis]].

2. The importing Party may ask the exporter [notifier] to carry out the
risk assessment. The importing Party may then ask for che results of the
risk assessments carried out by the exporter [notifier] or verify that che
assessment was carried out according t©o internactional standards. The
importing Party shall chen be responsible for the risk assessment.

3. Each Party shall determine for itself, in acrordance with its own
legislation, the institutional arrangements for the conduct of risk
assessments under this Protocol and for the preparation of technical findings
in relation to requests for transboundary mevement.

4. Risk assessment [shall] be [required to be] undertaken [prior to the
[first] (release] of an LMO {a specific LMQ for specific uses or purposes)
[into the environment]][and for subssquent imports 9f the same LMO into the
same State of import at the discretion of the Stace of import, except for the
following cases where [alternative procedurss for] risk assessment shall be
required:
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{a) Where there is a change in the intended use of the LMO:
() Where thers is a variartion in the receiving environment:; or
(c) Where there are other factors likely to affect the risk
Assessment or risk management of the LMC].
5. Risk assessments as described in paragrapﬁ X of this article [shall]

[be carried out in accordance with Annex X] [and take intco account existing
guidelines relevant to biosafety]. A Party of impcrt may. however, apply
parameters additional co those specified in that Annex.

5. The [importer] is responsible for the reliability of the information
provided.
7. No provision on financial responsibility for risk assessment is
necessary.

or
7. The financial responsibility for risk assessment shall rest with the
[nocifier]. ’
9. Parties shall ensure that risk-assessment and management processes of

microorganisms are conducted in contained condiricns.
VENEZUELA

i. Risk assessment should be undertaken by the @Xporter c¢n a case-by-case
basis and be hased exclusively on the information provided by the Party of
export in accordance with Annex I, scientifie grounds, the precauticnary
principle, socio-economic and cultural concerns and experience, on scientific
information provided by the exporter and other available scientific evidence,
to identify and evaluate the possible adverse effects of that LMO or products
thereof on the conservation and sustainable use of biological diversity, on
the environment of the State of import as regards, in particular,
conservation and sustainable use of biclogical diversity, taking intc account
the risks to human and animal health, agriculture, ecological stability
concerns and social and ethical considerations as the basis for decisicns
under the AIA procedurs.

2. Each Party shall determine for itself, in accordance with its own
legislation, the institutional arrangements for the conduct of risk
assessments under this Protocol and for the preparation of technical findings
in relation to requests for transboundary ‘movement,

1. Risk assessment shall be carried out before cbtaining the corresponding
AIA for the transboundary movement of an LMO and/or the products thereof to
or within the Partcy of import

3. A new risk assessment shall be required in each af the following cases:
(a) Where there is a change in the intended use of the LMQ;
{b) Where there is a variation in the receiving environment; or
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(c} Where there are other factors likely to affect the risk
assessment or risk management of the LMO and/or products thereof.

. The Conference of the Partias shall establish a minimum standard of
risk assessment of LMOs and/or products therecf. The minimum standard shall
be reviewed periodically by the Conferesnce of the Parties in light of the
most recent and best available scientific, socio-economic and cultural
knowledge and experience, as well as other relevant information. The
Conference of the Parties may establish a tachnical advisory body for
providing them with scientific backgrounds for reviewing che standard.

6. The exporter is responsible for the reliabilicy of the information
provided,

7. The financial responsibility for risk assessment shall rest with the
axporter.

8. The Parties shall, taking into account in particular the needs of
developing countries and countries with economies in transition, cooperate in
order to promote capacity-building for development and the transfer of
technology, as well as incernaticnal harmonization in risk-assessment and

risk-management procedures.

ARTICLE 13 -~ RISK MANAGEMENT
AUSTRALIA

Australia wishes to see the f¢llowing included as an alternative to the
current Option 2 paragraph 3:

3. Parties of import and Parties cof export are encouraged, where
appropriate, toc cooperate in the development of risk management procedures.

ECUADOR

Ecuador accepts the second alternative of opticn 2, page 32, modifying
the wording "human health" to read: "human and animal health, the socio-
economic and cultural welfare of sccieties, agriculture and the environment.®

NEW ZEALAND

We favour at most a general and non-prescriptive provision but believe
that it is not essential to the objectives of the Protocol.

PERU

1. In accordance with Article B{g) of the Convention, Parties intending to
undertake any transfsr, handling or use of living mecdified organisms to or
within the Party of import shall establish and maintain appropriate naticnal
mechanisms to regulate, manage or control risks identified under the risk
assessment provision of the Protocol associated with the safe use, handling
and transboundary movement of LMOs or products of an LMO.
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2. The type of risk management Lo be employed shall be appropriarte to the

living modified organisms and activicy in question and rhose risk- management
Strategies and measures that are set oQut in Annex X shail be employed as a
minimum,

3. If the Party of import lacks the financial and tachnical capacity to dao
so, it may request the Party of export for technical and financial assistance
-and the latter shall collaberate with the Party of import for risk
management .

4. Without prejudice to paragraph X above, each Contracting Party shall see
to it that, in order tc ensure genomic and trait stability in the
environment, any LMO or products of an 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 ko its
intended use. Risk-management schemes shall take due account of rh

differenc purposes or uses for which the living modified organisms or the
products thereof are being developed or producad.

3. Parties shall cooperate with the view te ban or phase ocut, LMOS or
products of an LMO cr specific traits of LMOs or products of an LMO, that may
have global adverse effects on the conservation and sustainable use of
biclogical diversity or human health.

€. Parties shall require producers of living modified organisms to phase
out all antibictic resistance marker genes in living medified crganisms by
the year 2002.

7. Import restrictive measures based con risk assessment and in particular
on sound and scientific information shall be imposed to prevent adverse
effects of living modified organisms on the conservation and sustainable use
of biological diversity, human health and socio-economic considerations
within the territory of the State of import. Lack of full scientific
certainty or of scientific concern regarding the level of risk shall not be
used as a reascn for postponing measuras to pravent harm.

' SLOVENIA

Option 2, OR:

1. The: Pazty of export shall ensure that the risk-management strategies
and measures preoposed for implemencation by the Party of import shall prevent
or mitigate the potential negative soclo-economic effects and impacts within
rhe Par-y of imporct.

2. The type of risk management to be emploved shall be appropriate to the
living modified organisms and activity in ‘question and such risk-management
strategies and measures shall correspond to the result of the risk
assessment. The type and risk management and measures set out in Annex X
shall be employed as a minimum:

3. If che Party of import lacks the financial and technical capacity to do
so, the Party of export shall offer technical and financial assistance and
shall cellabeorate with the Party of import for risk management.
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4. Without prejudice to paragraph paragraph x above, =ach Contracting
Party ia order Lo ensure genomic and trait stabilizy in che environmenc, any
LMO and products of an LMO, (rest the samel
5. Parcies zhall co-ocperate with the view to ban or phase out, LMOs and

products of an LMC or specific traits of LMOs and products of an LMC}, that
may have global adverse effects on the conservarion and sustainable use of
biclogical diversity or human health.

a. no comment

7. Import restrictive based on risk assessment znd in particular on sound
and scientific information shall be imposed to prevent adverse effects of the
living modified organism con the conservation and sustainable use of |
biological diversity,within the territory of the State of impore.

THAILAND

1. The Party of export shall ensure that the risk-management strategies
and measures propesed for implementation by the Party of import shall
[incorporate strategies and measures that will minimize, [prevent or
mitigate] the potential soclo-eccnemiz effects and impacts within the Party
cof imporc].

2. The type of risk management to be employed shall be appropriate to the
living modified e¢rganisme and activity in question and such risk-management
strategies and measures gshall {correspond to the results of] the assessment
of risk. The type of risk management and the {measures] set out in Annex X
shall be emploved as a minimum.

3. {If the Party of import lacks the financial and technical capacicy to
do so,] the Party of export shall collaborate with the Party of import [for
risk management].

4, Withour prejudice. to paragraph x above, each Contracting Party in order
to ensure genomic and trait stability in the envirzonment, any LMC [or
products of an LMC}, whether imported or locally develcped, shall undergo a
period of cbservacion commensurate with its life-cycle or generation time as
the case may be before it is put to its intended use. Risk-~management
schemes shall take due account of the different purposes or uses for which
the living modified organisms or the products theresof are being develcoped or
produced.

5. Parties shall cooperate with the view toc ban or phase out, LMOslor
products of an LMO] or specific traits of LMOs({or products of an LMO], that
may have global adverse effects on the conservation and sustainable use of
biclogical diversity or human health.

6. Parties shall require producers of living modified organisms to phase
out all antibiotic resistance marker genes in living modified organisms by
the year 20G2.
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7. Import restrictive measures based on risk assessment (and in parzigular
on scund and scientific information] [shail] be imposed [to the axtant
necessary! to prevent adverse effects of tho living modified organism on the
conservation and sustainable use of biological diversity, [human health and
socic-economic considerations] wichin rthe territory of the Stats cf import.

VENEZUELA

1. In accordance with Article 8{g} of the Convencion, Parties to thig
Prococel snall establish and maintain appropriate national mechanisms and
strategies to regulate, manage or control risks associated with the use,
handling and transboundary movement of LMOs or products of an LMO.

2. The Party of export shall ensure that the risk-management strategies
and measures proposed incorperate the potencial socio-economic effects and
impacts that may be caused by thes usa, handling and transboundary movementc of
the LMOs or products thersof, on agriculture and on the livelihood 2f the
leocal people.

4. Without prejudice to paragraph 1 above, each Contracting Party shall
See Lo it that, in order to ensure genomic and trait stability in the
environment, any LMO or products of an LMO, whether imported cr locally
developed by the country, shall undergo a period of obgservation commensurate
with its life-cycle or generatcion time. ag the case may be, before it is put
to its intended use. Risk-management schemes shall take due account of the
different purposes or uses for which the living modified organisms or the
products thereof are being developed or produced.

5. Parties shall establish the necessary measures to restrict the impors
of such LMOg and/or products thereof which, after being subjected to risk
assessment, afford little scientific certainty regarding the effects that
such organisms and products may have on the environment, biological
diversity, human and animal health, agriculture, ecological stabilicy
concerns and socio-economic considerations.

ARTICLE 14 - MINIMUM NATICNAL STANDARDS
ECUADOR

Ecuador accepts option 1 with the following wording in paragraph 1:
"upon the entry into force of this Protocol for thar Parzy.

KENYA

Each Party shall ensure that appropriate legal, institutional and
administratcive measure concerning the safe research and development,
manufacture, transfer, handling and use of living modified organisms are in
place. In additcion to establishing such measures at the national level,
Parties shall also cooperate in establishing at the incernational or regional
level, procedures to carry out risk assessment.
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NEW ZEALAND

We favour at most a general and non-prascriptive provision but believe
that it is not essential to tche objeactives of the Protoccl.

PERU
Option 1

1. Each Party shall ensure that appropriate legal, institutional and
adminiscrative measures concerning the safe research and development,
manufacture, transfer, handling and use of living modified organisms are in
place upon the date of entry into force of this Protocol Ior that Party. 1In
addition to establishing such measures at the national level, Parties shall
also cooperate in establishing at the international or regional level,
proceduras Lo carry out risk assessment under Article X.

2. Such measures shall adegquately regulate both contained use and
deliberate release. With regard to contained use of living medified
organisms or preducts thersof, each Party shall apply the measures set cut in
Annex X. -

3. National measures shall, as a minimum, £ulfil the requirements set out
in this Protocol with regard to the safe transfer, handling and use of living
modified organisms, including those relating tc risk assessment under Article
12 and enforcement conditions or prohibitions under Article 13.

4. Parties may impose more stringent or comprehensive requirements, based
cn the precautionary principle.

SLOVENIA
Option 1:

1. Each Party shall ensure that appropriate legal, inscitutional and
adminisrcrative measures concerning the safe research and development,
manufacture, transfer, handling and use 0f living modified organisms are in
place upon the date of entry into force of this Protocol for that Party. In
addition to establishing such measures at the national level, Parties shall
also co-operate in establishing at the internarional or regional level,
procedures to carry out risk assessment under Article X.

2. Such measures shall adequately regulate both contained use and

deliberate release. With regard to contained use of living modified organisms

and products thereof, each Party shall apply the measures set out in Annex X.
3. no comment

4, Parties may ilmpose more stringent or comprehensive requirements, based
on the precautionary principle.

THAILAND
Such measures shall adequately regqulate both contazined use and

deliberate release. With regard to contained use of living modified organisms
[or products thereof], each Party shall apply the measures setf out in
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Annex X.

VENEZUELA

1. Bach Party shall ensurs that approprizte legal, instirutional and
administracive measurss concerning the safe research and development,
manufacture, transfer, handling and use of living modified organisms are in
place two years after the date of ratification of this Proroesl or accession
to if.

2. Such measures shall adecuatsly ragulace contained use, semi-gontained
use and delikerate release. With raegard to contained uze of living medified
organiams or products thereof, each Party snall apply che medsures set out in
Annex X.

3. National measures shall, as a minimum, fulfil the requirements set out
in this Protocol with regard tc the safe transfer, handling and use of living
modified organisms, including those relating to risk assessment under Article

12 and enforcement condicions or prohibitions under Article 13,

MERGER OF ARTICLE 15 AND.-ARTICLE 15 -
UNINTENTIONAL TRANSBOUNDARY MOVEMENTS AND EMERGENCY MEASURES

ECUADOR
Paragraph 1 should begin: "The Parties should take the necessary
measures and ... notify", and for "human health” insert "human and animal

health, the socio-economic and cultural welfare of communities, agriculture
and the envircament". Paragraph 2 should read: “"EBach netification should
include infarmaticn regarding inter alig:.,.". Paragraph 3 should retain
the words “at its own cost*".

NEW ZEALAND

Modified Option 1

1. The Partiess concerned shall immediately notify the competent national
authoricy of affacted and potantially affected Parties in the event of:

{a} An accident; and/or
(L) Unintentional transboundary movemenr of LMOs.

2. The notification should include information regardi.y, inmter alia:
{al The circumstances of the accident and/or unintentional

transboundary movement;
{b) The informaticn specified in Armex I and any other information
required by the affected Party to assess the sffects of the accident and/or

unintenticnal transboundary movement:

(c) Emergency measures taksn or needing to be taken.
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PERU

1. The Parties shall take the necessary measur=s and, as soon as it comes
Lo their knowledge, notify affected and potentially affected Parties,
generally through the competant authorities of the Stares concerned and the
Clearing-house mechanism of the Protocol in the svent of:

{a) An accident; and/or

(b) Unintenticnal transbeundary movement of living modified organisms
and known domestic releases of LMOs which may result in unintencional
transboundary movements;

2. Suech notificaticn should include informaticn considersd relevant
regarding intcer alia:

(a) Adverse effects on human health, the censervacion and sustainable
use of biological diversity and/or the enviromment and agricultural
production in other States;

{b) The circumstances of the accident and/or unintentional movement;

(¢} The identity, relevant characterisrics and numbers/volumes/
quanticies of the LMOs inveolved and released;

(a) Any available information necessary to assess the effecrs of the
accidenc and/or unintenticnal movement, including their effects on human and
animal health, the environment, and bioclogical diversity;

(e) An assessment of the risks to the conservation and sustainable
use of biological diversity and/or human health:

{(£) Emergency measures taken or needed to be taken, including
measures identified under Article 14 (1) of the Convention:

ig) The information specified in Annex I;
{h) Any other [available] information considered realevanc.
3. The Party which is the origin of an accident and/or unintentional

transboundary movement which is likely to present a threat shall immediately
notify and take action, in consultation with the affected Party, to minimize
negatcive impacts on the anviroament and to prevent further release or
transboundary movement of the LMO.

4. If necessary, the affected Party(iks) may request the Party from which
the unintentional transboundary movement originates, to assist in emergency
measures with the aim of minimizing adverse =ffects on conservation and
sustainable use of biological diversity and human health.

5. The States concerned shall, where information is provided, ensure that
in any emergency, the medium- and long-term measures necessary are taken,
including the immediate alerting of any other State which =ould be affectad
by the accident.
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7. Each Parzy shall aveid any activitcy that may lead to aceidental or

unintended releases of aguaric living modified erganisms, in particular into
freshwater and marine ecosystems.

SLOVENIA

Revised: 1. The parties shall take the necessary measures and ensure
that it comes to their knowledge, immediately netify affectad and
poceatially affected Parties, the competent authorities of the Stares
concerned of the Protoccl in the evant of:

{a) An accident, and

(L) Unintentional transboudary movement of living modified organisms
which occur in the course of a transboundary movement and would otherwise be
subject to AIA or to conditions imposed by previous AIA decision and which
are likely to have significant adverse effects on the consarvation and

2. Such notification should iaclude informaticn regarding inter alia:

(a) Adverse affects on human health, the..conservacion and sustainable
use of biclogical diversity and the environment and agriculcural production
in other States: .

(b} The circumstances of the accident or unintentional nevement ;

(c) The identity, relevant characteristics and numbers and vclumes
quantities of the LMOs involved and released;

(d) Any available information necessary to assess the effects of the
accident and/or unintentiocnal movement including their effaects en human and
animal health, the envirenmenc, and bioclogical diversity;

() An assessment of the risks to the conservation and sustainable
use of biological diversity and human health as well as risk-management
méasures needed, including those regarding the handling of the organisms;

f and g; no comment:

hj Any cther available information considersed relevant.

3. The Parzy which is the origin of an accident or unintentional
transboudary movement which is likely to present a treat shall immediately
notify and take action, ar its OWnl cost in consultaticn with the affected
Party ., to minimize negative impacts on the environment and to prevenc
further release or transboundary movement of the LMO .

4 to 7; no comments

THAILAND

(1. The Parties shall [take the hecessary measures] and [ensure thazl, [as
soon as] [iv comes to their knowledge], [immediately] (notify] affected and

potentially affected Parties, f{generally throughl the competent authoricies
of the States concerned fand the Clearing-house mechanism] [of the Protocol)
{are immediately notified] in the svent of:

(ta) An accident, and/or]
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[{b) Unintentional transboundary movement of living medified organisms
land known domestic releases of LMOs which may result in unintentional
transboundary movements]]

fwhich occur in the course of a transboundary movement and would
otherwise be subject to AIA or to conditions imposed ov a previous AIA
decision and] which are likely to have significant adverse effects on the
conservation and sustainable use of biolegical diversity, [taking also into
account human health, {(welfare and the environment]].

