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PROTOCOL ON BIOSAFETY TO THE CONVENTION ON BIOLOGICAL
DIVERSITY”
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THIRTEENTH CONGRESS OF THE REPUBLIC )}
OF THE PHILIPPINES }
Second Regular Session }

SENATE

P.S. RES. NO. 471

Prepared by the Committee on Foreign Relations

RESOLUTION
CONCURRING IN THE RATIFICATION OF THE CARTAGENA PROTOCOL ON
BIOSAFETY TO THE UN CONVENTION ON BIOLOGICAL DIVERSITY

WHEREAS, the Cartagena Protocol to the UN Convention on Biological Diversity
was signed by the Philippines on 24 May 2000;

WHEREAS, the Protocol, which consists of forty articles and three annexes aims
to contribute to ensuring adequate ievel 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;

WHEREAS, Article 2 of the Protocol provides that the Parties shall ensure the
developments, handling, transport, use, transfer and release of any living modified
organisms are undertaken in a manner that prevents or reduces the risks to biofogical
diversity, taking also into account risks to human health;

WHEREAS, the Protoco! entered into force on 11 September 2003, the ninetieth
day after the date of deposit of the fiftieth instrument of ratification, acceptance,
approval or accession by the States or regional economic integration organizations that
are Parties to the Convention;

WHEREAS, under the Protocol, an advanced informed agreement (AIA)
procedure is established for ensuring that countries are provided with the information
necessary to make informed decisions before agreeing to import such organisms into

their territory;

WHEREAS, the Protocol also establishes a Biosafety Clearing House for sharing
of information and knowledge on biosafety issues. It also provides for a financial
mechanism to assist developing country Parties and Parties with economies in
transition in strengthening human resources and institutional capacities for the effective
implementation of the Protocol;

WHEREAS, as of 4 January 2006,130 States have ratified the Protocol;

WHEREAS, in the hearing conducted by the Senate Committee on Foreign
Relations on 2 February 2006, concerned government agencies, such as the
Department of Foreign Affairs, Department of Environment and Natural Resources,
Department of Agriculture, Department of Health, Department of Science and
Technology and the Depariment of Trade and Industry; scientists from the academe;
and non-government organization strongly supported for Senate concurrence on the
Cartagena Protocol to the UN Convention on Biological Diversity;
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WHEREAS, pursuant to the Constitution, Article VII, Section 21, "No treaty or
international agreement shall be valid and effective unless concurred in by at least
two-thirds of all the members of the Senate”,

NOW, THEREFORE, be it resolved that the Senate of the Philippines concur
as it hereby concurs in the ratification of the Cartagena Protocol to the UN
Convention on Biological Diversity.

Adopted, W

MIRIAM DEFENSOR SANT/AGO
Chalrperson




CARTRGEHA DROTOCOL Ol RIOSAFETY TO THE COUVENTION ON
BIOLOGICAL DIVERSITY

The Parties to this Protocol,

Being Pavties to the Convention on Biological Diversizfy, herelnafter
referred tc as "the Conventiou®,

Renalling Article 19, paragraphs 3 and 4, and Articles 8 {g} and 17 of

the Convention,

Recalling also decision IT/5 of 17 Movember 1995 of the Conference of the
parties to the Convention to develop a ProlLocol on biosafety, specifically
focusing on transboundary movement of any living modified organism resulting
* from modern hiotechinology that may have adverse effect on the congervaktion and
sustainable use of biological diversity, setting out for consideration, in
patrticular, appropriate proceduras for advance informed agreement, '

Reaffirminﬁ the precautiohar} approagh'c0qtained in Principle-15 of the
Rio Declaration on Environment and Development

Aware of the rapid expansion of modern bictechnology and the growing
public concern over its potential adverse effects on b&ological diversity,

taking also into account rigks to human health,

e
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_ Regonnizing that wodern biotechnology has great potentisl for human well-
Leing.if developed and used wilth adequate safety wmeasureg for the! euv;xonmeuL

atid. human health,

I
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Recoqnizing alsa the crucial importange to humankind of cenk
and centres of genetic diversity,

m-n--....lﬂ ctrr ernmteeny et

b
H
i

Taking into account the limited capabilities of many countrles,
particularly developing countries, to cope wikh the nature and scale of Lrown
and potential risks assecciated with living modified organisms,
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Recognixing that trade and environment agieemenks should be mutually
supportive with a view to achieving sustainable development,

