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CONVENTION ON BIOLOGICAL DIVERSITY (CBD)

1 The “Cartagena’ Protocol on Biosafety was adopted at the extended extraordinary session of the
Conference of the Parties to the Convention on Biological Diversity in January 2000 in Montreal, Canada and
will enter into force ninety days following the deposit of the fiftieth instrument of ratification.

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

3. The text of the Protocol is attached as Annex 1.

WORLD TRADE ORGANIZATION (WTO)

4, The failure of the WTO to reach agreement in Seattle on the launching of a new round of multilateral
trade negotiations has had little implication for work in the TBT and SPS areas. Although there had been some
proposals for modifications of the TBT Agreement, these had been presented as issues to be considered in the
context of the Second Triennial Review of the agreement, which will occur as scheduled. For both the SPS and
TBT Agreements, a number of developing countries had sought agreement in Seattle regarding implementation
concerns. In particular, developing countries raised the need for more technical assistance and for longer time
frames before new regulations were applied to products they exported.

5. These implementation concerns are now being considered by the WTO's General Council. The
Committee on Technical Barriers to Trade is mandated to carry out the Second Triennial Review of the TBT
Agreement before the end of year 2000. Up until present, the following issues have been proposed by Members
as possible elements to be included in the Review: (i) Implementation of the Agreement; (ii) Notifications and
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procedures for information exchange; (iii) International standards and international standardizing bodies; (iv)
Conformity assessment procedures; (v) Technical regulation; (vi) Technical assistance; (vii) Special and
differential treatment; (viii) Equivalency of standards; and (ix) Labelling.

6. A Workshop on Technical Assistance and Special and Differential Treatment in the context of the TBT
Agreement will be held on 19-20 July 2000. The workshop would provide the opportunity for Members that
require technical assistance to inform the Committee and relevant organizations of their problems and needs. At
the same time, Members and international organizations which provide technical assistance can communicate to
the Committee information concerning their relevant technical assistance programmes. The objective isto help
better targeting technical assistance.

7. There is a high expectation from Members (both developing and devel oped countries) on the outcome of
the Workshop which could contribute to the Second Triennial Review of the Agreement.

8. The SPS Committee continues to focus on specific trade concerns identified by Members, and on
implementation problems identified by developing countries. Technical assistance needs, and information
regarding assistance provided, is a standing item on the Committee's agenda. Just prior to the 21-22 June
meeting of the SPS Committee, the WTO Secretariat has organized a special workshop on the application of risk
analysisin the context of the SPS Agreement.

ORGANIZATION FOR ECONOMIC COOPERATION AND DEVELOPMENT (OECD)

Biotechnology and Other Aspects of Food Safety

0. Currently, a major priority for OECD and its 29 Member countries is preparing a response to a request
received from the G8 Heads of State and Government in June 1999 to undertake a study on “biotechnology and
other aspects of food safety”.

10. OECD has planned five elements in its response to the G8, which should be complete by early May
2000. These elements are:

¢ A report on the safety assessment of novel foods which is being prepared by the OECD Task Force for
the Safety of Novel Foods and Feeds;

« A report on related environmental issues which is being prepared by the Working Group for the
Harmonisation of Regulatory Oversight in Biotechnology;

« A compendium describing national and international food safety Q/stemssgﬁd activities prepared by the
Ad Hoc Group on Food Safety, a group newly established for this purposes

¢ Theresults of an OECD consultation with Non-Governmental Organisations (NGOs) that was held on
20 November 1999; and

¢ Theresults of the OECD Conference on GM Food Safety: Facts, Uncertainties and Assessment, which
was hosted by the U.K. in Edinburgh, 28" February to 1% March 2000.

OECD Scheme for the Application of International Standard for Fresh Fruits and V egetables

11.  One of the Scheme's primary objectivesisto promote the establishment of one single internationa grade
standard setting body (OECD Council Decision C(99)10/FINAL, Article 1.2). The Working Party on the Future
of the Scheme will report on the results of the discussions it has held on this issue since the last session of the
Plenary Meeting and which form the basis of document AGR/CA/FV S(2000)3. Delegations will asked to give
careful consideration to the proposals set out in this paper and will be invited to express their views during the
59" session of the Scheme (May 2000) on the possible ways to promote the establishment of one single
international grade standard setting body.

! A report entitled Overview and Compendium of International Organisations with Food Safety Activities

(SG/ADHOC/FS(2000)4/FINAL) was published by OECD on 10 May 2000.
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INTERNATIONAL ORGANIZATION FOR STANDARDIZATION: ISO/TC 34
AGRICULTURAL FOOD PRODUCTS

12.  Inaccordance with its working procedures, SO has circulated for comment 1SO/DIS 15161.2 Guidance
on the Application if 1SO 9001 and SO 9002 in the Food and Drink Industry. The revised draft takes into
account the use of the Hazard Analysis and Critical Control Point System within the framework of an overal
quality management system. The Codex Secretariat and the Secretariat of CCFICS are represented on the
ISO/TC 34 Working Group responsible for the development of the text.



ANNEX 1

CARTAGENA PROTOCCL ON BI OSAFETY TO THE CONVENTI ON ON
Bl OLCd CAL DI VERSI TY

The Parties to this Protocol,

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

Recalling Article 19, paragraphs 3 and 4, and Articles 8 (g) and 17 of
t he Conventi on,

Recal I ing also decision I1/5 of 17 Novenber 1995 of the Conference of
the Parties to the Convention to develop a Protocol on biosafety, specifically
focusi ng on transboundary movenent of any living nodified organismresulting
from noder n bi ot echnol ogy that may have adverse effect on the conservation and
sust ai nabl e use of biological diversity, setting out for consideration, in
particul ar, appropriate procedures for advance inforned agreement,

Reaffirm ng the precautionary approach contained in Principle 15 of the
Ri o Declaration on Environnent and Devel opnent,

Aware of the rapid expansi on of nodern biotechnol ogy and the grow ng
public concern over its potential adverse effects on biological diversity,
taking al so into account risks to human health,

Recogni zi ng that nodern bi ot echnol ogy has great potential for human
wel | -being if devel oped and used with adequate safety nmeasures for the
envi ronnent and hunman heal t h,

Recogni zi ng also the crucial inmportance to humanki nd of centres of
origin and centres of genetic diversity,

Taking into account the limted capabilities of many countries,
particul arly devel opi ng countries, to cope with the nature and scal e of known
and potential risks associated with living nodified organi sns,

Recogni zi ng that trade and environnent agreements should be nutually
supportive with a view to achi eving sustai nabl e devel oprent,

Enphasi zing that this Protocol shall not be interpreted as inplying a
change in the rights and obligations of a Party under any existing
i nternational agreenents,

Under st andi ng that the above recital is not intended to subordinate this
Protocol to other international agreenents,

Have agreed as foll ows:
Article 1

OBJECTI VE

In accordance with the precautionary approach contained in Principle 15
of the Rio Declaration on Environnent and Devel opnent, the objective of this
Protocol is to contribute to ensuring an adequate |evel of protection in the
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field of the safe transfer, handling and use of living nodified organi sns
resulting from nodern biotechnol ogy that may have adverse effects on the
conservation and sustai nabl e use of biological diversity, taking also into
account risks to human health, and specifically focusing on transboundary
novenent s.