(2. Such netificatien should include information [considered relevant]
regarding incer alia:

{a) Adverse effects on human health, the conservation and sustainable
use of biclogical diversity and/or the environment [and agricultural
production] in other States;

(b) The circumstances of the accident and/or unintentional movement;

() The identity, relevant characteristics and numbers/velumes/
quantities of the LMOs inveolved and released;

(d) Any available informaticn necessary to assess the affects of the
accident and/or unintentional movement, including their effects on human and
animal health, the environment, and biological diversity:

(e) An assessment of the risks tc the conservation and sustainable
use of biological diversity and/or human health, [as well as] risk-managemerit
measures needed, including those regarding thes handling of the organisms;

(£) Emergency measures taken or needed to be taken, including
measures identified under Article 14 (1) cf the Convention.

(g) The informaticon specified in Annex I;
{h) any other [available] information considered relevant.
[3. The Party which is the origin of an accident and/cr unintentional

transboundary movement (which is likely to present a threat] shall
immediately [notify and] take action, [at its ocwn cost] in consultation with
the affected Parcy, to minimize negative impacts on the environment and to
pravent further relesase or transkhoundary movement of the LMO.]

(4. If necessary, the affected Party{ies) may request the Party from which
the unintentional transboundary movement originates, to asslist in emergency
measures wich the aim of minimizing adverse effects on conservation and
sustainable use of biclogical diversity and human health.]

(5. The States concerned shall, whers information is provided, ensure that
in any emergency, the medium- and long-term measures necessary are taken,
including the immediate alerting of any other State which gould be affected
by the accident.])

(6. The affected Statei{s) may ask for consultations among the concerned
States.]
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UNITED STATES OF AMERICA

-~ Paragraph 1, first line, aftsr “The Parties shall” insert “endeavnr to~.
-- Paragraph l(a} medify “accident” to 'accidental release of LMDs”.
-- Paragraph 1, tenth line, in lieu of "a transboundary movement” add “the
internaticnal transpor: of LMOS”.

VENEZUELA
1. The Parties shall take the necessary measures and, as soon as it comes

20 their knowledge, notify affecred and potentially affected Parties, through
the competent autherities of the States concerned and the Clearing-house
mechanism [of the Protocol) in the ewvent of:

(al An accident: and/or

(b} Unintentional transboundary movement of living modified ocrganisms
and known domestic releases of LMOs which may result in unintentional
transboundary movements, which are likely to have significant adverse
effects on the conservation and sustainable use of biological diversity,
taking alsc ints account human health, welfare and the envirgnment.

2. Such notification should include information regarding inter alia:
(a) Adverse effects on human health, the conservation and sustainable

use of biological diversity and/or the environment and agricultural
production in other States:

() The circumstances of the accident and/or unintentional movement:

{c} The identity, relevant characteristics and numbers/velumes/
quantities of the LMOs involved and relesased;

{d) Any available information necessary to assess the effects of the
accident and/or unintentional movement, including their effects on human and
animal health, the enviroonment, and bioclogical diversity;

{a) An assessment of the risks to the conservacion and sustainable
use of biolcgical diversity and/er human health:

(5 Emergency measures taken or needed to ke taken, includihg
measures identified under Article 14 (1) of the Convention;

(g) The information specified in Annex I;
th) Any other [available] informacion considersd relevant.
3. If necessary, the affected Party{ies) may request the Party from which

the unintentional transboundary movement originates, to assist in emergency
measures with che aim of minimizing adverse effecrts on conservation and
sustainable use of biclogical diversity and human health.
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4. The Staces concerned shall, where information is provided. snsure that
in any emergency, the medium- and long-term measures necsssary are taken,
including the immediate alerting of any other 3State which could be atfected
by the accident.

5. The affected State(s) may ask for consultations among the concerned
States,
6. Each Party shall aveld any activity that may lead to accidental or

unintended releases of aquatic living modified organisms, in particular into
freshwater and marine ecosystems.

ARTICLE 17 - HANDLING, TRANSPORT, PACKACSING AND LABELLING
ECUADOR
Ecuador accepts cption 2.

KENY2

Parties shall ensure that LMCs subject to AIA within the scope of the
protocol and subject to transhoundary movement are handled, packaged,
labelled and transported under safe conditions in accordance with the
international rules and standards in order to avoid adverse effects on the
conservation and sustainable use of biological diversity, taking also into
account risks to human health.

NEW ZEALAND
We faveur no provisicn.
PERU

1. Parties shall ensure that LMOs [subject to AIA]/[within the scope of
the Protocol] and subject te transhoundary movement are:

(a} Clearly [identified]/[labelled) as LMOs. including infermation on
the type of LMO, names and contact details of the importer, exporter and
focal points of the importing and exporting Parties;]

[(b) Subject to no less stringent requirements of classificacion,
packaging and labelling than comparable products destined for use in the
State of export:]

[{c) Handled, packaged, [labelled] *and transported under safe
conditicns [in accordance with intcernational rules and standards,] |
parcticularly in acceordance with the United Nations Recommendations on the
Transport of Dangercus Goods] in crder te aveid adverse a2ffects on the
conservation and sustainable use of biological diversity, cakiné also into
account risks to human health;]

[{d} Accompanied by (relevant][information on the LMOs [and preducts
therecf]], (movement document/documentation from the point at which the
transfer commences tc the peint of use] [and] (appropriate labelling] {as
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specifiad in Annex [xx].]]
(2. The Partiss shall aim at developing standards with regard to packaging
and transport practices under the Prococol. )

SLOVENIA
Option 2:

L. Parties shall ensure that LMOs subject to AIA and within the scope of
the Protocecl and and subject to cransboundary movement are: )

{a} Clearly identified and labelled as LMOs, including information on
the type of LMO, names and contact details of the importer, experter and
focal points of the importing and experting Parties:

{b} no comment;

() Handlad, package, labelled and transported under conditions
particularly in accordance with the United Nations racommendations on the
Transport of Dangerous Goods in order to aveid adverse effects on the
conservaticon and sustainable use of hiclogical diversity, taking alsec into
account risks to human health;

(d) Accompanied by relevant informaticn on the LMOs and the products
therecf and appropriate labelling as specified in Annex AX.

2. no comment
THAILAND

{1. Parties shall ensure that LMOs [subject to AIA] and subject to
transboundary movement are:

{{a} Clearly [labelled] as LMOs, including information on the type of
LMO, names and contact details of the importer, exporter and focal points of
the importing and exporting Parties:]

{{b) Subject to no less stringent requirements of classificacicn,
packaging and labelling than comparable products destined for use in the
State of exportg;]

[{c) Handled, packaged, [(labelled] and transported under safe
conditiens [in accordance with internarcional rules and standards, ]
[particularly in accordance with the United Nacions Recommendaticons an the
Transport of Dangerous Goods] in order te avoid adverse effects on the
conservation and sustainables use of biological diversity, taking also into
account risks to human health;]

({d) Accompanied by {relevant]([information on the LMOs {and the
products thereof]], [documentacion from the point at which the transfer
cocmmences to the point of use] ({and] [appropriate labelling] (as specified in
Annex (xx].]]

[2. The Parties shall aim at developing standards with regard to packaging
and transport practices under the Protocol. ]



UNEP/CBD/BSWG/5/2
Page 70

URUGUAY

The LMOs covered by this agrsement, chat may be subject to
transboundary movement and AIA should: :

- Be clearly idencified as LMOs;

- Be labelled and handled so as to prevent accidencal release to cthe
environment;

- Have information included in the labelling that permits proper
identification of the consent granted.

VENEZUELA
1. Parties shall ensure thac LMOs subject to transboundary movement are:

{a} Clearly identified/labelled as LMOs, including information an the
type of LMO or products thereof, names and contact details of the
importar, exporter and focal points of the importing and exporting
Parties; -

(B Subject to no less stringent requirements of classification,
packaging and labelling than comparable products destined for use in the
State of export;

(c) Handled, packaged, labelled and transported under safe conditions
in accordance with internmaticnal rules and standards, particularly in
accordance with the United Nations Recommendations on the Transport of
Dangerous Goods in order to avoid adverse effects on the conservarion and
sustainable use of biological diversity, taking alse into account risks te
human and animal health;

(d) Accompanied by infeormation on the LMOs and products thereof,
movement document/documentation from the peoint at which the transfer
commences to the point’'of use and appropriate labelling as specified in
Annex [xx]. ‘

2. The Meeting of the Parties shall develop standards with regard to
packaging, handling, labelling and transport practices under the Protocol.

ARTICLE 18 -~ COMPETENT AUTHORITY/FOQCAL EQINT
ECUADOR
Ecuador accepts the wording: "no léter tharn the date of entry into
force of the Protocol®. In paragraph 4 it accepts the wording: "and the
Biovsafety Clearing-house immediately", and. in paragraph 6, the wording:
"Clearing-house mechanism*.

NEW ZZALAND

In addition to settling throughout the text for the term “competent
national authoricy”, we favour the feollowing modification of the article.
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(1) Each Party shall designate ¢ne or more competant natiocnal authoritiss
rhat shall be authorised to perform the administcrative functions regquired by
thils Protocol.

12) Each Party shall, nc later than the date of entry into force of this
erotocol for it, netify the name and address of such authority or authorities
to the Secretariat. Where it designates mores than one competent nacional
authorizy, the Party shall convey to the Secretariat with its notification
ralevant information cn the division c¢f responsibility, if any, amongst its
campetent national authorities for the administrative functions rescuired by
this Protocel. It shall forcthwith notify the Sec¢retariat of any changes in
the name and address or responsibilities of guch authority or authorities.

{(3) The Secretariat shall forthwith inform the Parries of the notificacion
ic receives under Paragraph 2.

PERU

1. To facilitate the implementation of this Protocol, =ach Party shall
designate and, if it does not have c¢ne, establish one or more natiomal focal
poincs which shall be responsible for liaison with the Secretariat on behalf
of that Party. Each Party shall also designate one cr more competent
government authorities. that shall be authorized to deal with all aspeccs
relating te the stipulations of the Protocol, and whose responsibilities
shall include, inter alia, establishing natiocnal guidelines and/or
regulations] receiving applications and notifications and communicating
decisions on living modified organisms in accordance with the Advance
Informed Agreement procedure set out in articles 3, 4 and 5 and ensuring that
risk assessments are undertaken, as necessary, in accordance with article 12.

2. Where a Party designates more than one ccmpetent authority, and/or more
than one focal point, it shall specify the areas of responsibility for =ach
[with sufficient precision for a notifier tec know which competant authoricy
deals with which type of living medified organisms/area of responsibilicy].
The competent authorities shall be authorized to act on behalf of the Party
with respect to these responsibilities. A Party may designate a single
agency to fulfil both functions of focal point and competent authority.

3. Each Party shall inform the Secretariat no later than the date of entry
inte force of the Protocol for that Party in question, which agencies have
been designated as its focal point{s) and its competent authoritcy({ies).

4. Parties shall inform the Secretariat and the Biosafsty Clearing-house
within [ | days of the date of decision of any changes regarding the
designation made by it under paragraphs 1.and 2 above.

5. The Secretariat shall forthwith inform the Parties of notificacions
received under paragraphs 2 and 3 above.

6. The Secretariat shall alsoc transmit the informaticn from Parcies in
accordance with paragraphs 1, 2, 3 and 4 above for inclusion in the
Clearing-house mechanism provided for in Article 19, on information-sharing.
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SLOVENTA
Reviszed:
1. To facilitate the implementation of this Protocol, each Party shall

designate cne or more focal points which shall be responsible Eor liaisen
with the Secrerariat on pehalf of that Parcy. Each Party shall also designatea
Qne or mors competent government authorities, who is authorised to deal with
all aspects relating to the stipulations of the Protocel whose
responsibilities shall include, inter alia, establis ing national guidelines
and/ regulations receiving applications and (rset the same)

2. Where a party designatss more than one competent authority and/or more
than cne focal peint, it shall specify the areas of responsibility for each
with sufficient precision for a notifier te knaw which competent authority
deals with which type of area responsibility. (rest the same)

3, Each Party shall inform the Secretariar no later thar the dare of entry
into force of the Protocol for thar Partcy in question, which agencies have
been designated as its Focal points and its competent authorities.

4, Parties shall inform the Secretariat and the Biosafery Clearing -house
immediately of the days of decision of any changes regarding the designation
made by it under paragraphs 1 and 2 above.

5. o comment

6. The Secratariac shall alsoc transmit the informatien from Parties in
accordance with paragraphs 1, 2, 3 and 4 above for inclusion in the database
of Clearing-house mechanism provided for in Article 19, on informatien
sharing.

THAILAND

(1. To farcilicate the implementation of this Protocol, each Party shall
designate cne national focal point which shall be responsible for liaiscn
with the Secretariar on behalf of that Party. Each Party shall also
designate one or mora competent [government] authcricy(ies), whose
responsibilities shall include, [inter alia. establishing national guidelines
and/or regulations] receiving applications and notifications and
communicating decisions en living modified organisms in accerdance. with the
Advance Informed Agreement procedure s&t out in artcicles 3, 4 and 5 an
ensuring that risk assessments are undertaken, as necessary, in accordance
with article 12.

2. Where a Party designates more than one competent authority, and/er more
than one fccal point, it shall specify the areas of rasponsibility for each
[with sufficient precision for a notifier tc know which competent authority
deals with which type of living modified organisms/area of respomnsibility].
The competent authorities shall be autherized to act on behalf cf the Party
with respect to these responsibilities. a Party may designate a single
agency to fulfil beth functions of focal peinc and competant authority.
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3. Each Party shall inform the Secretariat [within three months of the
date of entry into force of the Protocol] for that Partcy in guescion, which
agencies have been designated as its focal point{s) and irs comperLant
authoricy({ies).

4. Parties shall inform the Secrecariat [and the Biosafety Clearing-house]
(immediacaly] of any changes regarxding the designation made by it under
paragraphs 1 and 2 above.

5. The Secretariat shall forthwith inform the Parties of notifications
received under paragraphs 2 and 3 above.

g. The Secretariat shall also transmit the information from Parties in
accordance with paragraphs 1, 2, 3 and 4 above for inclusion in the
[database] (Clearing-house mechanism] provided fcr in article 19, on
informacion-sharing.]

VENZZUELA

1. To facilitate the implementation of this Protocol, each Party shall
designate and, if it does not have cne, establish a national foecal point
which shall be respensible for liaison with the Secretariat on behalf of that
Party. Each Party shall alsc designate one or more competent government
authorities, that shall be authorized to deal with all aspects relating to
the stipulacions of the Protocol.

2. Wnere a Party designates more than one competent authority, it shall
specify the areas of responsibility for each with sufficient precisicen for a
notifier to know which competent autherity deals with which cype of living
modified organisms/area of respensibility]. The competent authorities shall
be authorized to act on behalf of the Party with raspect to these
responsibilities. A Party may designate a single agency to fulfil both
functions of focal point and competent authority.

3. Each Party shall inform the Secretariat, within three months of the
date of entry into force of the Protocol, which agencies have besen designated
as its focal point and its competent authorities.

4, Parties shall inform the Secretariat and the Biosafety Clearing-hcuse
immediately of any changes regarding the designation made by it under
paragraphs 1 and 2 above.

5. The Secretariat shall Forthwith inform the Parties of notificacions
received under paragraphs 2 and 3 above.

6. The Secretariat shall also transmit. the information from Parties in
accordance with paragraphs 1, 2, 3 and 4 above for inclusion in the
Clearing-house mechanism provided feor in Article 13, on information-sharing.
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ARTICLE 19 - INFORMATICON SHARING/BICSAFETY CLEARING-HOUSE/BIQSAFETY DATABASE

ECUADOR
Ecuador accepts the title: "Bigsaferty Clearing-house". L accepts
option 2, page 38. Within this option, it accepts alternative 2B with the
wording: "A Biosaferty Clearing-house should be established". It accepts
alternative 4B with the wording: “Biosafety Clearing-house". 1In paragrapn
5, it accepts the wording: “Bicsafery Clearing-house*. In subparagraph [(p)
of paragraph 5, the wording should read: “"Information on unintentcional

transbeoundary movements including contingency or mitigation plans to be used
in such event".

KENYA

A mechanism for exchange of information and ccoperation shall be
established under the Convention on Bioclogical Diversicy in from the
Biosafety Clearing House.

The secretariat shall ctransmit che information from parties to the
biosafety clearing house. e

NEW ZEALAND
We favour the following modification to option 1.

The Parties shall facilitate the collection and exchange of information
on LMOs to enable Parties to make informed decisions related to biosafety,
taking into account the special needs of developing countries and the
countries with economies in transition.

PERU
Option 3
1. The Parties shall facilitate the collection and exchange of publicly
available scientific, technical, envirommental and legal information on, and
experience with, LMOs to enable Parties to make informed decisions related to
biosafety, taking into account the special needs of developing countries and
the countries with economies in transition, through a Biosafety Clearing-
house.

2A. The mechanism for the exchange cof information and cooperation under the
Protoeol shall be the clearing-house mechanism escablished by the Convention
in its Arcicle 18, paragraph 3.

3. The Biosafety Clearing-house shall serve as a body for information
exchange, monitoring of implementation, ahd scientific and technical
cooperation among Parties. It shall report regularly to the Conference of
the Parties serving as the Meeting of the Parties to this Protocsl on all
aspects of its work and to the Secretariat, regarding the implemencation of
procedures on notification and Advance Informed Agreement. The modalitiss of
establishment of the Biosafety Clearing-house shall be considered and decided
upon by the Parties at their f£irst mseting.