o -
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Ewphas iting that this Protoco] shall not be interpreted as 1mply1ng a
chauge in th rights and obligations of a Party under any ewisLlng
internationa. agreements, %

cmaes dnSrdnmibanmiSt

Understi ivling that the ahove recital is not intendsd to snboldlnaLe this
Protocol te «Lher international agreements,

ffave ag eed as follous:
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OBJECTIVE
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of the Rlo DEClalaLLOH Ol Euv;ronmant and Develcpment the objective of this

protocol ig to coubvibute Lo enguring aun adeguate level of protection in the

field of the safe trausfer, handliung and use of living modified arganisug
that may have adverse effects on the

resulting From wodern biotechnology
conservation and gustainable use of biological diversity,
socount risks to luwan healkl, and specifically focusing on transboundary

taking also iuto

movemants.
Articie 2
GEAERML PROVISIOUS

Each Parly shall take uscessary aud appropriate legal, adminigtrative and

L.
this Protocol.

other neasures' to ilwplement its obligationg under
2. The Parties shall eusure that the development, haudling, Lransport, use,
transfer and release of any living wodified organisms are undertaken in a
waimier thal preveuts or reduces the risks to bioclogical diversity, taking alzo

into acgount risks to Inusair liealilr.

3. Notling in this Prolocol shall affecL in any way thie sovereignty of
States over their t8111t011al saa established in accordance with lnteruatlonal
law, and the sovereign rights and the jurisdiction which States have in their’
exclusive economic zones and their continental shelves in accordance with
international law, and the exercise by ships aud aircraft of all States of
navigational rights and freedoms ag provided for in internakional; law and as

reflected in relevant internationsl insbruments. :

+

4. Hothing in this Protocol shall be interpreted as restricting the right of
a Party to take action that is mere protective of the conservatioh aﬁd
sustainable use of bioclogical diversity than that called for in tpis protocol,
provided that such action is consistent with the objective and the plOVlBlons
of this protocol and is in accordance with that Party's otler obllgmtlons

under inkternatioual law. . . S
. ; 3

5. The pPartiss are encduraged to take iuto acecount, as appropliéLe;
available expertise, instruments and work undsrtaken in 1nLernationa1 farums
with competence in the area of risks to huwan health. -

Article 3
USE OF TERMS
for the purposes of this Protocol:

“Confernuce of the ParLles“ means the Conference of the,Paftiés to

(a)
the Convenkion; g
& !
D g + =4 Ll 3 E
) outained uge' weans any operation, undertaken within % fa0111ty,

ingtaliation or other physical structure, which involves 11v1ng modified
organi g that are controlled hy specific wmeasures that effectlvely Yimit
their 'ouLacL with, and their iwmpact on, the external P

¢)  "Brpoyt® mean intentional transboundary wovement from éne'Party to
anothor Party;

7
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id) "Exportef“ means any legal or natural person, under the jurisdiction
of the Party of export, who arranges for a living modified organism to be

exported;

{e) "Impori" means intentional Crausboundary movemenl intoc oune Pariy
from another Pavty;

'"(£)  t"rmporter" means any legal or natural person, unider the juriediction

of tha Party of import, who arranges for a living modified organism ko be
imported;

{g} "Living modified organisw® means any living organism that posseases
a novel combination of genetic waterial obtained through tlie use of modernh
biotechnology; . o . :

{h} rhLiving crganism® wmeans any biological entity capable of
transferring or replicating genetic mate-ial, including sterile organisms,
viruses and viroids; )

fi} wModarn bioteclmology* means tha applicabion of:

a. In vitro nucleic acid hechniques, including recombinant
daoxyribonucleic acid (DMA) and divectinjection of nucleie acid
into cells or organellesd, ot

' ¢
bh. Fugion of c¢ells beyond Lhe taxoncmic family, :

that overcome natural physiclogical reproductive or recombination barriers and
that are not technigues used in traditional breedirg and selection; ;
* 1
(i} "Regional economic integration organization®" means an organization
constituted by sovereign States of a, given region, to which ils mamﬁer‘Statea
have transfarred competence in respect of matters governed by this Brotocol
and which hag been duly authorized, in accoxdance with its internal
procedures, to sign, ratify, accept, approve or accede to ib;

(k) ‘"Transboundary movement" means tlie movement of a living m%dified
organism from one Party to another Parky, save that for the purposes of’
Articles 17 and 24 transboundary movement extends Lo movement between Parties
and non-Paxrties. : : : . o

Article 4

8COPE

‘flils Protocol shall apply to the transhoundary movement, transiﬁ,
handliig and use of all living modified organisms that may have adyerse’
AAN

effects un the congervation and sustainable use oF biclogicaf}
=d {11
(TR N D
K. VBARDOLAZA

caking .also into account risks to human healtl:.