Article 2
GENERAL PROVI SI ONS

1. Each Party shall take necessary and appropriate | egal, admnistrative
and other neasures to inplenent its obligations under this Protocol

2. The Parties shall ensure that the devel opment, handling, transport, use,
transfer and release of any living nodified organi sms are undertaken in a
manner that prevents or reduces the risks to biological diversity, taking also
into account risks to human heal th.

3. Nothing in this Protocol shall affect in any way the sovereignty of
States over their territorial sea established in accordance with internationa
I aw, and the sovereign rights and the jurisdiction which States have in their
excl usi ve econoni c zones and their continental shelves in accordance with
international law, and the exercise by ships and aircraft of all States of
navi gati onal rights and freedonms as provided for in international |aw and as
reflected in relevant international instruments.

4. Nothing in this Protocol shall be interpreted as restricting the right
of a Party to take action that is nore protective of the conservation and
sust ai nabl e use of biological diversity than that called for in this Protocol
provi ded that such action is consistent with the objective and the provisions
of this Protocol and is in accordance with that Party's other obligations
under international |aw.

5. The Parties are encouraged to take into account, as appropriate,
avai |l abl e expertise, instruments and work undertaken in international forums
wi th conmpetence in the area of risks to human heal t h.

Article 3
USE OF TERMS

For the purposes of this Protocol

(a) "Conference of the Parties" neans the Conference of the Parties to
t he Conventi on;

(b) "Cont ai ned use" means any operation, undertaken within a facility,
installation or other physical structure, which involves living nodified
organi sns that are controlled by specific nmeasures that effectively limt
their contact with, and their inmpact on, the external environnent;

(c) "Export" neans intentional transboundary novement from one Party
to anot her Party;

(d) "Exporter" means any |l egal or natural person, under the
jurisdiction of the Party of export, who arranges for a living nodified
organi smto be exported,
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(e) "Inmport" neans intentional transboundary novement into one Party
from anot her Party;

(f) "Inmporter” means any |l egal or natural person, under the
jurisdiction of the Party of inmport, who arranges for a living nodified
organi smto be inported

(9) "Living nodified organi sm' means any living organi smthat
possesses a novel conbination of genetic material obtained through the use of
noder n bi ot echnol ogy;

('h) "Living organi snf means any biol ogical entity capabl e of
transferring or replicating genetic material, including sterile organisns,
viruses and viroids;

(1) "Mbder n bi ot echnol ogy" neans the application of:

a. In vitro nucleic acid techniques, including reconbinant
deoxyri bonucl eic acid (DNA) and direct injection of nucleic acid
into cells or organelles, or

b. Fusion of cells beyond the taxononic famly,

t hat overcone natural physiological reproductive or reconbination barriers and
that are not techniques used in traditional breeding and sel ection

(j) "Regi onal econonic integration organization” means an organi zation
constituted by sovereign States of a given region, to which its nenber States
have transferred conpetence in respect of matters governed by this Protoco
and whi ch has been duly authorized, in accordance with its internal
procedures, to sign, ratify, accept, approve or accede to it;

(k) "Transboundary noverment" neans the novenment of a living nodified
organismfromone Party to another Party, save that for the purposes of
Articles 17 and 24 transboundary novenent extends to novenent between Parties
and non-Parties.

Article 4
SCOPE

This Protocol shall apply to the transboundary movenent, transit,
handl i ng and use of all living nodified organi sns that may have adverse
effects on the conservation and sustai nabl e use of biol ogical diversity,
taking al so into account risks to human health.

Article 5
PHARMACEUTI CALS

Notwi t hstanding Article 4 and without prejudice to any right of a Party
to subject all living nodified organisns to risk assessment prior to the
maki ng of decisions on inmport, this Protocol shall not apply to the
transboundary novenent of living nodified organi sms which are pharnmaceutical s
for humans that are addressed by other rel evant international agreenments or
or gani sati ons.
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Article 6
TRANSI T AND CONTAI NED USE

1. Notwi t hstanding Article 4 and without prejudice to any right of a Party
of transit to regulate the transport of living nodified organisnms through its
territory and nake available to the Biosafety C earing-House, any decision of
that Party, subject to Article 2, paragraph 3, regarding the transit through
its territory of a specific living nodified organism the provisions of this
Protocol with respect to the advance inforned agreenment procedure shall not
apply to living nodified organisnms in transit.

2. Notwi t hstanding Article 4 and without prejudice to any right of a Party
to subject all living nodified organisns to risk assessment prior to decisions
on inport and to set standards for contained use within its jurisdiction, the
provisions of this Protocol with respect to the advance informed agreenent
procedure shall not apply to the transboundary noverment of |iving nodified
organi sns destined for contained use undertaken in accordance with the
standards of the Party of inport.

Article 7
APPL| CATI ON OF THE ADVANCE | NFORMED AGREEMENT PROCEDURE

1. Subject to Articles 5 and 6, the advance inforned agreenment procedure in
Articles 8 to 10 and 12 shall apply prior to the first intentiona
transboundary novement of living nodified organisnms for intentiona

i ntroduction into the environnment of the Party of inmport.

2. "Intentional introduction into the environment" in paragraph 1 above,
does not refer to living nodified organi sns intended for direct use as food or
feed, or for processing.

3. Article 11 shall apply prior to the first transboundary novenent of
living nodified organisns intended for direct use as food or feed, or for
processi ng.

4. The advance informed agreement procedure shall not apply to the

i ntentional transboundary noverment of living nodified organisnms identified in
a decision of the Conference of the Parties serving as the neeting of the
Parties to this Protocol as being not likely to have adverse effects on the
conservation and sustai nabl e use of biological diversity, taking also into
account risks to human heal th.

Article 8
NOTI FI CATI ON

1. The Party of export shall notify, or require the exporter to ensure
notification to, in witing, the conpetent national authority of the Party of
import prior to the intentional transboundary movenment of a living nodified
organismthat falls within the scope of Article 7, paragraph 1. The
notification shall contain, at a minimum the information specified in

Annex 1.

2. The Party of export shall ensure that there is a legal requirenment for
the accuracy of information provided by the exporter
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Article 9
ACKNOW.EDGEMENT OF RECEI PT OF NOTI FI CATI ON

1. The Party of inport shall acknow edge receipt of the notification, in
witing, to the notifier within ninety days of its receipt.