4A. Each Party of import shall make available to the Clearing-house
mechanism, subject to appropriate preotection of confidencial, business
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information identified in 5(b), 5(h) and 5(j} below;

3. Without prejudice to the protescion of confidential informatisn Article
20 (Confidenrial Information), the Clearingfhouse mechanism shall concain and
provide public access to information [relevant to the implemencaticn of the
Protocol as follows: :

la} Information on measures adopted under natiocnal legisiation;

(b Information o assist cther Parriesz in decision-making under tha
frotocol with respect to national laws, regulacions, guidelines, codas of
practice and administracive procedurss for the safe transfer, handling and
use of LMOs;

(<) Information on risk assessments or environmental reviews
generated by the regulatory process, including the time taken for impeort
decisions to be made;

{(d} Information relating to the appropriate assessment and managemens
of risks;
{e} Information on decisions regarding the importatiocn, field

Eesting, or commercial use of any LMD, including the time taken for import
decisions to be made]:

(£) Information on decisicns adopted by countries with regard to the
transboundary movement of LMOs;

(g) All living medified organisms which have been subject to bans or
restrictions in that Party;

(h) Information on accidental or unintended movements of LMOs,
including contingency or mitigation plans to be used in such gvent;

(1) A list of LMOs subject to advance informed agreement which have
been assessed or imported into or used in its territory at the time of coming
into force of this Protocol for that Party, including a description of any
conditions attached to imports of such LMOs;

(3) Information on the implementation of the AIA procedures,
including simplified procedures and bilateral, multilaceral and regional
Agreements;

9.} Any other infeormation regarding LMOs that the Party considers
would be of benafit no other Parties and te the public, including infermarien
with respect te risk assessment and management, and other scientific
information:

(1) General description of products consisting of or containing LMOs
having received comsent by a Party or Parties for Placing on the market:

{m) A summary of any methods and plans for monitoring LMOs;
{(n) [(Informaticn on} any decisicn on a notification of an intenticnal

trangboundary movement [and the summary <@f the risk assessment] [decisions
adopted by countries regarding the transboundary movement of LMOs];
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(o) Informaticon concerning the biocsafety regulatcry framework on LMOs
[of each Party];

(p) [Information onj/[A summary of] any [neotifisd] unintsntional
faccidental] transboundary movements [including contingsncy or mitigation
plans to be used in such event] ([which are likely co have significant adverse
effects in another Party or non-Party on the conservation and sustainable use
of biological diversity, taking also into account risks to human healch];

{q) The text of decisions taken pursuant to Article [safeguard clause
as referred to in UNEP/CBD/BSWG/3/3/add 1.]:

(r) Relevant data on designated competent authoritcy or focal points
provided under Artcicle 18§.

6. The Secretariat shall keep this database up-to-dates and accurate;
submit as soon as possible to the Conference of the Parriss a proposal for

the format tc be used for the inclusion of information in the Database.

7. Each Party shall inform its public about the contents of, and mode of
public accessibilicy to, the Biosafery Clearing-house.

SLOVENIA

CR 4B. Each Party shall make available to the Clearing-house Bicsafsty
database shall contain and provide public access to informartion as follows:

{a) no comment;
{b) no commenc;
(e} Informatcion on risk assessments or environmental reviews

generated by the regulatory precess, including the time taken for import
decision to be made;

{d] no comment;

{a) Information on decision regarding the importation, field testing,
or commercial use of any LMO, including the time taken for import decision to
be made;

£ o m: ne comments

{n) Informaticon on any decision on a notificaricon of an intentional
ransboundary movement and decisions adopted by countries regarding the
transboundary movement of LMOs;

{o} Information concerning the Biosafety regulatory framework on LMOs
of each Party:

(p} Information ¢n any nctified unintenticnal accidental transboudary
movements including contingency or mitigation plans to be used in such event
which are likely to have significant adverse effects in ancther Party ©r non-
Party on the conservaticn and sustainable use of biocleogical diversity, taking
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into account risk to human health:

(g} The text of decisions taken pursuant to Article safeguard clause
as refereed to in UNEP/CBD/BSWG/2/3/add 1.:;

(r] no comment

6. no comment
7. no comment
THAILAND
L. The Parties shall facilitate the collection and exchange of [publicly

available] [scientific, technical, environmental and legal] informacion on,
and experience with, LMOsS to enable Parties te make informed decisicns
related to biocsafety, taking into account the special needs of developing
countries and the countries with economies in transition, through a
[Biosafety Clearing-house].

2. Each Party shall make available to the [Biosafety Clearing-hcuse]
whenever it comes to its knowledge, relavant (publicly available] information
when an unintentional release of a LMO is likely to present risks to the
conservation and sustainable use of biological diversizy.

(3. The terms of reference and functioning of the Clearing-house, including
elements of information, and the conditions under which that information is
submitted by the Parties, should be determined by the first meeting of the
Parties to the Protocol.]

URUGUAY

The Parties shall facilitate the collection and exchange of publicly
availaple scientific, technical, envirommental and legal] infeormation on, and
experience with, LMOs to enable Parties to make informed decisions related to
bicsafety, taking into account the special needs of developing ceountries and
the countries with ecenomies in tranmsition, through a Biosafsty Clearing-
house. ‘

The information to be made available by the Parties to the Clearing-
house should include, inter alia:

-~ Designations of comperent authcrities, Ffocal points and changes in such
designacions:

- National biosaferty redquiresments and regulatory framework:
- LMOs subject to bans or restrictive use in the Stats Party;
- Any other information relating to LMOs which that Party may consider of
interest to other Parvies and the public, including informatcion on risk
assessment and management and other sciencific information.

VENEZUELA
1. The Parties shall facilitate the collection and exchange of publicly

available scientific, technical, environmental and lagal information on, and
/..
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experience with, LMOs to enable Partieg ro make informed decisions relatad to
biosafety, taking into account the special needs of developing countries and
the countries with =conomiss in Lransition, chrough a Biosafery Clearing-
house,

2. The mechanism for the exchange of information and cooperation under the
Protocol shall be the clearing-house mechanism established by the Convention
in its Article 18, paragraph 3.

3. The Biosafety Clearing-house shall serve as a body for information
exchange, monitoring of implementation, and scientific and cechnical
cooperation among Parties. It shall report regularly tc the Confersnce of
the Parties serving as the Meeting of the Parties to this Protocol on all
aspects of its work and te the Secretariat regarding the implementation of .
procedurss on notification and Advance Informed Agreement. The modalities of.
establishment of the Biosafsty Clearing-house shall be considered and decided
upon by the Parties at their firs:o meeting.

4. Each Party shall make available to the Biosafety Clearing-house,
information pertaining te that Party with respect to paragraph S(b} and
publicly available information pertaining to that Party with respect to 5(g)
and 5(e) below,

5, Without prejudice to the protecticn of confidential information, the
Clearing-house mechanism shall contain and provide public access to
infeormaticn as follows:

{a) Information on measures adopted under national legislation;:

{h) Information to assist other Parties in decision-making under the
Protocol with respect to national laws, regulations, guidelines, codes of
practice and administrative procedures for the safe transfer, handling and
use of LMOs and/or products thereof;

(c) Information on risk assessments or environmental reviews
generated by the regulatory process, including the time taken for import
decisions to be made;

{d) Information relating to the appropriate assessment and managemant
of risks;
(e) Information con decisions regarding the importation, field

testing, or commarcial use of any LMO and/or products thereaf, including the
time taken for import decisions to be made;

(E) Information on decisions adcﬁted by countries with regard to the
transboundary movement of LMOs and/or products thereof:

{g) All living medified crganisms and/or products theresof which have
been subject to bans or restrictions in that Party;

(n) Informaticn on accidental or unintended movements of LMOs and/or
products thereof, including contingency or mitigation plans to be used in
such event;
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(i) A lisz of LMOs and/or products thersof subject to advance
informed agreement which have bean assessed or imported into or used in its
LBrritory 4t the time of coming into fsrce of this Protocol for that Party,
including a descripcicn of any conditions actached co imports of such LMOs:

{31 Information on the implamentation of the AIA procedurss,
including simplified procadures and bilateral, mulcilaceral apnd regional
dgreaments;

{(k; Any other information regarding LMOs and/or products thereof that
the Party considers would be of benefit te other Parties and to tha public,
including information with respect to risk assessment and management, and
other scisntific information:

(1} General description ¢f products consisting of or containing LMOs
having received conzent by a Party or Parties for placing on the marker:

{m) A summary of any methods and plans for monitoring LMOs;

(n} Information on any decision on a notification of an intentional
transboundary movement (and the summary of the risk assessment] [deciszions
adopted by countries regarding the transboundary movement of LMOs and/or
products thereof: :

(o) Informatcion ¢oncerning the bicsafaty regqulacory framework on LMOs
of each Party;

{(p) Information on any notified accidental transboundary movements
including contingency or mitigation plans to be used in such event which are
likely to have significant adverse effactz in another Party or non-Party on
the conservation and sustainable use of biclogical diversity, taking also
into account risks to human health;

(q) The text of decisions taken pursuant to Article [ ] (safeguard
clause) ;

{r) Relevant data on desigpatad competent authority or focal points
provided under Article 13.

6. The Secratariat shall keep this database up-to-date and accurata;
submit as soon as possible to the Confersnce of the Parties a proposal for
the format to be used for the inclusion of information in the Database.

-

7. Each Party shall inform its public about the conte .-z of, and mode of
public accessibility to, the Biosafety Clearing-housa.

ARTICLE 20 - CONFIDENTIAL INFORMATION
ECUADCR

Ecuador accepts option 1. Paragraph 3 should begin with the wording:
"A Parcty shall protect and not disclose confidential informaecion..." Tt
accepts the following wording in paragraph 6: "in no case may the following
information be kept confidential®.
NEW ZEALAND
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Modified Option 1

(1) The Party of import shall permit the applicanc to identify information
submitted under the procedures of this Protocol cthar shculd be treated as
confidential. Justification must be given in such cases upen regquest.

(2) The Party of import shall consult with the applicant if it believes
that infermation identified by the applicant as confidential does not qualify
for such treacment and shall inform the applicant of its decision prior to
disclosing the information. If the applicant withdraws an application, the
confidentiality of the information shall be protected by the Party of import.

(33 In no casea may the following information be kept confidential:

{a) The general description of the LMO or LMOs, the name and address
of the applicant and the purpcse of the transboundary movement:

(b) A summary of the risk agssessment; and
(c) Any methods and plans for emergency fééponse.
’PERU
1. The importing Party shall permit the notifier to idencify information

submitted under the procedures of this Protocol or required by the importing
Party as part of the Protscol's Advanced Informed Agreement process that
should be treated as confidential. Justification must be given in such cases
upen request.

2. The importing Party shall consult with the notifier if it believes that
information identified by the notifier as confidential does not qualify for
such treatment and shall inform the notifier of its decision prior to
disclosing the information.

1. A Party shall protect and not disclose confidential informatiocn,
including commercial in confidence information received under the Protocol,
including any confidential information received in the context of the
Protocol's Advanced Informed Agreement process. Each Party shall ensure that
it has procesdures to protect such informatien and shall protect the
confidentialicy of such information in a way nc less favourable than its
treatment of confidential information in connection with domestic LMOs.

4. A receiving Party may net use such information for a commercial
purpose, except with the agreement ¢f the.notifier.

5. If, for whatever reason, including in cases where the competent
auvthoricy and nocifier disagree, a notifier withdraws a notification, the
confidentiality of all the information supplied and indicated as confidencial
must be respected by the competent authorities and focal points, subject to
national legislation.

(6. Without prejudice to paragraph 5 of this Article, in no case may the
following informacion be kept confidential. The following information should
not generally be considered confidencial:
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{=z] The generzl description of the LMO or LMCs, the name and addrasg
of the notifier {. and che purpose of the transboundary movement];
{D) A summary of che risk assessment of effscts on the conservation

and sustainablzs use of biclogical diversity,' taking alsoc into account human
nealth; and

{c) Any methods and plans for emergency rasponse,
SLOVENIA
Opticn 1: 1 and 2. no commenc

J. A Party shall protect confidencial infeormarion, including commercial in
confidence information received under the Protocel including any confidencial
information raceived in the context of the Protocol's Advanced Informed
Agreement process. Each Party shall ensure rthat it has procedures to protect
such information and shall protect the confidentially of such information in
2 way no less favourable than its treatment of confidential informacion in
connection with domestic LMOs.

q, no comment

S. If, for whatever resason, wncluding cases where the competent authority
and notifier disagree, a notifier withdraws a notificacion, rthe
confidentializy of all the information supplied and indicated as confidencial
must be respected by the completed auchorities and focal points, subject to
national legislation.

5. Without prejudice to paragraph S5 of this Article the fellowing
information should not generally be considerad confidential:

{a) The general description of the LMO or LMOs, the name and address
of the notifier and purpose of the transhoundary movement;

by and (¢} ne comments

THAILAND
Option 2
1. The importing Party shall permit the notifier to identify information

submitted under the procedures of this Protocol or required by the imperting
Party as part of the Protocol's Advanced Informed Agreement process that
should be treated as confidential. Justificatcion must be given in such cases
upon request.

2. The importing Parcy shall ccosult with the notifier if it believes that
information identified by the notifier as confidential does not qualify for
such treatment and shall inform the notifier of its decision prior to
disclcsing the information.

3. A Party shall [protect) confidential information, (including commercial
in confidence tnformation] received under the Protocol, including any
confidential information receivad in the context of the Protocol's Advanced
Informed Agreement procass. {Each Party shall ensure that it has procedures
FARN
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Lo protact such informaticon [and shall protecrt tha confidencialicy of such
infisrmacion in a way no less favourable than its treatment of confidential
information in connection with domestic LMOs]].

4. A receiving Party may not use such information for a commercial
purpose, except with the agreement of the notifier.

{5. If, for whatever reason, including in cases wher=z the competent
authority and notifier disagree, a notifier withdraws a notification, the
confidentiality of all the information supplied fand indicaced as
confidential] must be respected by the competent authoriries and focal
points, [subject to natiocnal legislarion].)

(6. Without prejudice to paragraph 5 of chis Article, [in no case may the
following information be kept confidential] [che following informaticn should
not generally be considered confidentigl]:

{a) The general description of the LMO or LMOs, the name and addrecss
of the notifier [, and the purpose of the transboundary movement]:
(b) A summary of the risk assessment of &ffects on the conservation

and sustainable use of biological diversity, taking alse into account human
health; and

(c) Any methods and plans for emergency responssa.]]
VENEZUELA
L. The importing Party shall permit the notifier to identify information

submitted under the procedures of this Protocol or required by the importing
Parcy as part of the Protocol's Advanced Informed Agreement process that
should be treated as confidential. Justification must be given in such cases
upen request.

2. The importing Party shall consult with the notifier if it believes that
information identified by the notifier as confidential does not qualify for
such treatment and shall inform the notifier of its decision prier to
disclesing the information.

3. & Parcy shall procect and not disclose confidential informacion,
including commercial in confidence information received under the Protocol,
including any confidential infcrmation received in the context of the
Protocol's Advanced Informed Agreement process. Each Party shall ensure that
it has procedures to protect such information and shall protect the
confidentialiry of such information in a way ne less favourable than its
treatment of confidential information in donnection wich domestic LMOs.

4. A receiving Party may not use such information for a commercial
purpose, sxcept with the agreement of the notifier.

5. If., for whatever reason, including in cases where the competent
authority and notifier disagree, a notifier withdraws a notification, the
confidentiality of all the information supplied and indicated as confidential
must be respected by the competent authorities and focal points, subject to
national legislation.
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(8. Without prejudice to paragraph 5 of this Article, in no case may the
Iollowing information be kept confidential:
(a) The general descripticn of the LMO or LMOs. the name and addrass
2f the notifier;
(b} A summary of the risk assessment of effects on the conservacion

and sustainable use of bioleogical diversity, taking also inco account human
health: and

(c) Any methods and plans for emergency response.

ARTICLE 21 - CAPACITY-BUILDING

ECUADOR
Ecuador accepts option 2. Paragraph 1 should begin: “"The Parties
should..." 1In paragraph 2, it accepts the werding: "The Parties shall
cooperate towards..." Subparagraph (b} of paragraph 5 should read:

"Acquire and/er develop..."
NEW ZEALAND
Optiecn 1

(The Parties shall adopt appropriate pcolicies and take effective
measures in order to develop and strengthen human resources and institutional
capacities in bhiotechnology and biosafery, through the appropriate
international, regional and national institutions. They shall cake due
account of the needs of developing countries with respect to capacity-
building in order to promote the development and transfer of safe
biotechnology and knowledge.)

PERU
Option 2

1. The Parties shall design appropriate policies and take effective
measures in order teo develop and strengthen human resources and inscitutional
capacities in biotechnclogy and biosafety, through the appropriate
international, regional and naticrnal institutions. Capacity-building
programmes should maximize the use of existing multilateral, regional and
bilateral mechanisms, including those addressed under the Coavention and
should be particularly aimed at developing countries.

2. Capacity-building shall aim to ensure that Parties develop and
strengthen their capacities to implement the Protocol, including the
development of national legislation, frameworks and guidelines related to
biosafety. Capacity-building shall alse aim to ensure that States involved
in the transfer, handling and/or use of living modified crganisms and/or
products thereof are aware of any associated risks and ars able to achieve
safety through cthe development of procedures for risk-assessment and
risk-management of living modified organisms prior te their increductien.
Capacity-building shall alsc ensure that regional or subregiocnal
activities/centres for training and capacity-building regarding the safe
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management of living modified organisms shall be established according to the
specific needs of diffsrent regions and subregions, with financial assistance
provided through the £financial mechanism under the Conventinon on Biological
Diversitcy.

3. The Parties shall promeore capacity-building, in parcicular,
cooperation, and sclentific and technical assistance, which may include
training of personnel, sxchange of experts, exchange of informaticon, and
educatinnal and instcitutional strengthening, in order :to strengthen the
abilivty of Importing States to build capacity, to perform risk assessmencs
and to develop and implement decision-making and risk-management procedures.

4, The building of national capacity shall be achieved, inter alia,
through:

(a) New and additional financial rescurces;

(b Training and technical assistance and cooperation:

(e} Technology transfer relevant to the scope of this Protoccol;

(dy Technical and financial assistance Eggm the private sector, which

should be facilitated and encouraged.
(e) Educational and inszitutional streagthening.

s. The developed country Parties, recognizing the need for the
distribution of benefits from the potentials of biotechnology through
training in science related to safety in biotechnoiogy and in the use of
risk-assessment and risk-management technicues, and through the transfer of
relevant knowledge [in biotechnolegy and biosafety] on fair and most
favourable terms, including on concessicnal and preferential terms, shall
establish effective measures to:

(a) Enhance the capacity of developing country Parties for
strengthening and developing human resourcaes and institutional capacities in
biotechnology and biosafety;

[§=3)] Develop relevant biotechnolegy. and its proper and safe
management;
() Build up their local, techneological and institutional'competence

encompassing technical, financial and inscitutional provisicns.
6. The Secretariat shall for the purpose of this article:

{a) Develop and implement programmes based on the identified needs of
the concerned parties;

{b} Assist, in particular, developing countries in their efforts to
identify, plan and implement their capacity-building requirements, and secure
funds including new and additional resources:

{c} Provide, upon regquest by the Parties to this Protocol or any of
its Signatories, any relevant information, scientific, wachnical or other



UNEP/CBD/BSWG/5/2

Page 85
assistance in parcieular in the contaxt of risk assessment and risk

management, in the event of accidents, application of amergency measures and
dispute settlement.