[ I

Article s .V Acling Divector 1
‘ B _ Centrul Becords Divisios
PilAMACEUTICALS . Bepariment wof Foreign Affairs |

Botwithstandiayg Avticle 4 and without prejudice to any right oﬁ%a ;artyDE{: 5 L ﬁﬁﬁ?
to subject all liviwg modified organisms to risk assesswment prior toithe
making of decisions on import, klis Protocol shall not apply to Lhe % !
transhoundary movenent of living modified organisms which are pharmaceuticals
for h?ma?s that ar: addressed by other relevant interniational mgreaménté or
organigations. ) o
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TRANSTY AHD CONTALNED USE

1. llotwithstanding Article 4 and without prejudice to any right of a Party
of Lransit to regulake the transport of living modified organisms khrough its

and make available to the Biosafety Clearing-liouse, any decigion of

territory
g the kransit through

vhat Party, sulvject to Article 2, pavagraph 3, reyardiy
ite territory of a specific living modified organisu, tite provigions of this
prokocol witl respect to the advance informed agreement precedure shall not

apply to lLiving wodified organisms in bransit.

2. Motwitliskavding Article 4 and without prejudice to any right of a Party
to subject all living modified organisms teo risk assessment prior to decisicns
on import and to set staudards for countained use within its jurisdiction, the
provisions of this Protoucol witl respeect to the advance iuformed agreeniant .
procedure chall not apply to the transhoundary movement of living modified
organisms destined for cuntained use undertaken in accordance with the

standards of the Party of import.
hrticle 7
APPLLICATION OF THE ADVANCE INFORMED AGREEMENT PROCEDURE
1. Subject to Articles 5 and 6, the advance informed agreenent procedure in
Articles B to 10 and 12 shall apply prior to the first iuteutionzl

gransboundary movement of living wmodified organisms for intentional
intyoduction into the environment of the Party of import.

2. vintentional introduction into the environment® in paragraph 1 above,
does not refer to living modified organisms intended for direct uge as food or
feed, or for processing. g i :

3. Article 11 shall apply prior to the fixst transbouudary ngveﬁent of
living wodified organisms intended for direckt use as food or feged; or for
processing. ¢l

. P

4. The advance informed agreemeunt procedure shall not apply ?o the

dutentional transboundary wovement of living modified organisws identified in

a decision of the Conference of the Parties gerving as the meeiing of the

Parties teo this Proktocol as being not likely to have adversge effeCts on the

conservation and gustainable use of biological diversity, taking &lso into
Pty

account risks ke human health. 4.
()
) 1
Article g i
i
NOTIFICATION 5 i
i. The Party of export ghall uotify, or require the exPorteé to’ ensure

notiflcation to, in writing, the competent national authority lof the Party of
1mpcr§ prior Lo the intentional transboundary movement of a liviug modified
organism that falls within the scope of Article 7, paragraphi £. The

§ 4

notification shall contain, at a minimuw, the information specifikd in
Annex 1. '

ki,

* = ; ;

2 The Part E ax i

2. arty ol export ghall ensure that there is a legdl rdgquirement for
the accuracy of Information provided by the exporter. o

Pl

%
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Article 9

ACKHMOHWLEDGEMENT OF RECEIPT OF NOTIFICATION

1. the Parvty of import shall achknowledge receipt of the ngtification, in

writing, to the hotifier within ninety days of its receipt.
2. The acknowledgement shall state:

{a) The date of receipt of the notification;
(b} Hhether the notificatbion, prima facie, contains the informaticg
referred ko in prticile &;

{c) HWhether Lo proceed according te tie dowestic regularory framework of
the Party of impart or according to the procedure specified in Article 10.