2. The acknow edgenment shall state:
(a) The date of receipt of the notification

(b) Whet her the notification, prima facie, contains the information
referred to in Article 8;

(c) Whet her to proceed according to the donmestic regul atory framework
of the Party of inport or according to the procedure specified in Article 10.

3. The donestic regulatory franework referred to in paragraph 2 (c) above,
shall be consistent with this Protocol

4. A failure by the Party of inmport to acknow edge receipt of a
notification shall not inply its consent to an intentional transboundary
novenent .

Article 10

DECI SI ON PROCEDURE

1. Deci si ons taken by the Party of inmport shall be in accordance with
Article 15.
2. The Party of inport shall, within the period of time referred to in

Article 9, informthe notifier, in witing, whether the intentiona
transboundary novement may proceed:

(a) Only after the Party of inport has given its witten consent; or

(b) After no less than ninety days wi thout a subsequent witten
consent .

3. Wthin two hundred and seventy days of the date of receipt of
notification, the Party of inport shall conmunicate, in witing, to the
notifier and to the Biosafety C earing-House the decision referred to in
par agraph 2 (a) above:

(a) Approving the import, with or without conditions, including how
the decision will apply to subsequent inmports of the same living nodified
or gani sm

(b) Prohi biting the inport;

(c) Requesting additional relevant information in accordance with its
donmestic regulatory framework or Annex |; in calculating the time within which
the Party of inport is to respond, the nunber of days it has to wait for
addi tional relevant information shall not be taken into account; or
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(d) Inform ng the notifier that the period specified in this paragraph
is extended by a defined period of tine.

4. Except in a case in which consent is unconditional, a decision under
par agraph 3 above, shall set out the reasons on which it is based.

5. A failure by the Party of inmport to comunicate its decision within two
hundred and seventy days of the date of receipt of the notification shall not
inply its consent to an intentional transboundary novenent.

6. Lack of scientific certainty due to insufficient relevant scientific

i nformati on and know edge regardi ng the extent of the potential adverse
effects of a living nodified organi smon the conservation and sustai nabl e use
of biological diversity in the Party of inport, taking also into account risks
to human health, shall not prevent that Party fromtaking a decision, as
appropriate, with regard to the inport of the living nodified organismin
guestion as referred to in paragraph 3 above, in order to avoid or ninimze
such potential adverse effects.

7. The Conference of the Parties serving as the neeting of the Parties
shall, at its first meeting, decide upon appropriate procedures and mechani sms
to facilitate decision-making by Parties of inport.

Article 11

PROCEDURE FOR LI VI NG MODI FI ED ORGANI SVS | NTENDED FOR DI RECT USE AS FOOD OR
FEED, OR FOR PROCESSI NG

1. A Party that nakes a final decision regarding donmestic use, including
pl acing on the market, of a living nodified organismthat may be subject to
transboundary novenent for direct use as food or feed, or for processing

shall, within fifteen days of making that decision, informthe Parties through
the Biosafety Cl earing-House. This information shall contain, at a m ni num
the informati on specified in Annex Il. The Party shall provide a copy of the

information, in witing, to the national focal point of each Party that
informs the Secretariat in advance that it does not have access to the
Bi osaf ety O earing-House. This provision shall not apply to decisions
regarding field trials.

2. The Party meki ng a deci sion under paragraph 1 above, shall ensure that
there is a legal requirenent for the accuracy of information provided by the
applicant.

3. Any Party may request additional information fromthe authority
identified in paragraph (b) of Annex II

4. A Party may take a decision on the inmport of living nodified organi sns
i ntended for direct use as food or feed, or for processing, under its donestic
regul atory framework that is consistent with the objective of this Protocol

5. Each Party shall make available to the Biosafety C earing-House copies
of any national |aws, regulations and guidelines applicable to the inport of
living nodified organisns intended for direct use as food or feed, or for
processing, if available.

6. A devel oping country Party or a Party with an econony in transition nay,
in the absence of the domestic regulatory framework referred to in paragraph 4

/...
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above, and in exercise of its domestic jurisdiction, declare through the

Bi osafety C earing-House that its decision prior to the first inport of a
living nodified organismintended for direct use as food or feed, or for
processi ng, on which informati on has been provi ded under paragraph 1 above,
will be taken according to the foll ow ng:

(a) A risk assessnent undertaken in accordance with Annex II1; and

(b) A decision made within a predictable tinefrane, not exceeding two
hundred and seventy days.

7. Failure by a Party to conmunicate its decision according to paragraph 6
above, shall not inmply its consent or refusal to the inport of a living
nodi fi ed organi smintended for direct use as food or feed, or for processing,
unl ess ot herwi se specified by the Party.

8. Lack of scientific certainty due to insufficient relevant scientific

i nformati on and know edge regardi ng the extent of the potential adverse
effects of a living nodified organi smon the conservation and sustai nabl e use
of biological diversity in the Party of inport, taking also into account risks
to human health, shall not prevent that Party fromtaking a decision, as
appropriate, with regard to the inport of that |iving nodified organi sm

i ntended for direct use as food or feed, or for processing, in order to avoid
or mninze such potential adverse effects.

9. A Party may indicate its needs for financial and technical assistance
and capacity-building with respect to living nodified organisns intended for
direct use as food or feed, or for processing. Parties shall cooperate to
neet these needs in accordance with Articles 22 and 28.

Article 12
REVI EW OF DECI SI ONS

1. A Party of inmport may, at any time, in light of new scientific

i nformati on on potential adverse effects on the conservation and sustai nabl e
use of biological diversity, taking also into account the risks to human
heal th, revi ew and change a decision regarding an intentional transboundary
nmoverent. In such case, the Party shall, within thirty days, inform any
notifier that has previously notified movenents of the Iiving nodified
organismreferred to in such decision, as well as the Biosafety C earing-
House, and shall set out the reasons for its decision

2. A Party of export or a notifier may request the Party of inport to
review a decision it has made in respect of it under Article 10 where the
Party of export or the notifier considers that:

(a) A change in circunmstances has occurred that may influence the
out come of the risk assessment upon which the decision was based; or

(b) Addi tional relevant scientific or technical information has
becone avail abl e.

3. The Party of inport shall respond in witing to such a request within
ni nety days and set out the reasons for its decision
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4. The Party of inport may, at its discretion, require a risk assessment
for subsequent inports.

Article 13
S| MPLI FI ED PROCEDURE

1. A Party of inmport may, provided that adequate nmeasures are applied to
ensure the safe intentional transboundary novenent of [iving nodified
organi snms in accordance with the objective of this Protocol, specify in
advance to the Biosafety C earing-House:

(a) Cases in which intentional transboundary noverment to it may take
pl ace at the sane tine as the novenent is notified to the Party of inport; and

(b) I mports of living nodified organisns to it to be exenpted fromthe
advance i nformed agreenent procedure.