LOVENIA
Option 2:
1. The Parties shall design appropriate policies and take effective
measures in order to develop and Strengthen human resources and instizutional

capacities in biotechnolegy and bicsafety, through the appropriate
international, regiocnal and national institutions. Capacity-building
programmes should maximise the use of axisting multilateral, regicnal,
bilateral mechanisms, including those addressed under the Conventioan and
snould be particularly azimed at developing countries.

2. including a, b and c: no commencs
THAILAND

The Parties shall design appropriate policies and rake effeccive
measures in order to develop and strengthen human rescurces and inscicutional
capacities in biotechnology and biosafery, through the appropriate
international, regicnal and national institutions. They shall take due
account of the needs aof devaeloping countries wirh respect to
capacity-building in order to promote the development and transfer of safe
biotechnology and knowledge.

VENEZUELA

1. 1The Parties shall design appropriate policies and take effecrive
measures in order to develop and Strengthen human resources and institurional
capacities in biotechnology and biosafety, through the appropriate
international, regional and national institutions. They shall take due
account of the needs of developing countries with respect tg
capacity-building in order ro promote the development and transfer of safe
biotechnology and knowledge. :

2. Capacity-building shall aim to ensure thar Parties develop and
strengthen their capacities ro implement the Protocol, including the
development of natiocnal legislacion, frameworks and guidelines'related to
biosafety. Capacity-building shall also aim to ensure that States involwved
in the transfer, handling and/or uge of living modified organisms and/or
products thereof are aware of any assoclated risks and are able to achieve
safety through the development of procadures for risk assessment and risk
management of living modified organisms prior to their introduction.
Capacity-building shall alse ensure that regiocnal or subregional
dctivities/centres for training and capacity-building regarding the safs
management of living modified organisms shall be established according to the
specific needs of different regions and subregions with financial assistance
provided through the financial machanism under the Convencion on Bioclogical
Diversicy.

3. The Parties shall cooperate towards capacity-building, in particular,

scientific and taschnical cooperation, which may include training of

personnel, exchange of experts, exchange of informatisn, and educational and
P
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instictuctional strengthening, in order te strengthen the ability of Imperting
States to perform risk assessments and to develop and implement decision-
making and risk-management proceduras.

4. The building of national capacicy shail be achisved, inter alia,
through: '

(a) New and additional f{inancial rescurces:

(b) Training and technical assistance and cooperation:

(c) Technology transfer relevant to the scope of this Protocol:

(d} Technical and financial assistance from the private sector, which

should be facilitated and encouraged.
(e) Educacional and institutional strengthening.

5. The developed country Parties, recognizing the need for the
discribution of benefits from the potentials of biotechnology through
training in science related to safety in bictechnelogy and in the use gf
risk-assessment and risk-management technigues, and through the transfer of
ralevant knowledge in biotechnology and bicsafety on fair and most favourable
terms, including on concessicnal and preferenrial terms, shall establish
effective measurss to:

{a) Enhance the capacity of developing country Parties for
strengthening and developing] human resources and institutional capacities in
biotechnoclogy and biosafety];

(b} Acquire and or develop relevant biotechnology, and its proper and
safe management;

(<) Build up their leocal, technologizal and institutienal cempetence
encompassing technical, financial and ipstituticnal provisions.

8. The Secretariat shall for the purpose of this arcicle:

{a) Develop and implement programmes based on the identified needs of
the concerned parties;

(h) Assist, in particular, developing countries in their efforts ra
identify, plan and implement their capacity-building requirements., and secure
funds, including new and additiecnal resources;

{c) Provide, upon request by the Parties to this Protocol or any cof
its Signatories, any relevant information. scientific, technical or other
assistance in particular in the context of risk assessment and risk
management, in the event of accidents, application of emergency measures and
dispute settlement.
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ARTICLE 22 - PUBLIC AWARENESS/PUBLIC PARTICIPATICN
ECUADOR
Paragraph 1 should read: “Parties shall ensurs, in accordance with

national laws and regulartions, that adequate informacion on the safe
transfer, handling and use of LMOs is provided to the public o encourage
understanding of the safe use, handling and management of LMO's in relatian
to the transboundary movement and the conserwvation and sustainable use of
biclogical divearsicy, including human health, and to enhance adequate public
information on and/or public participation in the implementation of the
protocol, witlilst respecting confidential informaticn." In paragraph 2, we
accept the wording: ‘'on safety in modern biotechnclogy".

NEW ZEALAND
We favour the following modification.

1. Each Party shall promote and facilitate as appropriate, and in
accordance with its national laws and regulations, the development of public
awareness programmes on safety in biotechnology.

2. Each Party shall, in accordance with its national laws and requlations,
provide the public with an opportunity for involvement in the decision-making
processes for the release of LMOs, and information on the results of theca
processes.

PERU

1. Parties shall ensure, in accordance with national laws and regulations,
that adequate information on the safe transfer, handling and uge of LMOs is
provided to the public and shall take appropriate measures to encourage
understanding of the safe use, handling and management of LMO's in r=laticn
to the tramsboundary movement and the conservation and sustainable use of
biological diversity, including human health, and to enhance public
awareness, adequate public information on the implementaticn of the protocol,
whilst respecting confidential commercial information.

3. Each Party shall promote and facilitate, at the national, subregional
and regional levels, as appropriate, and in accordance with national laws and
regulacions, and within their respective capacities, the development and
implementation of educatienal public awareness programmes on safery in
biotechnolegy.

4. Parties are encouraged to facilitate public participation in and access
to information on risk-assessment results and decisions concerning the
transhoundary movement of LMCs. "

5, Each Party shall., in accordance with its naticnal laws and regulations,
provide the public with an oppeortunity for involvement in the processes for
approving the release of living modified organisms, and information on the
results of these processes.
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SLOVENIA

1. Parties shall ensure, in accordance with nacional laws and regulatiocons,
that adeqguate informartion on the safe fransfer, handling and use of LMOs is
provided to the public shall rake appropriate measuras to encourage
understanding of the safe use, handling and management of LMO's in relation
te biological diversity, including human health, and tc enhance public
awareness and public participaticn in the implementation of the Protocal,
whilst respecting commercial-in-confidence information.

2. The Parties shall co-operate, as appropriace, with other States and
international organirzaciocns in developing educaticnal and public awareness
programmes with respect to any risk and benefi ts associated on safetj in
modern bictechnology.

3. Each Party shall promote and facilitate, at national, sub-regional and
regional levels, as appropriate, and in accordance with national laws and
regulations, and within their respective capacicies, the developmentc and
implementation of educational public awarsness preogrammes on safety in
biotechnology.

4. Partcies are encouraged to facilitate public participation in and access
tc information on risk assessment results and decision concerning the
transboudary movement of LMOs.

5. Each Party shall, in accordance with its national laws and regulations,
provide the public with an opportunity for involvement in the process for
approving the release of such living modified organisms, and information on
the results of these processes.

THATILAND

1. Parties shall [ensure, in accordance with national laws and
regulations, that adequate informaticn on the safe handling and use of LMOs
is provided to the public and shall] {take appropriate measures] [to
encourage understanding of the safe use, handling and management of LMO’'s in
relation to the transboundary movement and the conservation and sugtainable
use of biolegical diversity, including human health,] [and] to enhance
[public awareness] {and/or public participation in] the implementation of the
‘protocol whilst respecting [confidentiality) information.

(2. The parties shall cooperate , as appropriate, with other States and
international organizations in developing sducaticnal and public awareness
programmes [on safety in} modern biotechnology.!

(3. Each Party shall promote and facilitate, [at the nmational, subregicnal
and regional levels], as appreopriate, and in accerdance with the national
laws and regulations , [and within their respective capacizies,) the

development {and implementation] of educaticnal public awareness programmeson
safety in biotechnology.])

[4. Parcies are encouraged to facilitate public participatien in [and
access to information con] risk assessment results and decisions [concerning
the transboundary movement of LMOs. ]
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(5. gach Parcy shall, in accerdance with its naticnal laws and regulations,
provide the public with an opportunity for invelvement in [rhe procazsses for]
avproving rtha release of [such] living modifiesd organisms, and infcormacion on
the results of these processes.]

VENEZUELA

1. Parties shall ensure, in accordance with national laws and regulations,
that adequate informaticn on the safe transfer, handling and use of L#Os3
and/or products therescf is provided to the public and shall take apprapriate
measures teo encourage underscanding of the safe use, handling and management
of LMC's in relation te the transhoundary movement and the conservation and
sustainable use of bioclogical diversity, including human health, and to
enhance public awareness, adequate publie informaticn on and/or public
participation in the implementation of the Protocol, whilst respecting
confidential information,.

2. The Parties shall cooperate, as appropriate, with sther States and
international organizatcions in developing educatcicnal and public awarensss
programmes with respect to any risks and benefits asscociated with modern
biotechnology. .
3. Each Party shall promote and facilitate, at the national, subregiopnal
and regional levels, as appropriate, and in accordance with national laws and
regulations, the development and implementation ¢f educaticnal public
awareness programmes on safety in biotechnology.

4. Parties are encouraged to facilitate public participation in and access
to information on risk-assessment results and decisions concerning the
transboundary movement of LMOs and/er products thereof.

5. Each Party shall, in accordance with its national laws and regulations,
rovide the public with an opportunity for involvement in the processes for
approving the release of living modified organisms, and information on the
rasults ¢f these processes.

ARTICLE 23 - NON-PARTIES
ECUADCR
Ecuador accepts option 3.
JAPAN
Parcies shall not be restricted from trade in LMOs with non-Parties,
provided that adequate measures required in this Protocol to ensure the safe
ransboundary movement of LMOS are cbserved. 3Such measures include the

conclusion of bilateral, multilateral or regional agreements or arrangements
with nen-Parties with the purpose referred to in Article 11(3).
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NEW ZEALAND

Modifi=d Oprtion 4

Parties shall not be restricted from trade in LMCs with non->Parcies,
provided that adecquate measures ars ohserved o snsurz the safe transboundary
movement of LMOs in accordance with the objectives of this Protocsl.

PERU

1C. Notwithstanding the provisions in paragraph 1 aboeve, imports and
experts of living medified organisms may be permitted from and to any State
not parcy teo this Protocol, L1f that State has submitted data and is
detarmined on the basis therecf by the Meeting of the Parties to be in full
compliance with the provisions of this Protocol.

2B. Parties shall conduct their ralaticns with non-Parties in such a way
that non-Parties shall not be allowed a more favourable treatmant than
Parties.

3. A Party shall require thac transboundary movement from a non-Party to
it takes place in confermity with the noti ficaticn and/or AIA requirements of
the Protocol.

4. Transboundary movements from a Party to a nen-Party shall take place in
accordance with the regulatory f£ramework of the necn-Party provided that the
framework does not result in a lower level of preotection of biological
diversity than the one provided for by the Protocol. In the absence of such
a framework, the Parties shall endeavour to ensure that rhe transboundary
movement takes place in accordance with the notification and/or AIA
reqgquirements of the Protocol.

SLOVENIA
Cption 4:
1 A. Parties shall not be restricted from trade in living modified organisms
with non-Parties, provided that adecuate measures are observed te ensure the
safe transboundary movement of LMOs resulting from modern biotechnelogy, in
accordance with the objectives of this Protocol.

THAILAND

[Non-Parties in compliance with the substantive provisions of this
Protocol shall be treated on an equal basis with Contracting Parties.]

URUGUAY
A Party shall require that any transboundary movement with a non-Party
State takes place in conformity with the provisions of the Protocol, with no
type of ban or additiconal restriction on trade with such States.

VENEZUELA

1. Notwithstanding the provision of paragraph S of Article 1bis. Parties
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may enter into arrangements and/or bilateral, regional or mulcilacsral
agreements with non-Party States regarding transboundary movement of LMOs and
products therscf, provided that such arrangements and/or agreements are norc
detrimental to the sound envircmmental managemenc of LMOs and/or produccts
therecf as sztipulated in this Protocol.

2. Parties shall inform the Secretariat of all bilateral, regional and
multilateral agreements and/or arrangements referred to in paragraph 1 above,
as well as of those entered into before tha entry into force of the Protocsl
for such Parties, in order to moniter transboundary movements of LMOs and/or
products therecf carried out bhetween the parties to such agreemencs. The
provisicas of this Protocol shall not affect such transboundary movements of
LMOs and/cr products thereof, provided that such agresments are compatible
with the sound environmental management of rhe LMOs and/cr products theraof
as stipulated in this Protocol.

ARTICLE 24 - NON-DISCRIMINATION -
ECUADCR
Ecuador accepts option 1. -
MEXICO
So that the title of the article ané its content may correspond more

closely, we propose that it be entitled *Naticnal Ereatment”, that is to say,
the ccnsolidatad title would be "Non-discriminaticen (National trsatment)".

NEW ZEALAND
We favour no provision.
PERU
Cption 1
1. During the course of the AIA procedures, in particular Ehe

risk-assessment procedures, the recipient Parties shall not treat LMOs of
foreign crigin that are imported from other Parties, or non-Parcies with
which an agreement or arrangement mentioned in Article 23 has been concluded,
more restrictively than those of domestic origin meraely on the grounds thar
the LMOs in questicn are of foreign origin.

2, The recipient Contracting Parties may impose specific conditions when
living modified organisms of foreign origin are imported from non-Partieg
with which no agreement or arrangement mentioned in Articla 11 has been
concluded, as far as such conditions are not more restrictive than the
provisions of this Protocol as well as being consistent with the non-
discriminatory provisions of the WTO Agreement.

3. The importing Party shall ensure that any ban or ceondition with respect
to the import of an LMO does not result in treactment which is less favourable
than with regard to such LMOs produced domestically or which are importesd
from any other country.
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4, Parties shall nct discriminate between imported living modified
organisms and those produced locally and/cr thoss that have been praviously
authorized to be imported from a third party.

=] Parties shall ensure that measures taken to regulate the safe transfer,

handling and use of living modified organisms resulting from biotechnology
under this Protocol do not create unnecessary obstacles te, and/or constitute
means of arbitrary or unjustified discriminacion or disguised restrictions on

internacional trade.

THAILAND

{Parties shall ensurs that measures taken tc [implement this Protacol]
shall not discriminate between imported living modified organisms and those
produced locally and/or those that have been previously authorized oo be

imported from a third party, nor creat2 unnecessary obsracles to, and or
constitute means of arbitrary or unjustified discrimination or disguised
rastrictions on international trade.]

URUGUAY

The importing Party shall ensure that any ban or condition with respect
to the import of an LMO does not result in treactment which is less favourable
than with regard to such LMOs produced domestically or which are imported
from any other countrvy.

VENEZUELA

1. Parties shall ensure that measures taken to implement this Protocecl do
not discriminate between imported living modified organisms and those
produced domestically and/or those whose import from a third party has been
authorized, and dc not create unnecessary obstacles to, and/cr constitute
means of arbitrary or unjustified discrimination or disguised restrictions on
international trade.

ARTICLE 25 - ILLEGAL TRAFFIC

ECUADOR

Ecuador accepts option 2. In paragraph 2 it accepts the wording:
"“Data concerning... szhould be included...".

KENYA

In case of illegal traffic of LMCs or products thereof, the states of
import should have the right to destroy or dispose of the organisms or
products in question or Lo request the state of origin {if known) to remove
at its own expense the organisms or products from the environment of the
state of import.

NEW ZEALAND
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We favour option 1.

(Each Party shall adopt appropriate domestic legislarian thav praventcs
and pemalises illegal traffic, Parties shall cooparare in this respect wich
a view to achieving the objecrtive of thnis Protocoel) .

PERU
Cption 2

1. In the case of illegal traffie of living modified organisms or products
thereof, the State of import shall have the right to destroy or disposa of
the crganisms or products in question or tg Tequest the State of origin, if
XNown, to remove at its awn éxpense the organisms or the products from the
anvironment of the Stace of imporet.

2, Each Party shall immediately inform the Secrstariat and the Biosafery
Clearing-house of any illegal traffic.

3. The Secretariat shall record 2ll knewn cases of illegal traffic and
ransmit as quickly and efficiently as possible to all Parties, particularly
Lo Parties that are likaly to be affected, all available relevant infeormatien

concerning the illegal traffic and any associlated risks.

4. Each Party shall adopt approepriate domestic legislation thar Prevents
and penalizes illegal traffic. Parties shall cocperata in this respect with
a view to achieving the objective of this Protocol.

SLOVENIA
Option 1:

Each party shall adopt appropriate domestic legislarion that prevenrts
and penalises illegal rraffic. Parties shall co-operare in this respect with
a view to achieving the objective of this protocol.

THAILAND

1. In the case of illegal rraffic of living modified organisms or products
thereof, the State of import shall have the right te destray or dispose of
the organisms or products in question or to request the State of origin, if
known, to remave ar its OWn expense the organisms or the products from the

environment of the State of import.

2. Each Party shall immediately inform the Secratariat [and the Biosafecy
Clearing-house] of any illegal traffic. (Dara concerning known cases of
illegal traffic should [shalll be included in the information—exchange
mechanism established under article 13.]

3. The Secretariat shall record all known cases of illegal traffic and
Lransmit as quickly and efficiently as possikle to all Partiss, particulariy
to Parties that are likely to be affected, all availabie relevant informatien

concerning the illegal traffic and any associated risgks.
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4. Each Party shall adopt appropriate domestic legislation that pravencs
and penalizes illegal traffic. Parcies shall cooperats in this respect with

a view to achieving the cbjective of this Protocol.
VENEZUELA

1. In the case of illegal traffic of living medified crganisms or products
therecf, the Stars of import shail have the right to destroy or dispose of
the organisms and/or products in question or to request che State of origin,
if known, to remove at its cwn expense the organisms and/or the products from
the environment of the State of import.

2. Each Party shall immediately inform the Secretariat and the Biosafety
Clearing-nouse of any illegal traffic. Data concerning known cases of
illegal traffic shall be included in the information-exchange mechanism
established under article 19. The Secretariat shall record all known cases of
i{llegal traffic and transmit as quickly and efficiently as possible to all
Parties, particularly tc Parties that are likely to be affected, all
available relevant information concerning the illegal traffic and any
associated risks.

4. Each Party shall adopt appropriate domestic legisiation that prevents
and penalizes illegal traffic. Parties shall cooperare in this respect with
a view to achieving the cbjective ¢f this Protocsl.

ARTICLE 26 - S0OCIQO-ECONOMIC CONSIDERATIONS

ECUADOR
Ecuador accepts option 3.
HAITT
1, The Parties agree that socio-economic consideraticns should be taken

into account from the placement of living modified organisms on the market up
to their use in the country of destinacion.