3. The domestic regulatory Framework referred to in paxagraph 2 (c} above,
ghall be consisktenk with this Protocol.

4. A failure by the Party of import Eo acknowladge receipt of a notificgtion
shall.not imply its consent ko an intentional transboundary movement.

Article 10

DECISION PROCEDURE

Decisions taken by the Party of import shall be in accordance with

1.
Article 15. .
2. The Party of import shall, within the period of time referved to in

.Brticle 2, inform the notifier, in writing, whether the inteuticnal
transboundary movement may procead:

R

- . ! *
(a} Only after the Party of impori has given its written consent; or,
i ¢

1

{b} After no less tlian ninety days wichout a subsequent written gonsént.

3. Within two hundred and seventy days cf the date of receipt of 1
notiFication, the Party of import shall communicate, in wriking, bto the

notifier and to the BiosaZelty Clearing-louge the decision referred ko in
L

H

paragraphh 2 (a) above:

(a} Bpprowving the import, with or without conditiong, including how the
decision will apply "o subsequent imports of the same living wodified
organism;

{b} Prohibiting the import;

ot
AP g bkt s PR

{c) Requesting additional relevant information ir accordance ulth ‘its
domestic regulatory framework or Annex I; in calculating the time i thxn wiiich
the Party of import is Lo respond, the number of days it las to wait fdr {
additional LelevanL information shiall not be taken 1nLo account; or §

w2 AR wetn

{d)  Informing the notifier that the period specified in this paragraﬁh
is extended by a defined nerlod of time. :

4. Except in a case in which consent is unconditional, a dec L Sy S S s ammey
paragraph 3 above, shall sel out the reasons on which it is by o LRSS 1A !

o
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hundred and seventy days of the date ob recelpt of L2 notlbacation Stali not
imply its cousent Lo an intentlioual transboundary wovenent.

5. Lack of scientifig cercainty due Lo insufficieut relevaukt scientbific
information and knowledge Legaldxng thie extent of Lhe potential adverse
effects of a living wodified organism on the conservation aud sustainable use
of biologival divewniby in Lhe Paly af bpporl, Laking alao inko agcount riaks
to humwan healtl, shall not prevent Lhat Party Lrow taking a decision, as
appropriate, with regard be the imporvt of the living wodified orgauism iu
guestion as referred Lo in paragraph 3 above, in order to avoid or minimize

such potential adveiss effects.

7. The Confereuce of the Parties serving as the weeting of the Parties
shall, at its First meeking, decide upon appropriate procedures and mechaniawms

to fagilitate decisiou-making by Parties of import.

Artigle 11

PROCEDURE FUOR LIVING MODIFIED ORUGANISHS
THTELIDED FOR DIRECT USE AS FOOD OR FEED,
OR FOR PROCESSIHNG
1. A bParkty :hat makes a final decision regarding domsskio use, ineluding
placing on the warkek, of a living wodified organism that may be gubject to
transboundary movement for direct’ use as food or feed, or for procesgsing
sha'l, within Fifteen days of waking that decision, inforw the Parties Lhrough
thie Biogafety Clearing-iouse. This information shall coubain, at a mlnlmum,
the information specified. in Annex If. The Party shall provide a copy of the
- infaorwation, in writing, to the national focal point of each Pakty chal
informs the Secretariat in advance thab it doesg not lave access ko, the
Biosafelby Clearing-liouse. IThis pxov1sion shall not apply to deQismons

regarding field trials.

P,

2. The Party making a decision under paragraph 1 above, shalll ensure that

there ig a legal requirement for the accuracy of information plOVlded by the

applicant, z
’ i
1

3. Any Party may requesbt additional information _rom the auth rlgy
identified in palagraph {k} of Aunex II. ;

ey g

4. A Party way Lake a decision on tlie import of living mod¢f1ea organlsms
intended for direct use as food or feed, or for processing, undar its domestic

regulatory framework that is consistent with the objective of t 1siProtocol
. ? j

5. Bach Party shall wake available to the Bioszafety Cleariug- iouge copies of
any national laws,' regulations and guidelines applicable to the’ 1mport of
living wodified organisms intended for direct use as food or fead tor for
procegsing, if available. i

e by

6. A developing country Party or a Party with an econowmy in tran51t10n tiay,
in the absence of the domestic regulatory framework referred tor in’ paragraph 4
abcve, and in exercise of its dowestic jurisdiction, declare through the
Biosafety Clearing-House that its decision prior ko the first import of a
living modified organism intended for direct use as food ox feed, or for
processing, on which information has been provided undex -aragraph)l above
will be takeun according to the following: r

Aant ww
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(a) R 1isk assessment undertaken in accordance with Ammex ITI; and

{2} A decision made within a predictable ciwmeframe, not ex ceedlng two
hundred and seventy days.