Notificati ons under subparagraph (a) above, may apply to subsequent simlar
novenents to the same Party.

2. The information relating to an intentional transboundary novenent that
is to be provided in the notifications referred to in paragraph 1 (a) above,
shall be the information specified in Annex |

Article 14
Bl LATERAL, REGQ ONAL AND MULTI LATERAL AGREEMENTS AND ARRANGEMENTS

1. Parties nmay enter into bilateral, regional and nultil ateral agreenents
and arrangements regarding intentional transboundary nmovenents of 1iving
nodi fi ed organi sms, consistent with the objective of this Protocol and

provi ded that such agreenments and arrangenents do not result in a |ower |evel
of protection than that provided for by the Protocol

2. The Parties shall informeach other, through the Biosafety C earing-
House, of any such bilateral, regional and nmultilateral agreenments and
arrangenents that they have entered into before or after the date of entry
into force of this Protocol

3. The provisions of this Protocol shall not affect intentiona
transboundary novenents that take place pursuant to such agreenments and
arrangenents as between the parties to those agreenments or arrangements.

4. Any Party may deternmine that its domestic regulations shall apply with
respect to specific inports to it and shall notify the Biosafety C earing-
House of its decision

Article 15
Rl SK ASSESSMENT
1. Ri sk assessnents undertaken pursuant to this Protocol shall be carried
out in a scientifically sound manner, in accordance with Annex |l and taking
i nto account recogni zed ri sk assessment techni ques. Such risk assessnents

shal |l be based, at a minimm on information provided in accordance with
Article 8 and other available scientific evidence in order to identify and

/...
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eval uate the possible adverse effects of living nmodified organisns on the
conservation and sustai nabl e use of biological diversity, taking also into
account risks to human heal th.

2. The Party of inport shall ensure that risk assessments are carried out
for decisions taken under Article 10. It may require the exporter to carry
out the risk assessnent.

3. The cost of risk assessment shall be borne by the notifier if the Party
of inport so requires.

Article 16
Rl SK MANAGEMENT

1. The Parties shall, taking into account Article 8 (g) of the Convention
establish and mai ntain appropriate mechani sns, measures and strategies to
regul ate, nanage and control risks identified in the risk assessment

provi sions of this Protocol associated with the use, handling and
transboundary novenent of living nodified organi smns.

2. Measures based on risk assessnent shall be inposed to the extent

necessary to prevent adverse effects of the living nodified organismon the
conservation and sustai nabl e use of biological diversity, taking also into
account risks to human health, within the territory of the Party of inport.

3. Each Party shall take appropriate neasures to prevent unintentiona
transboundary novenents of |iving nodified organisnms, including such neasures
as requiring a risk assessment to be carried out prior to the first rel ease of
a living nodified organi sm

4. Wt hout prejudice to paragraph 2 above, each Party shall endeavour to
ensure that any living nodified organism whether inported or locally

devel oped, has undergone an appropriate period of observation that is
conmmensurate with its life-cycle or generation tine before it is put to its
i ntended use.

5. Parties shall cooperate with a view to:

(a) Identifying living nodified organisnms or specific traits of living
nodi fi ed organi sms that may have adverse effects on the conservation and
sust ai nabl e use of biological diversity, taking also into account risks to
human heal t h; and

(b) Taki ng appropriate neasures regarding the treatment of such living
nodi fi ed organi snms or specific traits.

Article 17
UNI NTENTI ONAL TRANSBOUNDARY MOVEMENTS AND EMERGENCY MEASURES

1. Each Party shall take appropriate neasures to notify affected or
potentially affected States, the Biosafety C earing-House and, where
appropriate, relevant international organizations, when it knows of an
occurrence under its jurisdiction resulting in a release that |eads, or may

| ead, to an unintentional transboundary nmovenent of a living nodified organism
that is likely to have significant adverse effects on the conservation and
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sust ai nabl e use of biological diversity, taking also into account risks to
human health in such States. The notification shall be provided as soon as the
Party knows of the above situation

2. Each Party shall, no later than the date of entry into force of this
Protocol for it, make available to the Biosafety O earing-House the rel evant
details setting out its point of contact for the purposes of receiving
notifications under this Article.

3. Any notification arising from paragraph 1 above, should include:

(a) Avail able rel evant information on the estinmated quantities and
rel evant characteristics and/or traits of the living nodified organi sm

(b) Informati on on the circunstances and estimted date of the
rel ease, and on the use of the living nodified organismin the originating
Party;

(c) Any avail abl e i nformati on about the possible adverse effects on
t he conservation and sustai nabl e use of biological diversity, taking also into
account risks to human health, as well as available information about possible
ri sk management measures;

(d) Any ot her relevant information; and
(e) A point of contact for further information.

4. In order to mininize any significant adverse effects on the conservation
and sust ai nabl e use of biological diversity, taking also into account risks to
human heal th, each Party, under whose jurisdiction the release of the |iving
nodi fied organismreferred to in paragraph 1 above, occurs, shall imediately
consult the affected or potentially affected States to enable themto

det erm ne appropriate responses and initiate necessary action, including

enmer gency measur es.

Article 18
HANDLI NG, TRANSPORT, PACKAG NG AND | DENTI FI CATI ON

1. In order to avoid adverse effects on the conservati on and sustai nabl e
use of biological diversity, taking also into account risks to human health,
each Party shall take necessary measures to require that living nodified
organi sns that are subject to intentional transboundary novement wthin the
scope of this Protocol are handl ed, packaged and transported under conditions
of safety, taking into consideration relevant international rules and

st andar ds.

2. Each Party shall take measures to require that documentation
acconpanyi ng:

(a) Li ving nodi fied organisms that are intended for direct use as food
or feed, or for processing, clearly identifies that they "may contain" living
nodi fi ed organi sms and are not intended for intentional introduction into the
environnent, as well as a contact point for further information. The
Conference of the Parties serving as the neeting of the Parties to this
Protocol shall take a decision on the detailed requirements for this purpose,
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i ncluding specification of their identity and any unique identification, no
later than two years after the date of entry into force of this Protocol

(b) Li ving nodi fi ed organisms that are destined for contained use
clearly identifies themas living nodified organi snms; and specifies any
requi renents for the safe handling, storage, transport and use, the contact
point for further information, including the nane and address of the
i ndi vidual and institution to whomthe Iiving nodified organisns are
consi gned; and

(c) Li ving nodi fied organisms that are intended for intentiona
i ntroduction into the environnment of the Party of inmport and any other |iving
nodi fi ed organi sms within the scope of the Protocol, clearly identifies them
as living nodified organi snms; specifies the identity and relevant traits
and/ or characteristics, any requirenents for the safe handling, storage,
transport and use, the contact point for further information and, as
appropriate, the name and address of the inporter and exporter; and contains a
declaration that the novenent is in conformity with the requirements of this
Protocol applicable to the exporter.