2. The Party originating the transhoundary movement shall ensure that the
socis-economic impacts are addressed under Articles 12 and 13 of =he present
Protecol. The risk assessment shall, as a matter of priority, stigmatize the
dangers presented by any transfer/handling of LMCs con the germplasm of the
whole range of living organisms and the consequences that it might have on
the lifestylaes of farmers in developing countries.

KENYA

Parties shall ensure that the socio-s¢onomic impacts of the
introduction, transfer, handling or use of living modified organisms and
products thereof on or within the importing party and its environment, are
considered during the assessment and management of risks, in particular with
the aim of ensuring the conservation and sustainable use of biological
diversity, and also taking inteo account impacts on human health, agriculture
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and welfare., The user shall also cake due account of the long observation
period that these socic-economic impacts may require to manifest such adverse
~Onsequences as genetic erosicn and associated loss of income and dislocation
of tradicional farmers and Ffarm products.

NEW ZEALAND

We favour no provision (but have included appropriats references in ocur
preferred Preamble) .

PERU
Option 2

1. The Parties shall ensure that the scclio-economic impacts specific and
unicue to the use of LMOs that may manifest adverse consequences are
appropriately considered during the assessment and management of risks taking
into account the Fact that socio-ecsnomic consideractions will vary
considerakly from Parcy to Party. In particular, the imgorting country shall
take inte account such adverse consequences as gehetic arosion and associated
loss of income and dislocation of traditional farmers and farm products.

2. Parties shall encourage research on socio-economic considerations
relating to the use, handling and transfer of LMOs and the exchange cof the
resules of such research.

SLOVENIA
Option 2:

1. The Parties shall ensure that the socio-economic impacts specific and
unique to the use of LMOs that may manifest adverse consecuences are
appropriately considered during the assessment and management of risks. In
particular, the importing countcry shall take intg account such adverse
consequences as genetic erosion and associated loss of income ‘and dislocation
of traditional farmers and farm products.

2. o commernt
THAILAND

1. Parties shall ensure that the socic-economic impacrs of the
introduction, transfer, handling or use of living modified organisms and
products therecf in or within the importing Party and its environment, are
considered during assessment and management of risks, in parcicular with the
aim cf ensuring the conservation and sustainable use of biclogical diversity,
and alsc taking intc account impacts on human health, agriculture and
welfare. The user shall also take due account of the long cbhbservation period
that these socioc-sconomic impacts may require to manifest such adverse
ceonsequences as genetic erosion and associated loss of income and dislocation
cf traditicnal farmers and farm products,

2. Parties shall ensure that the risk-management strategies and measures
developed and implemented in accordance with the relevant provisicns of this
AR
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Prococol incorporate strategies and measures that prevent, or mitigate the
poctential socio-economic adverse impacts of living medified organisms and
products therecf,

3. A Party that intends to produce, using a living modified organism, a
hecherto imported commodity, shall notify the other Party or Parziass whose
export is to be affected long encugh, and in no less than seven years in
advance so as to enable them teo diversify their producticn and te implemenc
measures cencerning the biodiversity that would be reduced following
disruption of production of the commedity in question. The Parcy substitucing
its import in such a unnatural way shall, when the affecred Party is a
developing country, provide financial and technical assistance to the
affected Parcy.

4. Each Party shall develop or maintain appreopriate pelicy and legislation
that protect the general public from a monopelistic manipulaticn of the
biotechnclogical, seed, chemical and related industries by individual
privace-sector entities.

5. Each Party shall ensure that activities involving LMOs by both public
and private entities are adecuately regulated in order to ensure fair and
effective implementation of the provisions of this Protocol and to protect
the fundamental moral and socio-asconomic interests of the general public.

VENEZUELA

1. Parties shall ensure that the socio-economic impacts of the
introduction, transfer, handling or use of living mcdified organisms and
products thereof on or within the importing Party and its environment, are
considered during the assessment and management of risks, in particular with
the aim of ensuring the conservation and sustainable use of biological
diversity, and also taking intc account impacts on human health, agriculture
and welfare. The user shall also take due account of the long observation
period that these socio-econemic impacts may require to manifest such adverse
consequences as genetic erosicn and associated loss of income and dislocation
of traditional farmers and fazrm preducts.

2. Parties shall ensure that the risk-management strategies and measures
developed and implemented in accordance with the relevant provisions of this
Protecol incorporate scrategies and measures that prevent, or mitigace the
potential soccio-economic adverse impacts of living modified organisms and
products theresct.

3. A Party that intends to produce, using a living modified organism, a
hitherte imported commondity, shall notify the other Party or Parties whose
export is to be affected long enough, and in no case less than seven years in
advance so as to enable them to diversify their production and to implement
measures concerning the biodiversity that would be reduced fellowing the
disruption of production cof the commodity in questicn. The Party )
substituting its import in such an unnatural way shall, when the affected
Party is a developing country, provide financial and technical assistance to
the affected Party in order to contribute towards the transition of the
affected Party during the adjustment period, which should not exceed the
period of seven ysars indicated.. -
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4. Each Parrcy shall develop or maintain appropriate policy and legislation
that protect the general public from a monopelistic manipulaticon of the
biotachnological, seed, chemical and relatad industries by individual
private-sector entities.

-~

3. Each Party shall ensure that activities involving LMOs and/or products
therecof by both public and private entitcies are adeguately reguliared in order
to ensure a fair and effective implementation of tche provisions of this
Protocol and te protect the fundamental morazl and ssecio-ecenomic interests of
the general public.

ARTICLE 27 - LIABILITY AND COMPENSATION
ECUADOR
Ecuador accepts option 3.
MATTI

The strict liability of the exporting Party shall be engaged in any
event of damage resulting from transboundary movements of LMOs and the
affected Party shall receive full and completa compensation for any harm
related to the depletion of genetic resohrces, in accordance with the
provisions of the present Protocol.

KENYA

Signatory Parties to this Protocol, recognizing the risk invelved in
the transboundary movement of living modified organisms as well as the
procedures of Advanced Informed Agresment and risk assessment, adeopt within
this Protocesl liability of Staves for damage arising from the transboundary
movement of living modified organisms, when they occur.

Given a contingency in the transhoundary movement of living modified
organisms compatinhle with paragraph {liability), the state of origin shall
ensure that compensatién is made for harm caused rto receiving Parties. The
State of origin shall bear the costs of the centingency plan to restore, as
far as possible, the conditions that existad pricr to the occurrence of the
harm. If it is impossible to restore these conditiens in full, agreement may
be reached on compensatcion, monetary or ctherwise, by the State of origin for
the deterioration suffared.

MEXICO
Add the following wording at the and of paragraph 6 of option 5: "The
Fund will be constituted by contributions’ from all signatory Parties (in
proportion to the number of transhoundary movements they carry out].

NEW ZEALAND

Modified Option 1

The Parcies shall, at their firsc meeting, examine how to escablish
pProcedures in accordance witch Arcicle 14, paragraph 2, of the Convention, for
developing apprepriates rules and procedures in the field of liabiiity and
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redress, including restcration and compensation for damage resulting from
LMOs to biological diversicy.

PERU

1. Liability

Signatory Parties to this Protocol, recognizing the risk involved in
the transhoundary movement of living modified organisms as well as the
proceduras of Advanced Informed Agreement and risk assessment, adopt within
this Protocol liability of States for damage arising from the transboundary
movement of living modified crganisms, when they occur as:

(a) The consequence of an action or omission attribugtable to the
State under the provisions established by this Protocol:

(D) Conduct that constitutes a breach of an international obligatcion
of che State under the terms of this Protocol.

2. Civil liability

States, through national legislation and procedures are soversign to
decermine whether liability is deemed as an act ¢f a public, civil or
individual party under national jurisdiction.

3. Compensation

Given a contingency in the transboundary movement of living modified
organisms compatible with paragraph {liability), the State of origin shall
ensure that compensation is made for harm caused to receiving Parties. The
State of origin shall bear the costs of the contingency plan to rastore, as
far as possible, the conditions that existed prior to the occurrence of the
harm. If it is impossible to restore these conditions in full, agreement may
be reached on compensation, menetary or otherwise, by the State of origin for
the deterioration suffered.

4. Measures of reinstatsment

Any reasonable measures aiming to reinstate or restore damage or
destroyed components of the environment, or te introduce, where reasonable,
the equivalent of these components into the environment. Naticnal Competent
Authoritises are entitled to take such measures.

S. Prascripcion of liability

Proceedings in respect of liabilicy under this Article shall lapse
after a pericd of NNN vyears from the date.on which the affected Party
learned, or could reascnably be expected to have learned, of the harm and of
the identity of the State of crigin of the transhoundary movement of the
living medified organism causing damage.
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& Emergency Fund

Signatory Parties decide to establish an Emergency Fund to fulfil
Fequirements arising from contingencies in the transboundary movement of
living modified organisms. This Fund will 'be constituzed by contributions
from all signatory Parties.

7. Exceptions

There shall be no liability on the part of the State of origin if the
harm was directly due to an ace of war, hestilities, civil war, insurrection
or a natural phnenomencon &f an exceptional, inevitable and irresiscibla
characrer,

SLOVENIA
Opzicn 5: from 1 tc 7 , no commencs
THAILAND
1. While importing Parties remain responsible for the use of LMOs, and

products therecf, within their national tarritories, exporting Parties shall
Be liable for any negative or harmful effects of LMOs, or products theraof,
which could not have reasonably been foreseen on the basis of the informacion
provided at the time of the first import.

2. Exporters shall also ke liable for any negative or harmful effects
broduced as a result of any breach of the obligaricns under thisg Protocol.

3. Exporters shall also be liable for all forms of Lransboundary movement
of LMOs and products thereof deemed illegal traffie under Article 25 of this
Progtocol.

4. All cases of proven liability shall result in the payment of fair and
adequats compensation by the exporters to Parties affected,

5. If necessary, the importing Parties may impound, destroy or re-axport
unauthorized LMOs, or products therecf, at the cost of the exporrter.]

VENEZUELA

1. In the avent that harm including transboundary harm, thar proves
detrimenral to the conservation of biolegical diversity, the environment,
human or animal health or socio-economic welfare of sccieties, arises as a
consequence of transboundary movement, handling or use of LMOs or products
thereof, the exporter shall be strictly liable for such harm, which must be
promptly and adequately compensated. Independently of the duty of
compensation, the States involved should implement the necessary contingency
plans, to restors as far as possible the conditicns that existed prior to the
cccurrence of the harm.
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2. The exporter shall alsc be respensible for the harm caused by
inadequate risk assessment that produces adverse effect on the conservation
of biolegical diversity, the environment, human or animal health and the
socio-economic weifare of societies.

K No liability shall be imputed te the exportsr if he proves that harm
from pollution:

{a) Was caused by negligence of the importer in carrying out risk
management in the handling and use of the LMO and products therecf. In such
a case, the liability for harm falls on the importer;

(b} Is due to an act of war, hostilities, civil war, insurrsction or a
nactural phencmenon of an excepticnal, inevitable and irresistible character.

4. Where the exporter is a State Party to the Protocol, it shall be liable
for the harm and shall renounce any defence pratecting it because of irs
condition as a soversign State.

5. The Parties shall ensure that those responsible for any harm caused by
the transbecundary movement, handling or use of LMO and products therecf shall
promptly and justly compensate the affected Parties, including the State of
transit. :

8. If the harm is produced in areas outside any national jurisdiction, the
Parties shall procure that those responsible take the necessary measures to
reduce to the minimum the negative effect produced on the enviromment,
biological diversity and human and animal health.

7. Parties which are Parties of export, Parties of export, Parties of
transit or Parties of import shall ensure, with respect to persons within
their jurisdicticn, that liability is covered by insurance, indemnity bond or
other financial guarantee, in order to undertake transboundary movements,
handling or use of LMOs and products therecf.

8. If, as a consequence of the harm, there is also harm to persons and/or
damage to property in the affected States, the paymernts made by those
responsible shall also include compensation for such harm or damage, and an
insurance policy, indemnity bond or cther financial guarantee shall be
entered into for this end.

9. The parties to this Protocol shall establish an International Fund, for
the implementation of immediate measures in emergency cases and for the
payment of compensation to the extent that c¢ompensation for harm is
inadequate or impossible to obtain because of the civil liability regime.
This Fund will be contributed by all signatcory Parties.

10. Civil proceedings brought to demand compensation for harm caused as a
censequence of transboundary mevements, the handling and use of LMOs and
products thereof shall be brought before the courcts of the Parries to the
Protocol or of the States where the harm has been suffersd or the incident
has occurred; in the State of the defendant's nationality or where such
- defendant is domiciled or has the head office of his business. DParties shall
take steps to ensure that their courts have the necessary jurisdiction to
hear petitions for compensation.
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11. Proceedings in respec:t of liability shall lapse afrer a period of NNN
years from the date on which the affected Parcy learned or could reasonably
be expected tc have learned of the harm, its causes and the identity if the
pPerson or persons responsibl '

ARTICLE 28 - FINANCIAL MECHANTSM AND RESOURCES
ECUADGCR
Ecuador accepts option 1.
NEW ZEALAND
We favour opticn 2.

(The developed countyy Parties may provide, and developing country
Parties may avail themselves of, financial and technoleogical resocurces for
the implementation of the provisions of this Protacol through bilateral,
regional and multilateral channels.)

PERU
Cptiecn 1

1. The financial mechanism defined in Article 21 of the Convention, as
well as the institutienal structure carrying out its cperation, shall serve
as the financial mechanism and institutional structure of this Protocol.

2. The developed ccuntry Parties shall, in a predictabls and Limely
manner, provide new and additional financial resources to the finanecial
mechanism to enable develcping countries to meet the agreed full incremental
€osts to them of implementing measures which will fulfil the obligarions of
this Protocol.

3. On matters related te activiries under the provisions of this
Protocel, the financial mechanism shall function under the authericy and
guidance cf, and be accountable to, the Conference of the Parties serving as
the meeting of the Parcties to this Protocol.

4. The guidance to the financial mechanism of the Convention in relevant
decisions of the Conference of rhe Parties, including those agreed before che
adoption of this Protocal, shall apply mutatis mutandis to the previsions of
this Article.

5. The developed country Parties may alsc provide, and developing countcry
Parties avail themselves of, financial and technological resources for the
implementation of the provisions of this Protocol through bilacteral, regional
and multilateral channels,

SLOVENIA

Cption 2: no comment
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THAILAND

1. The financial mechanism defined in Article 21 of the Convention, as
well as the institutional structure carrying out its operation, shall serve
as the financial mechanism and institucicnal structure of this Protecol.

2. The developed country Parties shall, in a predictable and timely
manner, provide new and additioral financial resources to the financial
mechanism to enable developing countries te meet the agreed full incremental
costs to them of implementing measures which will fulfil the obligations of
this Protocol.

3. On matters related to activities under the provisions of this
Protocol, the financial mechanism shall function under the authority and
guidance ¢f, and be acccuntable to, the Conference of the Parties serving as
the meecing of the Parties to this Protocol.

4. The guidance to the financial mechanism of the Convention in relevant
decisions of the Conference of the Parties, including those agreed before the
adoption of this Protocol, shall apply mutatis mutandis to the provisiocns of
this Artcicle.

S, The developed country Parties may alse provide, and develeping country
Parties avail themselves of, financial and technological resources for the
implementacion of the provisions of this Protocol through bilateral. regional
and multilateral channels.

VENEZUELA

1. The financial mechanism defined in Article 21 of the Convention, as
wall as the instituticnmal structure carrying out its operation, shall serve
a3 the financial mechanism and institutiomal structure of this Protocol.

2. The develcped country Parties shall, in a predictable and timely
manner, provide new and additional financial resources to the financial
mechanism to enable developing countries to meet the agreed full incremental
costs to them of implementing measures which will fulfil the dbligations of
this Protocol. '

3. On matters related to activities under the provisions of this Protscol,
the financial mechanism shall function under the authority and guidance of,
and be acceountable to, the Conference of the Parties serving as the meeting
of the Parties to this Protocol.

4., The guidance to the financial mechanism of the Conventicn in relavant
decisions of the Conference of the Parties, including those agreed before the
adoption of this Protocel, shall apply mutatis mutandis to the provisions of
this Article.

5. The developed country Parties may also provide, and developing country
Parties avail themselves of, financial and technological resources fbor the
implementation of the provisions of this Protocol through bilateral, regional
and multilateral channels.

e
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ARTICLE 29 - CONFERENCE OF THE PARTIES
PERU
1. The Conference of the Parties to the Convention shall serve as the
meeting of the Parties to this Protocol.
2. Parties cto the Convention that are not Parties to this Protocol may

participate as observers in the proceedings of any meeting of the Conference
of the Parties serving as the meeting of the Parties tc this Protocol. When
the Conference of the Parcies serves as the meeting cf the Parties to this
rotoeol, decisions under this Protocol shall be taken only by those chat are
Parties to it.

3. When the Conference of the Partiss 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 Conventicn but, at thac time, not & Party to this
Protocol, shall be substituted by a4 member to be =lected by and from amongst
the Parties to this Protocol.

4. The Conference of the Parties serving as thg meeting of the Parties to
this Protocol shall keep under regular review the implementation of chis
Protocol and shall make, within its mandate, the decisions necessary to
promote its effective implementation. It shall perform the funcrtions
assigned to it by this Protocel and shall:

fa} Make recommendations on any mattars necessary for the
implementation of this Protocol;

{h) Establish such subsidiary bodies as are deemed necessary fLor the
implementation of this Protocol;

(c) Seek and utilize, where appropriate, the services and cooperation
of, and information provided by, competent international organizatiens and
intergovernmentcal and nen-governmental bodies;

(d) Establish the form and the intervals for transmitting the
informaticn %o be submittad in accordance with Article 35 of this protocol
and, as well, repcrts submitted by any subsidiary bedy;

(e) Consider and adcpt, as required, amendments to this Protocol and
its annexes, as well as any additlonal annexes to this Preotocsl, thHat are
determined necessary for the implementation of this Protocol; and

(£) Exercise such other functions as may be reguired for the
implementation c¢f this Protocol. i

5. The rules of procedure of the Conference of the Parties and financial
rules of the Convention shall be applied mucatis mutandis under this
Protocol, except as may be otherwise decided by consensus by the Conferencs
of the Parties serving as the meeting of the Parties to this Protocol.

6. The first meeting of the Confarence of the Parties to the Convention

serving as the meeting cof the Parties to this Protocol shall be convened by

the Secretariat in conjunction with the first meeting of the Confarence of

the Parties that is scheduled after the date of the entry into forece of this
JA
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Protocol. Subsequent ordinary meetings of the Confersnce of the Parties
serving as the meeting of the Parties to this Protogcol shall be held in
conjunction with ordinary meetings of the Conference of the Parties, unless
otherwise decided by the Confarence of the Parties serving as the meeting of
the Parties to this Protocol.