-~
[+]

. Failure by a Party to communicate its decision according to paragraph
above, shall not imply its consent or refusal to the import of a living
modified organism intended for direct use as food or feed, or for processing,

unlegs otherwise specified by the Party.

B. Lack of scientific certainty due to insufficient relevant scientific
information and knowledoe wegarding the extent of the potential adverse
effects of a living wmodified organism on the consgervakion and sustainable use
of biological diversity in the Rarty of import, taking alsc into aceount risks
to human healtih, shall not prevent that Party from taking a decision, as
appropriate, with regard to the import of that living modified organism
intended for direct use as food or feed, or for processing, in order to avoid
or minimize such potential adverse effects.

2. A Party way indlcate lts needs for financial and technical assistance and

capacity-building wikh respect to living wmodified organisms intended for
direct use as fcod or feed, or for processing. Parties shall cooperate Lo

meeb these needs in accordance with Articles 22 apd "33,

pArticie 12 - :

REVIEW OF DECLSIOHS

ﬁ

1. A Party of import may, akt any time, in light of new scientific §
information on potential adverse effects on the congervation and sustalnab]e
use of biological diversity, taking also into acecouni the risks to I man
healtbh, review and change a decision regaxding an-intentional Llansbéungary
movement. In such case, the Party shall, within thirty davs, 1nform.an¥
notifier that has previously notified movements of the living modlfled :
organism referred to in such decision, as well as the Biosafety Clearlng—
House, and shall s=t cut the reasons for its decision. '; ;

¢ ¢ ;
2. A Varty of export or a notifier may request the Party of importito review
a decigion it has made in respect of it under Article 10 where the P;rty of

export «r the notifier considers that: i
5

(a} A change in c¢ircumstances has occurred that may influence’the
oubtcome of the risk agsessment upon which the decision was based; or¥ :

{1} Additcional relevant scientific or technical information hds become
. . .

availab]e. . ) . . 3

2 The Party of import sfall respoud in writing to such a reguagt gJLth
L

-

ninety cays and set ouk the reasons for its decigio. 5

4. Tha. Party of im vt way, ab its dLSCLEEIOB, require a rl&k,@ﬁﬁz q.f 2 -
subgegitent imports. b I R T HAD “E
H

RS VBARDOLAZA
# At Girector i

Centval Hecords ivision
Bepartnent OF Foveipn Affairs

1. A Party of jwp ci way, provided that adequale measures are applled-to
ensure the safe int n jonal transboundary movement of 1iving modlfleg ; !]EC.Q fi ﬁﬁﬁg
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advance to Ltire diugafely C.?.car;?.::g« fouse:

{a} Cases in which jutentiounal transboundary movewent to it may take
place at the same tiwe as the wovement is notified to the Party of dmport; and

(b)  Tuwpovks of living wodified ovganisms to it to be exemptad_from the

advanue iufoimed agreescul procemlnre

wotifications wider subparagraph {(a) above, may apply ko subsegueus siwilay

movemsa1lts Lo the sams Parly.

2. The informatiou relabing Lo an intentional trausboundax y wovement that is
te be provided in the notifications referred to in paragraph 1 (a) above,
shall be the informaktion spec1£1ed iy Annex I,

Avkicle 14

BLLNVIERAL, REQIOHAL AUD MULTILATERAL
AGREEMENTS AND ARRANGEMENTS

1. Parties may enter into bilateral, regional and nultilateral agresitents
and arvangewments regarding intentiopal kransboundary movements of living
modified orgaunisus, cousistent with the objective of this Proktaocol and
provided that such agreements and arrangements do not regult in a lower level
of protectiou, than that provided for by the Protocol.