3. The Conference of the Parties serving as the neeting of the Parties to
this Protocol shall consider the need for and nodalities of devel oping
standards with regard to identification, handling, packaging and transport
practices, in consultation with other relevant international bodies.

Article 19
COVPETENT NATI ONAL AUTHORI TI ES AND NATI ONAL FOCAL PO NTS

1. Each Party shall designate one national focal point to be responsible on
its behalf for liaison with the Secretariat. Each Party shall al so designate
one or nore conpetent national authorities, which shall be responsible for
performng the adm ni strative functions required by this Protocol and which
shall be authorized to act on its behalf with respect to those functions. A
Party may designate a single entity to fulfil the functions of both focal

poi nt and conpetent national authority.

2. Each Party shall, no later than the date of entry into force of this
Protocol for it, notify the Secretariat of the names and addresses of its
focal point and its conpetent national authority or authorities. Wiere a Party
desi gnates nore than one conpetent national authority, it shall convey to the
Secretariat, with its notification thereof, relevant information on the
respective responsibilities of those authorities. Were applicable, such

i nformati on shall, at a mininum specify which conpetent authority is
responsi ble for which type of living nodified organism Each Party shal
forthwith notify the Secretariat of any changes in the designation of its
nati onal focal point or in the name and address or responsibilities of its
conpetent national authority or authorities.

3. The Secretariat shall forthwith informthe Parties of the notifications
it receives under paragraph 2 above, and shall also make such infornmation
avai | abl e through the Bi osafety O earing-House.
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Article 20
| NFORMATI ON SHARI NG AND THE Bl CSAFETY CLEARI NG HOUSE

1. A Biosafety O earing-House is hereby established as part of the
cl eari ng- house nechani sm under Article 18, paragraph 3, of the Convention, in
order to:

(a) Facilitate the exchange of scientific, technical, environnental
and | egal information on, and experience with, |iving nodified organi sns; and

(b) Assi st Parties to inplenment the Protocol, taking into account the
speci al needs of devel oping country Parties, in particular the |east devel oped
and small island devel oping States anpbng them and countries with economies in
transition as well as countries that are centres of origin and centres of
genetic diversity.

2. The Bi osafety Cl earing-House shall serve as a neans through which
information i s nade avail able for the purposes of paragraph 1 above. It shal
provi de access to information made available by the Parties relevant to the

i mpl enentation of the Protocol. It shall also provide access, where possible,
to other international biosafety information exchange nmechani sns.

3. W thout prejudice to the protection of confidential information, each
Party shall make available to the Biosafety O earing-House any infornmation
required to be nade available to the Biosafety C earing-House under this
Prot ocol, and:

(a) Any existing | aws, regul ations and gui delines for inplenentation
of the Protocol, as well as information required by the Parties for the
advance i nformed agreenent procedure;

(b) Any bilateral, regional and multilateral agreements and
arrangenents;

(c) Sunmaries of its risk assessnents or environmental reviews of
living nodified organi sns generated by its regulatory process, and carried out
in accordance with Article 15, including, where appropriate, relevant
i nformati on regardi ng products thereof, nanmely, processed materials that are
of living nodified organi smorigin, containing detectable novel conbinations
of replicable genetic material obtained through the use of nbdern
bi ot echnol ogy;

(d) Its final decisions regarding the inportation or release of l|iving
nodi fi ed organi snms; and

(e) Reports subnitted by it pursuant to Article 33, including those on
i mpl enent ati on of the advance informed agreenent procedure.

4. The nodalities of the operation of the Biosafety C earing-House,
including reports on its activities, shall be considered and deci ded upon by
the Conference of the Parties serving as the neeting of the Parties to this
Protocol at its first meeting, and kept under review thereafter.
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Article 21
CONF| DENTI AL | NFORNVATI ON

1. The Party of inport shall permt the notifier to identify information
subm tted under the procedures of this Protocol or required by the Party of
i mport as part of the advance informed agreenent procedure of the Protoco
that is to be treated as confidential. Justification shall be given in such
cases upon request.

2. The Party of inport shall consult the notifier if it decides that
information identified by the notifier as confidential does not qualify for
such treatnment and shall, prior to any disclosure, informthe notifier of its

deci si on, providing reasons on request, as well as an opportunity for
consultation and for an internal review of the decision prior to disclosure.

3. Each Party shall protect confidential information received under this
Protocol, including any confidential information received in the context of
t he advance informed agreement procedure of the Protocol. Each Party shal

ensure that it has procedures to protect such information and shall protect
the confidentiality of such information in a manner no | ess favourable than
its treatment of confidential information in connection with donmestically
produced living nodified organi sns.

4. The Party of inport shall not use such information for a comerci al
pur pose, except with the witten consent of the notifier

5. If a notifier withdraws or has withdrawn a notification, the Party of
i mport shall respect the confidentiality of comercial and industrial

i nformation, including research and devel opment information as well as

i nformati on on which the Party and the notifier disagree as to its
confidentiality.

6. Wt hout prejudice to paragraph 5 above, the follow ng i nformati on shal
not be considered confidenti al

(a) The nane and address of the notifier

(b) A general description of the living nodified organism or
or gani sns;

(c) A summary of the risk assessment of the effects on the
conservation and sustai nabl e use of biological diversity, taking also into
account risks to human health; and

(d) Any et hods and plans for emergency response.
Article 22
CAPACI TY- BUI LDI NG

1. The Parties shall cooperate in the devel opnent and/or strengthening of
human resources and institutional capacities in biosafety, including

bi ot echnol ogy to the extent that it is required for biosafety, for the purpose
of the effective inplenentation of this Protocol, in devel oping country
Parties, in particular the | east devel oped and small island devel opi ng States
anong them and in Parties with economies in transition, including through
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exi sting gl obal, regional, subregional and national institutions and
organi zations and, as appropriate, through facilitating private sector
i nvol venent .

2. For the purposes of inplenmenting paragraph 1 above, in relation to
cooperation, the needs of devel oping country Parties, in particular the |east
devel oped and small island devel opi ng States anong them for financial

resources and access to and transfer of technol ogy and know how i n accordance
with the rel evant provisions of the Convention, shall be taken fully into
account for capacity-building in biosafety. Cooperation in capacity-building
shall, subject to the different situation, capabilities and requirements of
each Party, include scientific and technical training in the proper and safe
management of biotechnol ogy, and in the use of risk assessment and risk
managenent for biosafety, and the enhancenent of technol ogi cal and
institutional capacities in biosafety. The needs of Parties with econonmies in
transition shall also be taken fully into account for such capacity-buil ding
in biosafety.