7. Extraordinary meetings of the Parties to this Protocol shall be held at
such cther times as may be deemed necessary by the meeting of the Parties to
this Protocol, or at the written request of any Party, provided that, within
six months of the request being communicated to the Parties by the.
Secretariat, it is supported by at lsast one third of the Parties.

a. The United Nations, its specizlized agencies and the Internaticnal
Atomic Energy Agency, as well as any 3tate member thereof or observers
thersto not party to the Ceonvention, may be represented as observers at
maetings of the Parties to this Prococel. Any body or agency, whether
national or international, governmental or non-governmentcal, which is
qualified in matters covered by this Protocol and which has infocrmed the
Secretariat of its wish to be represented at a meeting of the Parties to this
Protocel as an observer, may be so admitted, urnless at least one third of the
Parties present object. Except as otherwise provided in this Article, the
admission and participation of observers shall be subject to the rules of
procedure, as referred to in paragraph 5. above.

SLOVENIA
Revised, from 1 toc 8, no comments
THAILAND
1. The Conference of the Parties to the Convention shall serve as the

meeting of the Parties to this Protocsl.

2. Parties to the Convention that are not Parties to this Protocol may
participate as observers in the proceedings of any meeting of the Confarence
of the Parties serving as the meeting of the Parties to this Protocsgl. When
the Conferenca of the Parties serves as the meeting of the Parties to this
Protocol, decisions under this Protocol shall be taken only by these that are
Parties to if.

3. When the Confarence cf the Parties serves as the meeting of the Parties
to this Protecol, any member of the Bureau of the Conference of the Parties
representing a Party to the Coavention but, at that time, not a Party to this
Protocol, shall be substituted by a member to be elected by and from amongst
the Parties to this Irotocol.

4. The Conference of the Parties serving as the meeting of the Parties to
this Protocel shall kesep under regular review the implementation of this
Protocol and shall make, within irs mandate, the decisicns necessary to
promecte its effective implementation. It shall perform the functions
assigned to it by this Protocol and shall:

(a) Make recommendations on any matters necessary £or the
implementation of this Protocol;
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(b) Establish such subsidiary bodies as are deemed necessary for the
implementation of rchis Protecol:
{c) Seek and utilize, where appropriata, the services and cooperation

of, and information provided by, competant international organizations and
intergovermmental and non-govarnmental bodies;

{d) EZstablish the form and the intervals for transmitcing the
information te be submitted in accordance with Article 35 of thig protocol
and, as well, reports submitred by any subsidiary body;

{e) Consider and adopt, as required, amendments <o this Protocel and
its annexes, as well as any additienal annexes to this Protocol, that are
determined necessary for the implementaction of this Protocel; and

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

5. The rules of procedure of the Conference of the Parties and financial
rules of the Convention shall be applied mutatis mutandis under this
Protocol, except as may be otherwise decided by consensus by the Confererce
cf the Parties serving as the meeting of the Parfies to thig Protocol.

6. The first meeting of the Conference of the Parties to the Convention
serving as the meesting of the Parties te this Protocol shall be convenaed by
the Secretariat in conjunction with the firse meeting of the Conference of
the Parties that is scheduled after the date of the entry into force of this
Protocol. Subsecuent ordinary meetings of the Conference of the Parcies
serving as the meeting of the Parties te this Protocoel shall be held in
conjunction with ordinary meetings of the Conference of the Parties, unless
otherwise decided by the Conference of the Parties serving as the meeting of
the Parties to this Protocol.

7. Extracrdinary meetings of the Parties to rthis Protocol shall be held at
Such other times as may be deemed necessary by the meeting of the Parties Lo
this Pratocol, or at the wricten request of any Party, provided thac, within
§ix months of the request being cemmunicated to rhe Parties by the
Secretariac, it is supportaed by at least one third of the Parcies.

8. The United Natieons, its specialized agencies and the International
Atomic Energy Agency, as well as any State member thereof or aobservers
thereto not parcy to the Convention, may be represented as cbservers at
meetings of the Parties to this Proctocol. Any body or agency, wherher
national or internaticnal, governmental or non-dovernmental, which is
<“ualified in matters covered by this Protocol and which has informed the
Secretariat of its wish to be represented at a meeting of the Parties to this
Protscol as an observer, may be so admitzed, unless at leasz one thipd of the
Parties present abject. ExXcept as otherwise provided in this Article, the
admission and participation of observers shall be subject to the rules of
procedure, as referred to in paragraph S above.
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VENEZUELA

1. The Conference of the Parties to the Convention shall serve as che
meating of the pParties to this Proctocol.

2. Parcies to the Convention that are not Fartias to this Protocol may
participace as observers in the proceedings of any meeting of the Conference
of the Parties serving as the meeting of the Parties to =his Protcoccl. When
the Conference of the Parties serves as the meeting of the Partiss to this
Protocel, decisiens under this Proteocol shall be taksn only by thoss that are
Parties to it. '

3. When the Conference of the Parties serves as the meeting of the Parties
ta this Protocol, any member of the Bureau of the Conference of cthe Parties
representing a Party to the Convention but, at that time, not a Party to chis?
Protocol, shall be substituced by a member to be s=lected by and from amongst
the Parties to this Protocol.

4. The Conference of the Parties serving as the meeting of the Parties to
this Praotocol shall keep under regular review the implementation of this
Protocol and shall make, within its mandate, the decisions necessary to
promote its effective implementation. It shall perform the functions
assigned to it by this Protocol and shall:

(a) Make recommendations on any matters negcessary for the
implementation cof this Protocol;

{b} Establish such subsidiary bodies as are deemed necessary for the
implementation of this Protocsl;

(c) Seek and utilize, where appropriate, the services and cocperation
of, and informatien provided by, competent international erganizatisns and
incergovernmental and non-governmental hodies:

(d) Establish the form and the intervals for transmitting the
informacion to be submitted in accordance with Article 35 of this protocol
and, as well, reports submitted by any subsidiary beody:

(@) Consider and adopt, as required, amendments to this Protocol and
its annexes, as well as any additicnal annexes to this Protocol, that are
determined necessary for the implementation of this Protocol; and

(E) Exercise such other functions as may he required for tche
implementation of this Protocol.

5. The rules of procedure of the Conference of the Parties and financial
rules of the Convention shall be applied mutatis mutandis under this
Prococol, except as may be otherwise decided by consensus by the Conference
of the Parties serving as the meeting of the Parties to this Protocol.

5. The first meeting of the Confsrence of the Parties to the Convention
serving as the meeting of the Parties to this Protocol shall be convened by
the Secretariat in conjunccion with the first meeting of the Confearence of
the Parties that is scheduled after the date of the entry into force of this
Protocol. Subsecquent ordinary meetings of the Confersnce of the Parties
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serving as the meeting of the Parties %to this Protocol shall be held in

conjunctien with ordinary meetings of the Conference of the Parties, unless
otherwise decided by the Conference of the Parties serving as the meeting of
the Parties to this Protccol. ‘

7. Extraordinary meetings of the Parties te this Protocol shall be held at
such other times as may be deemed necessary by the meeting of the Parties to
this Protocol, or at the writrten request of any Party, provided thac, within
six months cf the request being communicated to the Parties by the
Secretariat, it is supported by ar least one third of the Parties.

8. The United Nations, its specialized agenciss and the Internatiocnal
Atemic Energy Agency, as well as any State member thersaf ar observers
thereto net party te the Convention, may be represenced as observers at
me@etings of the Parties :c this Protoccl. Any body or agency, whethazar
national or internezicnal, goveramental or non-governmencal, which is
qualified in matters covered by this Protocol and which has informed che
Secretariat of its wish to be represented at a meeting of the Parties to this
Protocol as an cobserver, may be so admitted, unless at least one third of the
Parties present object. Except as otherwise provided in this Article, the
admission and participation of observers shall be subject to the rules of
procedure, as referred to in paragraph 5 above.

ARTICLE 30 - SUBSIDIARY BODIES AND MECHANISMS
PERU

1. any subsidiary body established by or under the Convention may, uren a
decision by the meeting of the Parties, serve the Protocol, in which case the
meeting of the Parties shall specify which functicns that body shall
axercise,

2. Parties to the Convention that are not Partiss to this Protocol may
participate as cbservers in the proceedings of any meeting cof a subsidiary
body of the Protecol. When a subsidiary body of the Convention serves as a
subsidiary body to this Protocol, deeisions under this Protocol shall be
taken only by the Parties to this Protocol.

3. When a subsidiary body of the Convention exercises its functions with
regard to matters concerning this Protocel, any member of the Bursau of that
subsidiary body representing a Party to the Convention but, at that time, not
a Party to this Protccel, shall be substituted by a member to be elscted by
and from amongst the Parties to this Protocol.

SLOVENIA

Revised, from 1 to 3, no comments
THAILAND
1. Any subsidiary body established by or under the Convention may, upon a

decision by the meeting of the Parties, sserve the Protoecsl, in which case the
meeting of the Parties shall specify which functions thar body shall
exercise.
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2. Parties to the Convention that are not Parties to this Protocol may
participate as cbservers in the proceedings of any meercing of a subsidiary
body of the Protocol. When a subsidiary bedy <¢f the Convention serves as a
subsidiary body to this Protocol, decisions under this Protocsl shall e
taken only by the Parties to this Protocol.

3. When a subsidiary body of the Convention exercises its functions wirth
regard to matters concerning this Prococeol, any member of the Bureau of that
subsidiary body representing a Party to the Convention but, at that time, not
a Party te this Protocol., shall be substituted by z member to be elected by
and from amcngst the Parties to this Protocol.

UNITED STATES OF AMERICA

Add a new paragraph: 4. The preovisions of Article 29(8) shall apply £o
meetings of a subsidiary body of the Protocol.

VENEZUELA

1. Any subsidiary body established by or under the Convention may, upon a
decision by the meeting of the Parties, serve the Protocol, in which case the
meeting of the Parties shall specify which functions that body shall
exercise, :

2. Parties to the Convention that are not Parties to this Protocol may
participate as observers in the proceedings of any meeting of a subsidiary
body of the Protocecl. When a subsidiaxy body of the Convention serves as a
subsidiary body to this Protocol, decisions under this Protccol shall be
taken only by the Parties to this Protocol.

3. When a subsidiary body of the Convention exercisas its functions with
regard to matters concerning this Protocol, any member of the Bureau of that
subsidiary body representing a Party to the Convention but, at that time, not
a Party to this Protocol, shall be substituted Dy a member to be elected by
and from amongst the Parties to this Protocol.

ARTICLE 31 - SECRETARIAT

PERU
1. The Secretariat established by Article 24 of the Convention sha’l serve
as the secretariat toc this Protocol,
2. Article 24, paragraph 1, of the Convention on the functicas of the

Secretariat shall apply mutatis mucandis to this Protocal.

3. [Te the extent that these are distinct, the costs of che Secretariat
services for this Protocol shall be met by the Parties herero. [The
Conference of the Parties to this Protocol shall decide at its firse meeting
the necessary financial arrangements to this end.]}

SLOVENIA

Revised, from 1 to 2, no ccmments
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3. The Conference of the Parties to this protocol shall decide at its
first meeting the necessary financial arrangements to this end.

THAILAND
1. The Secretariat established by Article 24 of the Convention shall serve
as the secretcariat to this Protocol.
2. Article 24, paragraph 1, of the Convention on the functions of the

Secretariat shall apply mutatis mutandis to this Protocol.

VENEZUELA

1. The Secretariat established by Article 24 of the Convention shall serve
as the secretariat to this Protocol.

2. Article 24, paragraph 1, of the Convention on the functions of the
Sec¢retariat shall apply mutatis mutandis to this Protocol.

N To the extent that these are distinct, the costs of the Secretariat
services for this Protocsl shall be met by the Parties heretc. The
Conference of the Parties to this Protocel shall decide at its first meeting
the necessary financial arrangements to this end.

ARTICLE 32 - JURISDICTIONAL SCOPE

New Zealand

Deleted
PERU

Deleted.

SLOVENIA
Deleted

THAILAND
Deletad

VENEZUELA

Deletad

ARTICLE 33 - RELATIONSHIP WITH THE CONVENTION
NEW ZEALAND

We have no comment to make on these articles.
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PERU

Unless otherwise provided by this Protocol, the provisions of the
Convention relating to its Protocols shall apply to this Protocol.

SLOVENIA
no comment
THAILAND

Except as otherwise provided in this Protocol, the provisions of the
Convention relating to its protocals shall apply to this Protocol. by

VENEZUELA
Unless otherwise provided by this Protocol, the provisions of the
Convention relating to its Protocols shall apply to this Protocol.
ARTICLE 34 - RELATIONSHIP WITH OTHER INTERNATICNAL AGREEMENTS
ECUADOR

Ecuador accepts option 2.

NEW ZEALAND

We favour cption 1.

(The provisions of this Protocol shall not affect the rights and
obligations of any Party to this Protocsl deriving from any existing
international agreement to which it is also a Party at the time that this
Protocol enters into force for that Party.)

PERU

Option 2

The provisions cof this Protocol shall not affect the rights and

obligaticns of any Party deriving from any existing internaticnal agreement,
except where the exercise of those rights and obligations would cause sericus

damage or threat to biological diversity.

1/ The issue of infocrmation-sharing remains until further substantive

issues from other arcicles of the Protocol are developed.
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SLOVENIA

Cption 1:

The provisigns cf this Protocsl shall neot affect the rights and
ebligations of any Party to this protocol deriving from any existing
internaticnal agreement to which it is also a2 Party at the time thac this
Protocol enters inte force for thac Party.

THAILAND

The provisions of this Protocol shall net affect the righets and
cbligaciens of any Party deriving from any existing international agreement,
except where the exercise cof those rights and obligations would cause serious
damage or threat to biological diversity.

URUGUAY

The provisions of this Protocol shall not affect the rights and
obligations of any Party to this Prococol deriving from any existing
internacional agreement to which it is also a Party at the rime that this
Protocel enters into force for that Parcy. .

VENEZUELA

No provision is necessary.

ARTICLE 35 - MONITCRING AND REPORTING
EUROPEAN COMMUNITY

After careful consideration of the proposals currently on the table as
regards Articles 5 and 6 it appears that additional mechanisms need to be
developed to address cases of -failure to respond, in particular when
bilateral efforts pursued by the Party of export have not been successful in
triggering a response by the Party cf import.

The EC and its Member States would like to suggest that Parties have
the possibility to refer such cases to a monitoring and assistance process
operating through a body under the Protocsl, which should aim at helping
Parties having failed to respond toc a notification:

1. Parties are encouraged to provide assistance to any Party of impert,
especially in responding to notificatisons under the aLA procedure.

2. Parties may refer cases for which-a Party of import has not responded
within the period specified in Article 6 Ko a monitoring and assistance
process operating through a stcanding body composed of a limited number of
experts and acting in accordance with the provisions of Article [Z]{(this
article will describe the terms of reference cf the standing body.)

3, The process should be guided by the need of all Parties te co-operate
in good faith and participate fully. Therefore it should be simple, advisory
and transparent.”

On a preliminary basis we would suggest to include this provision in
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Article 35,
NEW ZEALAND
Noc c¢omment.
PERU

1. Each Party shall meonitor the implementacion of its cbligations under
this Protocol and establish and/or maintain systems for this purpose.

2. Each Parcy shall, at intervals te be determined by the meeting of the
Parties to this Protoccl, repcrt to the meeting of the Parcies to this
Protocol on measures taken to implement this Protocol.

SLOVENIA

New, 1. each party shall monitor the implementation of its obligations under
this Proteccol and establish and maintain system for this purpose,

2. no comment
THAILAND

[1. Each Party shall monitor the implementation of its obligations under
this Pretocol and establish and/or maintain systems for this purpose. ]

2, Each Party shall, at intervals to be determined by the meeting of the
Parties to this Protocol, repert to the meeting of the Parties to this
Protoccl on measures taken to implement this Protocol.

VENEZUELA

1. Each Parcy shall monitor the implementation of its obligations under
this Protocel and establish and/or maintain systems for this purpose.

2. Each Partcy shali, at intervals to be determined by the meeting of the
Parties to this Protocel, report to the meeting of the Parties to this
Protocol on measures taken to implement this Protocoal.
ARTICLE 35 Big - COMPLIANCE
ECUADOR
Ecuador accepts option 1 with the following wording: “The Parties
shall consider and approve procedures and instirutional mechanisms for
determining nen-compliance with the provisions of this Protocol and for the
treacment. .. "

NEW ZEALAND

We favour the following modification of option 1.
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The Parties shall consider and approve procedures for determining ncn-
compliance with the provisions of this Protocol and for the treatment of
parties found to be in non-cempliance.

PERU
Option 1

The Parties shall at rcheir first meeting consider and approve
procedures and institutional mechanisms for determining non-compliance with
the provisions of this Protoccl and for the treatmenc of Parties found to be
in non~compliance.

SLOVENIA

New, Cption 1:

The Parties shall consider and approve procedures and inscituticnal
mechanisms fer determining non-compliancs with the provisions cf this
Protocol.

THAILAND -~

The Parties shall [at their first'meetingl [consider and approve]
{determine how to establish] [consider whether to establish] procedures and
institutional mechanisms [for determining non-compliance with the provisians
of this Protocel and} for the treatment of Parties found te be in
non-compliance. )

VENEZUELA

No provision is necessary.

{(ARTICLE 36 - ASSESSMENT AND REVIEW QF PROCEDURES/ANNEXES]
ECUADOR
Ecuador accepts option 1.
NEW ZEALAND

We favour option 2 (brackets removed) .

{The Me=ting of the Parties shall undertake three years after the entry
into force of this Protocol, and at least‘every six years thereafrsr, an
evaluation of its effectiveness.)

PERU
Option 2

The Meating of the Parties shall undertake three years after the encry

inte force of this Procoecl, ard at least every six years thereafter, an

evaluation of its effectiveness. '
SLOVENIA
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Pevised, Cption 2:

The meeting of cthe Parties shall undsrtake thr=e years after the entry
into force of this protocol, and ac least every six years thereafter, an
evaluation of its =ffectiveness. :

THAILAND

The Meeting of the Parties shall undertake [three] years after the
entry inco force of this Prcotocol. and at least every [six] years thersafter,
an evaluaticn of its effectiveness.