Article 23
PUBLI C AWARENESS AND PARTI Cl PATI ON
1. The Parties shall:

(a) Pronote and facilitate public awareness, education and
participation concerning the safe transfer, handling and use of living
nodi fied organisnms in relation to the conservation and sustai nabl e use of
bi ol ogi cal diversity, taking also into account risks to human health. In doing
so, the Parties shall cooperate, as appropriate, with other States and
i nternational bodies;

(b) Endeavour to ensure that public awareness and educati on enconpass
access to information on living nodified organisns identified in accordance
with this Protocol that nmay be inported.

2. The Parties shall, in accordance with their respective |aws and
regul ati ons, consult the public in the decision-maki ng process regardi ng
living nodified organi sns and shall nake the results of such decisions
available to the public, while respecting confidential information in
accordance with Article 21.

3. Each Party shall endeavour to informits public about the neans of
public access to the Biosafety C earing-House.

Article 24
NON- PARTI ES

1. Transboundary novenents of |iving nodified organi sms between Parties and
non- Parties shall be consistent with the objective of this Protocol. The
Parties nmay enter into bilateral, regional and nultilateral agreements and
arrangenents with non-Parties regardi ng such transboundary novemnents.

2. The Parties shall encourage non-Parties to adhere to this Protocol and
to contribute appropriate information to the Bi osafety C earing-House on
living nodified organisns released in, or nmoved into or out of, areas within
their national jurisdictions.
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Article 25
| LLEGAL TRANSBOUNDARY MOVEMENTS

1. Each Party shall adopt appropriate donestic neasures ained at preventing
and, if appropriate, penalizing transboundary novenments of |iving nodified
organi sns carried out in contravention of its donmestic measures to inplenent
this Protocol. Such novenents shall be deened illegal transboundary movenents.

2. In the case of an illegal transboundary movenent, the affected Party may
request the Party of origin to dispose, at its own expense, of the living
nodi fi ed organismin question by repatriation or destruction, as appropriate.

3. Each Party shall make available to the Biosafety C earing-House
i nformati on concerning cases of illegal transboundary novements pertaining to
it.

Article 26

SOCl O- ECONOM C CONSI DERATI ONS

1. The Parties, in reaching a decision on inport under this Protocol or
under its donmestic measures inplenmenting the Protocol, may take into account,
consistent with their international obligations, socio-economni c considerations
arising fromthe inmpact of living nodified organi sms on the conservation and
sust ai nabl e use of biological diversity, especially with regard to the val ue
of biological diversity to indigenous and |ocal comunities.

2. The Parties are encouraged to cooperate on research and infornmation
exchange on any soci o-economnmic inpacts of living nodified organi sns,
especi ally on indigenous and | ocal comunities.

Article 27
LI ABI LI TY AND REDRESS

The Conference of the Parties serving as the neeting of the Parties to
this Protocol shall, at its first meeting, adopt a process with respect to the
appropriate el aboration of international rules and procedures in the field of
liability and redress for damage resulting fromtransboundary novenments of
living nodified organi sns, anal ysing and taking due account of the ongoing
processes in international |law on these matters, and shall endeavour to
conplete this process within four years.

Article 28
FI NANCI AL MECHANI SM AND RESOURCES
1. In considering financial resources for the inplenmentation of this
Protocol, the Parties shall take into account the provisions of Article 20 of
t he Conventi on.
2. The financial nechanismestablished in Article 21 of the Convention

shall, through the institutional structure entrusted with its operation, be
the financial nmechanismfor this Protocol
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3. Regardi ng the capacity-building referred to in Article 22 of this
Protocol, the Conference of the Parties serving as the neeting of the Parties
to this Protocol, in providing guidance with respect to the financial

mechani smreferred to in paragraph 2 above, for consideration by the
Conference of the Parties, shall take into account the need for financial
resources by devel oping country Parties, in particular the | east devel oped and

the small island devel oping States anong them

4. In the context of paragraph 1 above, the Parties shall also take into
account the needs of the devel oping country Parties, in particular the |east
devel oped and the small island devel oping States anong them and of the

Parties with economies in transition, in their efforts to identify and
i mpl enent their capacity-building requirenents for the purposes of the
i mpl enentati on of this Protocol.

5. The guidance to the financial nechani smof the Convention in rel evant
deci sions of the Conference of the Parties, including those agreed before the
adoption of this Protocol, shall apply, mutatis mutandis, to the provisions of
this Article.

6. The devel oped country Parties nay al so provide, and the devel opi ng
country Parties and the Parties with econonmies in transition avail thenselves
of , financial and technol ogical resources for the inplenmentation of the

provi sions of this Protocol through bilateral, regional and nultilatera
channel s.

Article 29

CONFERENCE OF THE PARTI ES SERVI NG AS THE MEETI NG OF THE PARTI ES
TO TH S PROTOCOL

1. The Conference of the Parties shall serve as the neeting of the Parties
to this Protocol.

2. Parties to the Convention that are not Parties to this Protocol may
partici pate as observers in the proceedi ngs of any meeting of the Conference
of the Parties serving as the neeting of the Parties to this Protocol. When
the Conference of the Parties serves as the neeting of the Parties to this
Protocol, decisions under this Protocol shall be taken only by those that are
Parties to it.

3. When the Conference of the Parties serves as the neeting of the Parties
to this Protocol, any nenber of the bureau of the Conference of the Parties
representing a Party to the Convention but, at that tine, not a Party to this
Protocol, shall be substituted by a nmenber to be elected by and from anong t he
Parties to this Protocol.

4. The Conference of the Parties serving as the neeting of the Parties to
this Protocol shall keep under regular review the inplementation of this
Protocol and shall make, within its mandate, the decisions necessary to
promote its effective inplementation. It shall performthe functions assigned
toit by this Protocol and shall

(a) Make recommendati ons on any matters necessary for the
i mpl enent ati on of this Protocol;
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(b) Establ i sh such subsi diary bodies as are deenmed necessary for the
i mpl enentation of this Protocol;

(c) Seek and utilize, where appropriate, the services and cooperation
of , and information provided by, conpetent international organizations and
i ntergover nmental and non-governmental bodi es;

(d) Establish the formand the intervals for transnmitting the
information to be submtted in accordance with Article 33 of this Protocol and
consi der such information as well as reports submtted by any subsidiary body;

(e) Consi der and adopt, as required, amendnents to this Protocol and
its annexes, as well as any additional annexes to this Protocol, that are
deermed necessary for the inplenentation of this Protocol; and

(f) Exerci se such other functions as may be required for the
i mpl enentati on of this Protocol.

5. The rul es of procedure of the Conference of the Parties and financi al
rul es of the Convention shall be applied, nmutatis mutandis, under this
Protocol, except as may be ot herw se deci ded by consensus by the Conference of
the Parties serving as the neeting of the Parties to this Protocol

6. The first nmeeting of the Conference of the Parties serving as the
neeting of the Parties to this Protocol shall be convened by the Secretari at
in conjunction with the first meeting of the Conference of the Parties that is
schedul ed after the date of the entry into force of this Protocol. Subsequent
ordi nary neetings of the Conference of the Parties serving as the nmeeting of
the Parties to this Protocol shall be held in conjunction with ordinary
neetings of the Conference of the Parties, unless otherw se deci ded by the
Conference of the Parties serving as the neeting of the Parties to this

Pr ot ocol

7. Extraordi nary neetings of the Conference of the Parties serving as the
nmeeting of the Parties to this Protocol shall be held at such other tines as
may be deened necessary by the Conference of the Parties serving as the
neeting of the Parties to this Protocol, or at the witten request of any
Party, provided that, within six nonths of the request being conmunicated to
the Parties by the Secretariat, it is supported by at |least one third of the
Parti es.

8. The United Nations, its specialized agencies and the Internationa

Atoni ¢ Energy Agency, as well as any State menber thereof or observers thereto
not party to the Convention, may be represented as observers at meetings of
the Conference of the Parties serving as the neeting of the Parties to this
Protocol. Any body or agency, whether national or international, governnental
or non-governmental, that is qualified in matters covered by this Protocol and
that has inforned the Secretariat of its wish to be represented at a neeting
of the Conference of the Parties serving as a neeting of the Parties to this
Protocol as an observer, may be so adnitted, unless at |east one third of the
Parties present object. Except as otherwi se provided in this Article, the

admi ssion and participation of observers shall be subject to the rules of
procedure, as referred to in paragraph 5 above.
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Article 30

SUBSI DI ARY BODI ES

1. Any subsidi ary body established by or under the Convention may, upon a
deci sion by the Conference of the Parties serving as the neeting of the
Parties to this Protocol, serve the Protocol, in which case the neeting of the

Parties shall specify which functions that body shall exercise.

2. Parties to the Convention that are not Parties to this Protocol may
partici pate as observers in the proceedi ngs of any meeting of any such
subsi di ary bodi es. Wen a subsidiary body of the Convention serves as a

subsi diary body to this Protocol, decisions under the Protocol shall be taken
only by the Parties to the Protocol

3. When a subsidiary body of the Convention exercises its functions with
regard to nmatters concerning this Protocol, any menber of the bureau of that
subsi diary body representing a Party to the Convention but, at that time, not
a Party to the Protocol, shall be substituted by a nember to be el ected by and
fromanong the Parties to the Protocol

Article 31
SECRETARI AT

1. The Secretariat established by Article 24 of the Convention shall serve
as the secretariat to this Protocol.

2. Article 24, paragraph 1, of the Convention on the functions of the
Secretariat shall apply, nutatis nutandis, to this Protocol

3. To the extent that they are distinct, the costs of the secretariat
services for this Protocol shall be nmet by the Parties hereto. The Conference
of the Parties serving as the neeting of the Parties to this Protocol shall,
at its first nmeeting, decide on the necessary budgetary arrangenments to this
end.

Article 32
RELATI ONSHI P W TH THE CONVENTI ON

Except as otherwi se provided in this Protocol, the provisions of the
Convention relating to its protocols shall apply to this Protocol

Article 33
MONI TORI NG AND REPORTI NG

Each Party shall nonitor the inplenentation of its obligations under
this Protocol, and shall, at intervals to be determ ned by the Conference of
the Parties serving as the neeting of the Parties to this Protocol, report to
the Conference of the Parties serving as the neeting of the Parties to this
Protocol on neasures that it has taken to inplenent the Protocol
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Article 34
COVPLI ANCE

The Conference of the Parties serving as the neeting of the Parties to
this Protocol shall, at its first meeting, consider and approve cooperative
procedures and institutional mechanisnms to promote conpliance with the
provi sions of this Protocol and to address cases of non-conpliance. These
procedures and nechani sns shall include provisions to offer advice or
assi stance, where appropriate. They shall be separate from and without
prejudice to, the dispute settlement procedures and nechani sns established by
Article 27 of the Convention

Article 35
ASSESSMENT AND REVI EW
The Conference of the Parties serving as the neeting of the Parties to

this Protocol shall undertake, five years after the entry into force of this
Protocol and at |east every five years thereafter, an evaluation of the

ef fecti veness of the Protocol, including an assessnment of its procedures and
annexes.

Article 36

S| GNATURE

This Protocol shall be open for signature at the United Nations Ofice
at Nairobi by States and regi onal economnmic integration organizations from 15
to 26 May 2000, and at United Nati ons Headquarters in New York from5 June
2000 to 4 June 2001.

Article 37
ENTRY | NTO FORCE

1. This Protocol shall enter into force on the ninetieth day after the date
of deposit of the fiftieth instrunent of ratification, acceptance, approval or
accession by States or regional economc integration organizations that are
Parties to the Conventi on.

2. This Protocol shall enter into force for a State or regi onal econonic
integration organi zation that ratifies, accepts or approves this Protocol or
accedes thereto after its entry into force pursuant to paragraph 1 above, on
the ninetieth day after the date on which that State or regi onal econonic

i ntegration organi zati on deposits its instrunent of ratification, acceptance,
approval or accession, or on the date on which the Convention enters into
force for that State or regional economic integration organization, whichever
shall be the later.

3. For the purposes of paragraphs 1 and 2 above, any instrunment deposited
by a regi onal economic integration organization shall not be counted as
additional to those deposited by nenber States of such organization
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Article 38
RESERVATI ONS
No reservations nay be made to this Protocol.

Article 39

W THDRAWAL
1. At any time after two years fromthe date on which this Protocol has
entered into force for a Party, that Party nmay w thdraw from the Protocol by
giving witten notification to the Depositary.
2. Any such wi thdrawal shall take place upon expiry of one year after the
date of its receipt by the Depositary, or on such later date as nay be
specified in the notification of the withdrawal.

Article 40

AUTHENTI C TEXTS

The original of this Protocol, of which the Arabic, Chinese, English,
French, Russian and Spanish texts are equally authentic, shall be deposited
with the Secretary-General of the United Nations.

I N W TNESS WHEREOF t he undersi gned, being duly authorized to that effect, have
signed this Protocol .

DONE at Montreal on this twenty-ninth day of January, two thousand.
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Annex |

I NFORVATI ON REQUI RED | N NOTI FI CATI ONS UNDER ARTI CLES 8, 10 AND 13

(a) Narme, address and contact details of the exporter
(b) Name, address and contact details of the inporter.
(c) Name and identity of the living nodified organism as well as the

donestic classification, if any, of the biosafety level of the living nodified
organismin the State of export.

(d) I ntended date or dates of the transboundary movenent, if known.

(e) Taxonomi ¢ status, common nane, point of collection or acquisition
and characteristics of recipient organismor parental organisns related to
bi osaf ety.