VENEZUELA

Beginning in three years, and at least every five years thereaftar, the
Parties shall assess the procedures and annexes provided in this Protocol on
the basis of available scientific, environmental and rechnical informacion.
At least one year before each assessment, the Parties should consider the
need to convens an appropriate panel of experts and determine its composition
and terms of reference. Within one year of being convened, the panels will
report their conclusions, through the Secretariat, to the Parties.

ARTICLE 37 - SIGNATURE
PERU

This Protocol shall be open for signature at | ] by all States and

any regicnal economic integration organization from { ] until [ } , and at
the United Nations Headguarters in New York from | }] to [ 1.
SLOVENIA

The Conference cof the Parties to this Protocol shall decide at the
meeting. ...

THAILAND
This Protocol shall ke open for signature ar | ] by all States and
any regicnal economic integration organizaticm from { | uncil [ 1 , and at
the United Nations Headguarters in New York from | 1 eo [ ].
VENEZUELA
This Protaccl shall be open for signature at ( ) by all States and any
regional economic integration organizacion from { } until { ) , and ac the
United Nations Headguarters in New York from ( } to { }.

ARTICLE 38 - RATIFICATION, ACCEPTANCE, OR APPROVAL

NEW ZEALAND

Deleted
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Delezed

Deletrad

Deleted

Deleted

Deletad

Daleted

Daletad

Deleted

Deleted

Deleted

No comment.

Deleted
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SLOVENIA

THAILAND

VENEZUELA

ARTICLE 39 - ACCES3ION

PERU

ARTICLE 39 - ACCESSION

New Zealand

BERU

SLOVENTIA

THAILAND

VENEZUELA

ARTICLE 40 - ENTRY INTD FORCE

NEW ZEALAND

VENEZUELA

ARTICLE 0 - ENTRY INTO FORCE
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NEW ZEALAND

No comment.

PERU
1. This Protocol shall enter into f£orce on the ninetieth day after the
date of deposit of the [ | instrument of ratification, acceptance, approval
cr accassion. '
2. This Protocol shall enter into force for a Party that ratifies,

accepts or approves this Protocel or accedes thersto after its entry into
force pursuant to paragraph 1 above, on the ninetieth day after the date on
which that Party deposits its instrument of ratification, acceptance,
approval or accession, or on the date on which the Conventicn enters inrto
farce for that Party, whichever shall be the later.

3. For the purposes of paragraphs 1 and 2 above, any instrument deposited
by a regicnal sconomic integration organization shall not be counted as
additional to those deposited by member States of such crganization.

SLOVENIA

Revised: 1. This Protocol shall enter into force on the ninetieth day afrer
the date of deposit of its instrument of ratification acceptance, approval or
accession.

2 and 3: no comments

THAILAND
1. This Protocel shall enter into force on the ninetieth day after the
date of deposit of the [ | instrument aof ratification, acceptance, approval
or accession.
2. This Protocol shall enter into force for a Party that ratifies,

accepts or approves this Protocol or accedes therstco after its entry into
force pursuant to paragraph 1 above, on the ninetieth day after the date on
which that Party deposits its instrument of ratification, acceptance,
approval or accession, or on the date on which the Convention enters into
force for that Party, whichever shall be the later.

3. For the purposes of paragraphs 1 and 2 above, any instrument depcsited
by a regicnal aconomic integratiocn organization shall not be counted as

additional to those deposited by member States of such organizaticn.

VENEZUELA

1. This Protoccl shall enter into force on the ninetieth day after the
date of deposit of the { ) instrument of ratification, acceptance, approval
¢r accession.

.2, This Protocel shall enter into force for a Party that ratifies,

accepts or approves this Protocol or accedes thereto after itg entry into
force pursuant to paragraph 1 above, on the ninetieth day after the date on
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which that parcy depcsits its instrument of ratification, accestance,
approval or accessiosn, or on the date on which the Conventien enters into
force for that Party,, whichever shall be the later.

3. For the purposes of paragraphs 1 and 2 above, any instrument deposited
by a rsgional economic integration organization ghall nct be counted as
additional to those deposited by member Staces of such organizacion.
ARTICLE 41 - RESERVATICNS
ECUADCE
Ecuador accepts option 1
NEW ZEALAND

Option 1

(NOo reservations may be made to this Prococel.)

PERU 7

Option zero

No provision is necessary.
Opticon 1

No reservations may ke made to this Protocol.

SLOVENIA

Option 1

THATILAND
Opiion 1
No reservations may be made to this Protoccl.
VENEZUELA

No reservations may be made to this Protocol.

ARTICLE 42 - WITHDRAWAL
PERU

1. At any time after two vears from the date on which this Protoccl has
entered into force for a Party, thact Party may withdraw from the Protocol by
giving written notification to the Depositary.

2. Any such withdrawal shall take place upon expiry of one vear after the
PR
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date of its receipt by the Depositary, or on such iater date as may be
specified in the notification of the withdrawal.

SLOVENIA
1l and 2: no comments
THAILAND
1. At any time after twe years from the date on which this Protocsl has

entered into force for a Party, that Party may withdraw from the Protecol by
giving written nctification to the Depecsitary.

2. Any such withdrawal shall take place upon expiry of one year after the
date of its receipt by the Depositary, or on such later date as may be
specified in the notification of the withdrawal.

VENEZUELA
1. At any time after two years frem the date on which this Protocol has
entered into force for a Party, that Party may withdraw from the Proatocol by
giving written neocification to the Depositary.
2. Any such withdrawal shall take place upen expiry of one yvear after the
date of its receipt by the Depositary, or on such lacer date as may be
specified in the notification of the withdrawal.
ARTICLE 43 - AUTHENTIC TEXTS
NEW ZEALAND
No comment.
PERU
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 Naticas.
THAILAND
The original of this Proteocol, of which the Arabic, Chinese, English,
French, Russian and Spanish texts are equally authentic, shall be deposited
with the Secrecary-General of :the United Natieons.
VENEZUELA
The original of this Protocol, of which the Arabie, Chinese, English,

French., Russian and Spanish texts are equally authentic, shall be deposited
with the Secretary-General of the United Nations.

s
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Annexes

I., INFORMATION REQUIRED IN NOTIFICATIONS FOR ADVANCE INFORMED AGREEMENT
NEW ZEALAND

We favour the following modificacien .

(a) Name and address of applicanc

(b} Name and address of raceiving company/institution/individual

() Common name and taxonomic status of the organism

(d} Centre of origin/genatic diversity relevant te the organism that

has been modified

{a) Descripticon of nucleic acid fragment(s)/trait intreduced or
modified and resuliting characteristics of rhe LMO

(£ Intended use of the LMO .
(g} Quantity of LMOs to be transferred or volume and physical staca
of culture

{h) A risk assessment report in accordance with the rizsk assessment
guidelines outlined in Annex II of the Protoecol

(1) Suggested methods to ensure safe handling, storage, transpert and
use, including packaging., documentatien, disposal and contingency methods
where appropriate

(3} Intended date of first movement
(k) Declaration that the information is factually correct
NORWAY

Add in Annex I on Information required for AIA as a new element m) «the
status of the LMO in question within the exporting state and if known., also
in the importing state (whether it ig prohibited in the state of
export/import or wherher there are other restrictions)

PERU
{a) Designation [and classificatien of biosafety levels] of
LMO(s}) [or products thereof].
(b) Name and address of the exporter.
(¢)  Name and address of the importer.
id) Common name, taxconomic status, [source and characteristics] of

recipient organism [and donor organismj .
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{a) Centre of origin/genetic diversity [if known] relevant te the
organism that has been modified,

(£} Description of DNA/RNA fragment(s)/traics intreducad or modifiad
and resulting characteristics of the LMO [or products thereof].

{g) Intended use of the LMO (or products thersctf] [1f known].

(h} Quantity of LMOs [or products therecf] to be transferred or
volume and physical state of culture.

ti) A [known and available] risk assessment report [carried ocut con
the LMO [or products thereof] in question] in accordance wich the risk
assessment parameters as stated in Annex II of the Protocsl.

(3) Suggested methods to ensure safe handling, storage, tiansport
and use, including packaging. {[labelling,] documentation, disposal and
contingency procedures.

(k) Intended datels! of [first] [transfer] [movement].

(1) Declararion that the information is f%éctually] Correct.
SLOVENIA

(a) Designation and classification of Biosafety level of LMOs and

products thereof.
{(b) and {c) no comments

(d) Common name, taxonomic status, source and characteristics of
recipient organism and donor organism.

(e} no comment

(£} Description of CNA/RNA fragment{s) /traits introduced or modified
and resulting characteristics of the LMOs and products trhereof.

{g) Intended use of the LMOs and products thereof,
(h) Quancity of LMCs and products thereof.
(1) A known and available risk assessment repor:t carried ocut on the

LMOs and products thereof in accordance with the risk assessment parameters
as stated in Annex LI of the Protocol.

(i) Suggested methods to ensure safe handling. storagae, transport
and use, including packaging and labelling, documentation, disposal and
contingency procedures,

(k) Intended date of first transfer movement.

{l} Declaration that the informaticn is correct.
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THAILAND

(a) Designation [and classification of bicsafecy levels] of
LMO(3) [or products therecf].

{b) Name and address of the exporter.

(c) Name and address of the importer.

(d) Common name, taxeonomic status, [source and characterisztics] of
recipientc organism [and donor organism].

(e) Centre of origin/genetic diversity relevan:t to the organism that
has been modified.

(£) Description of DNA/RNA fragment(s)/traits intreaduced or modified
and resulting characteriscics cf the LMO [or products theresof].

() Intended use of the LMC [or products thersof].

(h) Quantity of LMOs [or products therecf]to be transferred or volume
and physical state cf culture.

(1) A (known and available] risk assessment report [carried out on
the LMO [or products thereof] in cuestion] in accordance with the risk
assessment parameters as stated in Annex IT of the Protaccel.

{9) Suggested methods to ensure safe handling, storage, transportc

and use, including packaging, (labelling, ] documentation, disposal and
contingency procedures.

{k} Intended datels] of [first] [movement].

(1) Declaratien that the information is [factually] correcct.
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IT. RISK ASSESSMENT

AUSTRALIA

Australia wishes tc see -the following alternative cption included:

1. The objectives of risk assessment in relation te the transboundary
movement of living modified crganisms under the Prococol are:

(a) identification of any hazardous characteristics asscociated with
the novel trait{s) introduced into the LMC that may have adverse effects on
the conservatien and sustainable use of bioclogical diversity;

{b) an evaluation of the likelihood ¢f these hazards being realized,
taking into account the level and kind of exposure of the raceiving
environment to the LMO;

(e) an evaluation of the consequences for biological diversity should
these hazards be realized:

{d) an evaluation of the overall risk possd by the LMC based on the
assessed likelihood and conseguences for bielogical diversity of the
identified hazards; and ’

(e) an evaluation of whether or not the risks are acceptable or
manageable, including identificaction of strategies to manage these risks and
minimise the peossibilicy of adverse consedquences.

2. Risk assessment should be carried out in a scientifically sound and
transparsnt manner, taking into account relevant scientific evidence, expert
technical and technological advice, experience and technigues developed by
relevant international crganizations.

3. Risk assessment shall, inter alia, take into account:

{a) characteristics of the recipient organism;

{b) characteristics of the donor organism;

{c) characteristics of the vector;

{d) characteristics of the living modified organism;

=Y informaticn concerning the intended use of the LMO;

(£} characteristics of the potential receiving environment related ro

bioclogical diversity.
NEW ZEALAND

Modified Cption 1

1. The cbjective of risk assessment is to consider, as appropriate the
following peints:

e
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(a) Identificartion of any characteristics of the LMO linked to

denetic modification thac may have adverse effacts in the receiving
environment

{b) Estimation of the risk of 2ach’ adverss effsct by determining the
likelihood and extent of the consequences of the adverse effect being
realised.

(¢} Application of management strategies, when appropriate, for risks
from the release of rhe LMC. The management strategies should be
Commensurate with the results of the risk assessmenc.

2. Any new risks associated with the LMO or its use should be considered
in the context of the risks posed by other organisms not subject ts this risk
assessment or risks that my be posed if the LMO is not deliberacely

released.

3. Full regard should be paid to the e@xperience gained and to the relevant
literacture and consultatcion with available eXxperts and public authorities,

4, The information required for a scientifically sound risk assessmant
will vary case by case, but should include, as appropriate:

{a) Characterigtics of the LMO icself {inciuding the organisms from
which the novel trair is derived, the donor, the vector, and the inserted
nucleic acid)

{b) Intended use (in containment or for deliberate relesase)
(c) Characteristics of the receiving environmenc
NORWAY

Caontained use of LMO

«The containmens of LMOSs must be based on the pPrinciple =hat a
Precauticnary approach as regards safety to human health and the environmenc
shall be followed in order to ensure that the expected benefits can develop
safely.

When facilities are to be used for the first time For activities
invelving the contained use of EMOs, the users shall be required teo submit to
the competent authority an applicarion for approval. The faciliey shall be
suitable and equipped for the intended purpcse, and shall be classified
according to the risk, the type of acitivity and the LMOs Co be used.

The LMOs intended for contained use and the type of acitiviy planned,
shall be reigstered or approved by the competent authority according to the
risk inveolved. The use shall Carry out a prior risk assessmenc ¢f the
centained use as regards risks to human health and the environment,

All activities with LMOs that take place within the approved facilicy
shall be registered by the responsible person (s) in & protocsl. The

protocol shall be available for the competent autherities when required.

Information required for approval of contained use of LMOs:
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{a) name of company or institution, locatisn and address cf the
facilicy

(b} responsible person (s)

() the date of when the facility received the approval for contained
use

(d) information to, and training of, employees and other persaonnel

handling the LMOs

(e) summary of the risk assessment

(£) the intended use and applicaticn of the LMO

(g} planned containment measures (physical and biological);
(h) plans for preventing accidents and unexpected events

(i) contingency plans if accidental release

(3) plans for waste treatment

(k) possible interacticns between the Lmd; and the environment

associated with an unintended release into the environment

PERU
Opticn 1
RISK ASSESSMENT FACTORS
1. The objective of risk assessment is to consider, as appropriate, the

following points:

(a) Idencificacion of any {hazardous] characteristics of the LMC [or
products therecf] linked to the genetic modification [that may have adverse
effects on the conservaticn and sustainable use of bioleogical diversity [or]
[taking also into account risks to] human health}:

(b) The extent of the consequences of the [hazard)] [adverse etffect]
resulting from the genetic modification being realized:

{c) The likelihood of the [hazard] [adverse effect] being realized;

(d) Estimation of the risk posed by each identified [(hazard] [adverse
affect]:

(a) Application of management strategies, when appropriate, for risks

from the release of the LMO [or products thereof]. The management strategies
should be commensurate with the results of the risk assessment;

(£) Determination of the overall risk of adverse affects.
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2. Any new risks associataed with the LMo lor products thereof] or its use
should ke considered in the concext ©f the risks posad by using other
organisms not subject to this risk @ssessment or risks that may be posed if
the LMO [or products thersof] is not released.

3. Full regard sheould be paid tg the experience gained and to the relevane
literature and consultaticn with available expertz and public authorivies.

{. [The level of risk can be minimized either by applying risk-management
stratagies or by deciding not to proceed with the intended use of the LMO {or
products thereof].]

5. The information required for a scientifically sound risk assessment
could include the following, depending on che LMO [or products thereof], the
application, the receiving envirenment and the interaction between the
environment and the LMO [or products therecf}, as apprepriate. The
applicacion of this listc may vary from LMO [or preduces thereof] to LMO [or
products thereof]. Risk assessment may require more specific information
about individual topies, which may be obtained during the assessment procsss,
while cther topics may not be relevant in some instances. Piscussion of the
scientific ratiocnale for including particuiar data in particular inscanczs is
often appropriate in deciding hew co conduct the assessment,

INFCRMATION RELATING TO THE LMO [CR PRODUCTS THEREQF ]

A. Characteristics of the recipient organism

6. The relevant biological, physiological and genetic and environmental
characteristics of the recipient/parental/host organism include, as
appropriate:

{a) The name and identity of the organism;
(b) Pathogenicity and toxicicy;
(c) The natural habitat and the geographic origin of the organism,

its distribution and its role in that habitac:

(&) Mechanisms by which the crganism survives, multiplies and
disseminates in the envircnment;

() Means for transfer of genetic material te other organisms.
B. Characrteristics of the organisms from which the

DNA/RNA fragments [nucleic acid] are
obtained (the donor) .

7. The relevant characteristies include, in particular, pathogenicity and
Coxicicy.

C. Characteristics of the vector

{a) Identity, origin, natural habitat, integrative properties and the
relevant safety characteriscics of the vector,
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{b) The frequency at which the vector can be mobilized or can
transfer itzelf ©o other organisms.

(c) Factors which would influence the ability of the vector to become |

established in other hosts.

D. Characteristic of the inserted DNA/RNA
fragments [nucleic acid] i(the insert)

(a) Functions as specified by the insert, including any residual
vector.

@3] Informaticn on the expression of the insert and the activity of
the gene products.

E. Characteristics of the LMO [or products thereéf]

8. The LMO [or products thereof] should be comparsd with the organism from
which it is derived, examining, where relevant. the following peoints:

{a) Pathogenicity and toxicity te other organisms:

(b} Survival, persistence, competitive abilities and dissemination in
the environment or other relevant interactions:

(c) Capacity to transfer genetic material and the way in which this
might occur;

{(d}) Functions which might affect its ecological range;

(e) Characterization of the products of the inserted genes and, where
appropriate, the stability of the modification.

INFORMATION RELATING TC THE INTENDED USE

9. The amount of information required will vary with the characteristics
of the LMO {or products thereof] and use, frequency and the scale of the
intended use. Alsoc consider possible new or changed use or practice,
compared to traditicnal use or practice with similar non-modified organisms
{£or example, new or changed farming, forestry and aquacultures practice, ate.
as a consequence of the living modified organism).

[10. Peor contained uses, this can include:
{a) Number or veolume of LMO (or products thereof] to be used;
(b} Scale of the cperation;
{c} Proposed containment measures, including the verification of

their functioning;
{d} Training and supervision of personnel carrying cut the work:

(e) Plans for waste management;

oy
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(£} Plans for safety of the health of personnel:

(a) Plans for handling accidents andg unexpected 5vencé:

(h) Relevant informacion from previous uses. ]
11. For deliberate releases. this can include-

(a) Purpese and scale of the release;

() Geograpnical description and location of the ralease;

{c) When relevant, proximity to residences and human activities;

{c) Method and fregquency of reslease:

(e) As appropriate, training and supervision of personnel carrving
out the work;

(£} Likelihood of unintended transboundary movement;

(g) Time and duratiocn of thea ralease;

(h} Expected environmental conditions duriag the release;

(i) As appropriace, proposed risk-management measures, including
verification of their functiening:

13 As appropriate, subsequent treatment of the site and plans for

waste management;
(k) Plans for handling accidents and unexpected events;
{1) Relevant information from any previous releacges.
CHARACTERISTICS OF THE POTENTIAL RECEIVING ENVIRONMENT
12. The potential for an organism to cause harm is related to the
environment inte which it may be released and its interaction with other

organisms. Relevant information can include:

(a} The geographical location cf the site, the identity and any
special features of the receiving environments that expose them to damage:

{b) Where relevant, the proximity of the site to humans and to
significant biota; '

() Any flora, fauna and ecosystems that could be affected by the
release, including keystone, rare, endangered or endemic species, potential
competitive species and non-target organisms;

(d) The potential of any organism in the potential receiving
environment ta receive genes from the released LMO [er products thereof].
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13. Note should be taken of any likely changes to interaction between the
LMO [or products therecf] and non-rarget organisms., or berween any target
organisms of the LMO [or products thereof) and other organisms in the
ecgsystems.

SLCVENIA
Option 1
THAILAND
RISK-ASSESSMENT PARAMETERS
1. Prior to the use and release of living modified organisms an assessment

as regards the risks to human and animal health, biolegical diversity, the
environment and the socio-economic welfare of societies shall be performed.
This assessment shall take the following parameters into consideration,
including any other parameter deemed to be relevant.

A. General principles

2. The guiding principle of risk assessment is the precauticnary approach.
Where the transboundary movement, or iuse or handling of LMOs [or products
thereof] may cause, or has the potential to cause harm to biecdiversity, human
or animal health, the lack of full sciencific certainty or consensus regarding
the level of risk should not be interpreted as the lack of risk, or as
acceptable risk.

3. The risk assessment should, inter alia, take inte account all relevant
geientific evidence and experience, including previous risk assessments. This
enables the rigk assessment to evolve in the light of new eavidence and
knowledge; an LMO {[or productcs thersof] previcusly considered acceptable may no
longer be acceptable, and vice versa.

4. The risk assessment should, inter alia. take into account:
(a) All relevant scientific evidence and experience:;
(b} The general characteristics of poth the living modified organism

and the parent grganism{s), the vector(s) used, the genetic modificatien(s) and
the novel traitc(s), including marker trait!(s) and other sequences. even when not
expressed;

(e) The native environments or host range of :he recipient organism and
donor organism{s):

{a) The intended useis) of the living modified organism and the nmature
of the receiving and surrounding environments;

{a) Potential impact of the LMC [or products therecf] on the
environment (s}, including leng-term ecclogical impacts, partcicularly on centers
of origin and areas with high genetic diversity of taxa related to the living
modified organism;

(£} Effects of the LMO [(or products thereof] en human health and

ey
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animals;
‘ﬂ\ (g) Socio-economie impacts:
{t) Conformicy with ethical norms of receiving party/State;
(1) Details of risk assessments completed elsewhera.
5. The Linformacicn required for vrisk assessment should include rhe
following:
B. Specific information requirements
6. Characteristics of donor and recipient organisms or parental organisms:
{al Scientific name and taxonomy:
(I Strain, cultivar or sther name ;
{c) Species it is related to and degree of relatedness;
{d) The degree of relatedness bhetween the doner and recipient
organisms, or between the parencal erganisms;
(@) All sites from where the donor and recipient crganisms or parencal
organisms were collected, if known;
(£) Information on the type aof reproduction (sexual/asexual) and the

length of reproductive cycle or generation time, as appropriate, as well as the
formation of resting and survival stages;

(g} History of prior genetic manipulation, wherher the donor .or
recipient organisms are already genetically modified;

{h) Phenctypic and genetic markers of interest;

(1) Descripticn of identification and detection techniques for the
organisms, and the sensitivities of these techniques:

() Geographic distributicn and natural habitats of the organisms
including information o natural predators, prey, parasites, competirors,
symbionts and hoscs:

(k} Climatic characteristics of original habitats;

. (1) Ability of the organisms to survive and colonize the environment to
which release is intended cor otherwise;

{m} Genetic stability of the crganisms, and factors affecting the
stability;
{n} The presence of endogencus mobile genetic elements of viruses

likely to affect the genetic stability:

(o) The potential of the organisms to transfer or exchange genes wich
other organisms, either vertically or horizentally:
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{p) Pathogenicicy to humans or animals, if any;

(e} If pathogenic, thelr virulence, infectivity, roxicity and modes of
transmission;

{r) Known allergenicity and/or toxicity of biochemical and mecabolic
products;

(g) Availability of appropriate therapies for pathogenicity,

allergenicity and toxicity.

7. Characteristics af the vector(s):
(a) Nature and source of the vector(s):
(b} Generic map of the vector(s), position of the gene(s) inserted for

the transfer, other coding and nen-coding sequences affecting the expression of
introduced gene{s), and marker genels);

{c} ability of the vector(s) o mobilize and ctransfer genes by
integration and mechods for determining the presence of the vector(s);

(d) Complete nucleotide sequence af the vector(s);

(e) History of prior genetic manipulation, whether the donor or
recipient organisms are already genetically modified;

(£) Potential for pathogenicity and virulence:
{g) Natural and host range of vectors:
{h) Natural habitat and geographic discributien of natural and

potential hosts;

(i) Potential impacts on human and animal health and the environment:
(1 Measures for counteracting adverse impacts;
(k) Potential to survive and multiply in the environment, or to form

genetic recombinants:

(1) Generic stability of vector(s), such as hypermutability.
8. Characteristics of living modified organism:
{a} The descripeion of the modifications made using gene technology;
{b) The function of the genetic modificartions and/or the new insert,

including any marker gene(s);

{c) Purpose of the modification and intended use in relacion to need or
benefic; .

() Method of modification and, in case of transgenic organisms, the
methods for constructing inserts and to intreduce them into the recipient
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organism;

{e) Whether introduced gere(s) are integrated or extrachromesomal;

ey Number of insert(s) and its/their structure=(s}, for example, the

Capy number whecther in tandem or other types of repeats and the pogiticn of
each lnser:; ‘

(g} Nucleotide sequence of sach insert, including at least one kilobase
up and down stream from the inserc:

{h) Product(s) of the cransferred gene(s), levels of expression and
methods for measuring expression;

(1} Stability of the introduced gene(s) in terms of expression and
integratiecn;
(7) Biochemical and metabolic differences of living modified organism

compared with the unmodified organism;

(k) Probability of wertical or horizontal gene transfer to other
species;

(1) Probability of inserts or transferred genels) Lo  gerncrate
pathogenic recombinants with endogenous viruses, plasmids and bacteria;

{m) Allergenicities, toxicities, pathogenicities and unintended
effects;

(n) Autecology of tie living modified organism compared with that of
the unmodified organism:

(o) Susceptibility of the living modified organism =o diseasas and
pests compared with the unmodified organism;

{p} Detailed infeormation on past uses including results on all
experiments leading to previous releases.

9. Characteristics of resuscitated organism(s) and gene{s) and fossil DNA,
sequences:

Resuscitated organism

{a) Scientific name and taxonomy:

(b) Idencity of nearest species and their characteristics which are of
relevance to the intended use:

{c) Site at which it was found:

(&) Method used for resuscitation;

{a) Purpose of introducing the organism and benefits, if any:
(£) Impacts on human and animal health and the environment;
(g) Measures for counteracting adverss impacts;
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(h} Length of time the corganism has been in use:
(1) Genetic stabilivy;

{31 Likelihood of gene transfer to ofher crganisms;
{k} Fossil and living'nearest relative species;

(1} Biclogical and bicchtmical differences from related living species:
(m) Information on previous uses since resuscication.

DNA sequences from fossils or from rssugscitated srganism

(a) Scigntific name and taxonomy of the species whether resuscitated or
a fossil;

(b} Site of origin of the fossil:

(<) Site of the gene in the resuscitated genome, 1f known;

(d) Base sequence of the extracted gene;

(e} Method used in extracting the‘gene;

{E) Function of gene, if known;

(g} Purpose of use and benefits, if any

(k) Enviromment in which it lived before fossilizatiecn;

(1) Fassil species relaced to the species from which the gene was
taken;

(3} Living species related to the species from which the gene was
taken.
10. Safety considerations for human and animal health:

Information on the living modified organism and when it is genetically
engineered, information on the donor and recipient organisms as well as the
vector before it was disarmed or disabled in cases whers it has bean disarmed
ar disabled, regarding:

{a) Capacity for celonization:

(b) If the living modified organism is pathogenic to humans or animals
the follewing information is required:

(i) Diseases caused and mechanism of pathogenicity, including
invasiveness and virulence, and property of virulence:

(1i) Communicability;

(iii) Infective dose:
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(iv) Host range and possibilities of alteraticn;
(v}Ability to survive outside of thg human or animal host;
{(vi) The existence of vectors or other means of transmiszsion;
{(vii)Biological stability:
(viii}Allergenicity;
(i) Availability of appropriate therapies.
11, Environmental considerations:
Information on the living modified organism and; whern it 1s genetically
engineered, information on the donor and recipient organisms as well as the

vaector before it was disarmed or disabled in cases where it has been disarmed
or disabled, regarding:

(a) Factors affecting the survival, reproduction and spread of the
living modified organism in the environment;

(b) Available techniques for detection, identification and monitoring
of the living modified organism;

(e) Available technicques for detecting transmission of genes from the
living modified organism to other organisms;

{(d) Known and predicted habitats of the living medified organism;

(e) Description of the ecosystems which could ke affacted by accidental
release of the living modified organism;

() Possible interactions between the living modified organism and
aother organisms in the ecosystem which might be affected by accidental release;

(g} Known or predicted effects on plants and animals such as
pathogenicity, infectivity, toxicity, virulence, being a wvector of pathogens,
allergenicity, and colonization;

{h) Possible involvement in biogeochemical processes;
L]

(i) Availability of methods Efor decontamination of the area in case of
accidental releases; '

{3} Effects on agricultural practices with possible undesirable impacts
on the environment.

12. Socio-econemic considerations:

(a)  Anticipated changes in the existing social and economic pattexns
resulting from the introduction of the living modified organism or product
therect;

(b} Possible threats to biological diversicy, <traditional crops or

/o
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cther products and, in particular, farmers® varieties and sustainable
agriculture;

{¢)Impacts likely to be posed by  the possibility of substituting
traditional crops, products and indigenous techneologies through modern
biocechnolegy outside of rheir agro-c¢limatic zones;

td) Anticipated social and economic costs due to loss of genetic
diversity, employment, market opportunities and, in general, nmeans of
livelihced of the communities likely to be affected by the introducticn of the
living mcdified grganisms or products theresf;

(@) Possible countries and/or communities to be affectad in terms of
disruptions to their social and economic welfare:

(£} Possible effacts which are contrary to the social, cultural,
ethical and religious values of communities arising from the use or release of
the living modified organism [or the product thereof].



UNEP/CBD/BSWG/5/2

Page 1215
III. LIST OF ANNEXES TO THE LCRAFT PROTOCOL
EUROPEAN COMMUNITY
1. 43 regards the Annex referrad to in Article 2A option 1 paragraph 2(a)

and listed in Annex III, item 3{a), of dac. UNEF/CED/BSWG/5/Inf.1, the EC and
its Member States propose the inclusicn of :

. - LMOs which are pharmaceuticals Ffor humans; ”

ii. as regards the Annex listed in Annex III, item 29(e}, of doc.
UNEP/CBD/BSWG/5/Inf.1l, the EC and its Member States propose the following:

"Annex 2 (e):Informacion requirements for unintentional release
/transboundary movement (Arcicle 15} :

- use of LMO in the originating Party;

~ identity, relevant characteristics/traits of the LMD
- estimatsd amount of the LMOs unintencionally moved;
- estimated date of the unintentional movement ;

- assessment of the methods for monitoring, contraol and mitigaction or
emergency measures, as appropriate, including possible contingency
measures or methods for the removal or the safe disposal of the LMO from
the areas affected;

— Aassessment of possible adverse effecrs

- contact peint for further information;”

iii. as regards the Annex raferred to in Option 2 paragraph 1 d of Article
17 and listed im Annex IIL, item J(f}, of doc. UNEP/CBD/BSWG/5/Inf.1, the EC
and its Member Statas propose the following:

Annex 3 (f!: Information rsquired for the transfer of LMOs (Article 17}

— Statement as to the presence of LMOs in tha shipment;

~ identity and the relevan: characteristice/traics of the LMO

- relevant requirements to esnsurs safe handling, storage, transport and use:

-~ name and address of the exporter and importer or contact point for further
information; :

- declaration that the movement is in conformity with the requirements of
the Protogol;*

as regards the Annex referred to in Option 1 paragraph 1 ¢ of Article % and
listed in Annex III, item 2(3) (information requiremenrs for simplified
procedures], of doc. UNEP/CBD/BSWG/5/Inf.1, the EC and its Member States are
of the view that its content should he i@entical to that of Annex I of doc.
UNEP/CBD/BSWG/5/Inf.1 [information required in notifications for AIA].

THAILAND
1. Consclidated text from Contact Group I
Annex I: Information required in notifications for Advance Informed

Agreement.
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Annex II: Risk assessment.
2. Annexes in government sukmissions
(&) Risk management;
(b) Function of focal points/competent authorities;
{c) Information to be provided to the Secretariat under

information-sharing/clearing house;

(d) (1)Contained use of the living modified organism;
(ii) Requirements/guidelines for the use of IMOs in ceontained
facilities;
(e) Information requirements for unintenticonal release/transboundary
movement ;
(£) Information requirements for notifications;
{q) Lists of, and criteria for, IMOs, genes/traits and activities with

IMOs to which the Protocol shall not apply;

{h) Relevant information on LMOs {in relaticn to the European Union
submission for Article 4, paragraph 4);

(i) Cases of explicit consent;
(1) Information requirements for simplified procedures.
3. Annexes referred to in the consolidated text of the sub-working groups
{a) LMOs not likely to have adverse effects on the conservaticon and

sustainable use of biological diversity, taking also into account risks to
human health (Article 3);

(b) Criteria for ILMOs to be included in the AIA procedure (Article 3)

’

{c) Cases of transboundary movement subject to explicit consent
(Article 6);

{d) LMOs to be exempted from AIA procedure (Article 9 (cf. Article 3));

{e) Information required in the notification of transboundary movement
(Article 9);

(f) Information required for the transfer of LMOs (Article 17).
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3. RESPONSE TC THE AIDE-MEMOIRE FRCM THE CO-CHATRS OF CONTACT GROUPS 1
AND 2
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RESPCONSE TO THE AIDE-MEMCIRE FROM THE CC-CHAIRS OF CONTACT GROUPS 1 AND
2

EURCPEAN CCMMUNITY

i. Will the Protoccl apply to transboundary movement of LMOs between
Parties only, or alsc between Parties and non-Parties?

The EC and its Member States are of the view that the definition of
“transboundary movement” and the application of the Protocol to movement
between Parties and Non-Parties are separate issues and should be treated as
such.

The views of the EC and its Member States on the applicakility of the
Protocol to non-Parties are set out in Article 23 on non-Parties, option 4,
paragraphs 1B, 2B, 2 and 4. These aim at striking the appropriate balance
between the need to adopt specific provisions in respect to non-Parties in
order to achieve the environmental objectives of a multilateral environmental
agreement such as the protecol and the particular care that should be taken
over how measures with potential trade implication may be considered for
application to non-Parties.

ii. Will the Proteccol apply to transboundary movement outside the area of
jurisdiction of any country (e.g. international waters, Antarctica}?

We would like first of all to make it clear that in our view this issue
does not have tc be considered for cases where only part of an intentional
transboundary movement is taking place outside the area of jurisdiction of
any country, i.e. transit through international waters from an area under
national jurisdiction to ancther area under national jurisdiction.

We note that the internatiocnal community has developed and adopted
several legally binding instruments specifically to protect the environment
of areas outside national jurisdiction, such as the Antarctic Treaty and its
Protecol on Envircenmental Protecticn, the Convention on the conservation of
Antarctic marine living resources'" and the UN Convention on the Law of the
Sea. 8ince one or more States might not be Parties to the Protocol whilst
they are Parties to international agreements containing provisions on the
protection on the environment in areas not under national jurisdiction (e.q.
UNCLOS), provisions under the Protocol may not allow for proper consideration
of the rights of these States and may be incompatible with these provisicons.

We note further that these instruments already include provisions on
co-operation between Parties'™ and provisions on the introduction of alien or
new speciesg'¥

Although Article 1 bis on general obligations should certainly apply we
cenclude that for transboundary movements taking place from an area under

“' To which the Community is a Party since 1981 {see Council Decision
81/691/EEC) .

“) For example Art. 197 of UNCLOS.

) Art. 196 of UNCLOS, Art, II1(3) ¢ of the Cecnvention on the
conservation of Antarctic marine living resources, Art. 4 of the Protocol on
Environmental Protection.
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national jurisdiction to an area cutside national jurisdiction it will be
more effective to rely on provisions under the previously mentioned
instruments than to elaborate provisions under the protoccl on biosafety.
However, to make it quite clear to the Parties to these instruments that
measures should be taken to ensure an adequate level of protection in the
field of bicosafety when moving an LMO into thess areas, a preambular
paragraph to that effect could be inserted in the biosafety protocol.

In light of the replies to questions i. and 1i. and bkearing in mind
the history of these questiocns the EC and its Member States conclude that the
definition of transboundary movement can be relatively simple and framed
along the following iine:

“transboundary movement means movement from or to an area under
national jurisdiction”

iii. Will the Protocol apply to transit?

In order to achieve the overall environmental objective of the
protccol, notably in the case of unintentional transboundary movement and
emergency measures the EC and its Member States believe that certain
provisions of the protocel should apply to transit. 1In this respect the EC
and its Member States are of the view that only Article 1 bis on general
obligations and merged Articles 15 and 16 on unintentional transboundary
movement should apply to transit.

iv To which entities (natural or legal persons, States/parties) are the
cbligations regarding transboundary movements addressed?

As a matter of international law, the Protocol binds states and REICs
which are Parties to it, not individuals. 1In order to be implemented some of
the obligations will have to be placed on individuals, in accerdance with the
domestic legal systems of Parties. In this context, the EC and its Member
States are of the view that the Parties shall ensure that obligaticns for
notification of intentional transpoundary movement should be placed on the
exporter i.e. the natural or legal person under the jurisdiction of the Party
of export who is responsible for the intentional transboundary movement.