(f) Centres of origin and centres of genetic diversity, if known, of
t he reci pi ent organi smand/ or the parental organisns and a description of the
habi tats where the organi sns may persist or proliferate.

(9) Taxonom ¢ status, common nane, point of collection or acquisition
and characteristics of the donor organismor organisns related to biosafety.

(h) Description of the nucleic acid or the nodification introduced,
t he techni que used, and the resulting characteristics of the living nodified
organi sm

(1) I ntended use of the living nodified organi smor products thereof,
nanely, processed materials that are of living nodified organi smorigin,
cont ai ni ng det ectabl e novel conbinations of replicable genetic materi al
obt ai ned through the use of nodern bi ot echnol ogy.

(j) Quantity or volume of the living nodified organismto be
transferred.

(k) A previous and existing risk assessnment report consistent with
Annex 111,

(1) Suggest ed net hods for the safe handling, storage, transport and
use, including packagi ng, |abelling, docunentation, disposal and contingency
procedures, where appropriate.

(m Regul atory status of the living nodified organismw thin the State
of export (for exanmple, whether it is prohibited in the State of export,
whet her there are other restrictions, or whether it has been approved for
general release) and, if the living nodified organismis banned in the State
of export, the reason or reasons for the ban

(n) Result and purpose of any notification by the exporter to other
States regarding the living nodified organismto be transferred.

(o) A decl aration that the above-nentioned information is factually
correct.
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Annex 11

I NFORVATI ON REQUI RED CONCERNI NG LI VI NG MODI FI ED ORGANI SM5 | NTENDED FOR
DI RECT USE AS FOOD OR FEED, OR FOR PROCESSI NG UNDER ARTI CLE 11

(a) The nane and contact details of the applicant for a decision for
donestic use.

(b) The nane and contact details of the authority responsible for the
deci si on.

(c) Name and identity of the living nodified organi sm

(d) Description of the gene nodification, the technique used, and the
resulting characteristics of the living nodified organi sm

(e) Any uni que identification of the living nodified organi sm

(f) Taxonomi ¢ status, common nane, point of collection or acquisition
and characteristics of recipient organismor parental organisns related to
bi osaf ety.

(9) Centres of origin and centres of genetic diversity, if known, of
t he reci pi ent organi smand/ or the parental organisns and a description of the

habi tats where the organi sns may persist or proliferate.

(h) Taxonom ¢ status, common nane, point of collection or acquisition
and characteristics of the donor organismor organisns related to biosafety.

(1) Approved uses of the living nodified organi sm
(j) A risk assessnent report consistent with Annex 111
(k) Suggest ed net hods for the safe handling, storage, transport and

use, including packagi ng, |abelling, docunentation, disposal and contingency
procedures, where appropriate.
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Annex ||

Rl SK ASSESSMENT

oj ective
1. The objective of risk assessment, under this Protocol, is to identify

and eval uate the potential adverse effects of living nodified organisns on the
conservation and sustai nabl e use of biological diversity in the likely
potential receiving environment, taking also into account risks to human
heal t h.

Use of risk assessnent

2. Ri sk assessnent is, inter alia, used by conpetent authorities to make
i nforned deci sions regarding |iving nodified organi sns.

Ceneral principles

3. Ri sk assessnent should be carried out in a scientifically sound and
transparent manner, and can take into account expert advice of, and guidelines
devel oped by, relevant international organizations.

4. Lack of scientific know edge or scientific consensus shoul d not
necessarily be interpreted as indicating a particular level of risk, an
absence of risk, or an acceptable risk.

5. Ri sks associated with living nodified organi sns or products thereof,
nanely, processed materials that are of living nodified organi smorigin,
cont ai ni ng det ectabl e novel conbinations of replicable genetic materi al
obt ai ned through the use of nodern biotechnol ogy, should be considered in the
context of the risks posed by the non-nodified recipients or parental
organisns in the likely potential receiving environnent.

6. Ri sk assessnent should be carried out on a case-by-case basis. The
required information may vary in nature and | evel of detail fromcase to case,
dependi ng on the living nodi fied organi smconcerned, its intended use and the
likely potential receiving environment.

Met hodol ogy

7. The process of risk assessment may on the one hand give rise to a need
for further information about specific subjects, which may be identified and
requested during the assessnment process, while on the other hand infornmation
on ot her subjects may not be rel evant in sone instances.

8. To fulfil its objective, risk assessnment entails, as appropriate, the
foll owi ng steps:

(a) An identification of any novel genotypic and phenotypic
characteristics associated with the living nodified organismthat may have
adverse effects on biological diversity in the likely potential receiving
environnent, taking also into account risks to human health;

(b) An eval uation of the Iikelihood of these adverse effects being
realized, taking into account the I evel and kind of exposure of the likely
potential receiving environment to the living nodified organi sm
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(c) An evaluation of the consequences should these adverse effects be
realized

(d) An estimation of the overall risk posed by the living nodified
organi sm based on the evaluation of the |ikelihood and consequences of the
identified adverse effects being realized;

(e) A recomrendation as to whether or not the risks are acceptable or
manageabl e, including, where necessary, identification of strategies to manage
these risks; and

(f) Where there is uncertainty regarding the level of risk, it may be
addressed by requesting further information on the specific issues of concern
or by inplementing appropriate risk nmanagenent strategies and/or nonitoring
the living nodified organismin the receiving environnent.

Poi nts to consi der

9. Dependi ng on the case, risk assessnent takes into account the rel evant
technical and scientific details regarding the characteristics of the
foll ow ng subjects:

(a) Reci pi ent _organi sm or parental organisns. The biol ogica
characteristics of the recipient organismor parental organisns, including
i nformati on on taxononm c status, comon nane, origin, centres of origin and
centres of genetic diversity, if known, and a description of the habitat where
t he organisns nmay persist or proliferate;

(b) Donor organi sm or organi sms. Taxonom ¢ status and conmon nane,
source, and the rel evant biol ogical characteristics of the donor organi smns;

(c) Vector. Characteristics of the vector, including its identity, if
any, and its source or origin, and its host range;

(d) Insert or inserts and/or characteristics of nodification. GCenetic
characteristics of the inserted nucleic acid and the function it specifies,
and/or characteristics of the nodification introduced;

(e) Living nodified organism ldentity of the living nodified
organi sm and the di fferences between the biological characteristics of the
living nodified organi smand those of the recipient organi smor parental
or gani sns;

(f) Detection and identification of the living nodified organi sm
Suggest ed detection and identification nmethods and their specificity,
sensitivity and reliability;

(9) Information relating to the intended use. Information relating to
the intended use of the living nodified organism including new or changed use
conpared to the recipient organi smor parental organi sns; and

(h) Receiving environment. Information on the |ocation, geographical
climatic and ecol ogi cal characteristics, including relevant information on
bi ol ogi cal diversity and centres of origin of the Iikely potential receiving
envi ronnent .
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