. 1
2. The Parties shall inform each other, through the Biosafety Cleariug-
House, of any such bilateral, regional and multilateral agreements and
arrangetwents that they have entered into befoxe or after the date of entry

into. force of tnls Protocal. y
4
: ) . £ ﬁ
3. The provisions of this Protocol shall not affect intentiona
transboundary wmovements thab take place pursuant to such agreemegLSrand
4

arrangemenlts as between the parties to thoss agreemeliis or arrargements

Any Parly may determine that its dowestic regulations shall«apply with
to specific iwmports Lo it and shiall notify the Biosalety] Clearlng-

4,
respeclt
House of itg decigion.

R:

i

E%ﬁﬁﬁmmﬁ@w v

Article 15

RISK ASSESSMERT

= g, A e o

i) Risk assessments underLaken pursuant to this Protocal shally be carried

out in a scientifically sound wanuer, in accordance with Annex I§I and takine
inte aceount recognized risk assessment teclmiques. Such risk assessmente
shall bhe based, at a minimum, on infaormation provided in accord ce with
Article 8 and oltller available scientific evidence in order to i enLlfy and
evaluate the possible advarse effects of living modiFfied organigns pn the
conservation and sustainable use of bislogical diversity, uakln&%aigo into

account risks to Inwan health. p
2. The Party of iwmport shall E
y poxrt sha ensure that risk assesgments arefcarrled out

for decigions takeu under Article 0. Ik may require the exporter ko carry
out the risk assessment. . s 3 :
zs

3. The coat of risk assessment shall be borne by the
of import su Jequixea

%
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Article 16

RISK MAMAGEMEIT

taking into accouut Avcicle 8 (g} of the counventlion,

i. The Parties shall,
measures and strategies to

estabilish and maintain appropriate mechauisms,
regulate, wmanage and control riska Mdentlflad in Lhe riglk assessment

provisions of this Protocol assccialed with the use, handling and
tranghoundary movement of living modified organisms.

2. Measures based on risk assessment shall be imposed to the extent

necessary to. prevent adverse effects of the living modi fied organism on the
conservation and sustainable use of biological diversity, taking also into
account riska to human health, within the territory of the Party of import.

3. Ezch Party shall take appropriate measures Lo prevent unintentional
transboundary movewments of living modified organisms, including such measures
as requiring a risk assessment to be carried out prior to the first release of

a living modified organism.

4. Without prejudiee to pavagraph 2 above, each Party shall endeavour to
ensure that any living wodified organism, whelher imported or locally
developed, has undergone an appropriate period of observalion that is’

commensurate with its life-cycle or generation time before it is put to its

intendad use.

5. Parties shall cooperate with a view to:

i
Identifying le1ng medified organisms or specific tlaltS”Of 11VLng
Lhat may have advevse effoclts on bhe <onqe1vaLlQn apd
taking also into account fiskp to

(a}
modified organisms
sustainable use of biological diversity,

human health; and

{l) Taking appropriate measures regarding the treatment of such
modified organisms ovr specific traits. |

’ . RArticle 17 .

QINTEIFITIOHAL TRANSBOUNDARY MOVEMENTS
AND FEHMERGEMCY MEASURES

SHSEE

H
& TR e e et APyt i

p .i:.l"‘. =:’:'*;i Fratss rthe Elicszfacw ?Jza:i::»”:;s_ 23 whers
appropxlata, relevant interunational oxgau;zatloua, when it knows Otgaug
ogeurre nee under its jurisdiction resulting in a release that 1eads~ or may
lead, ! an unintenticnal transboundary wovement: of a living modifidd drganism
that i:n likely 1o have significant advevrse effects on the conservabion and
sustaiaable us. »f biclogical diversikty, taking also into account risks to
human nealth is such States. The notification shall be provided as'soon as

the Party knows of the above situation.

| e

2: Each ParF; shall, no later than the dake of entry into Force of ths
Pl?t?COl forlll, make available to the Bios afety Cleaving-Houge the‘ralevanL
details settin: ou: iks point ol contact for Lhe purposes of receiving *

votifications . 1der this Mlijcle. . i :
. oy
3. Any notification arising from paragraph 3 abové, stiould ncludé: ! DET* ﬁ Eﬂi
'a) “Availalle relevant 1n£01maLlon ot Lha eskim i } J H 2
ated. gt pr1r1gh angd
> % A S i

relevant characterigtics and/or traits of thr living modxfié

/
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{¢}  Any available iuformation about the possible adverse effects on the

conservabtion and sustainable use of biological diversicty, taking also into
account risks to human health, as well as available information about possible

risk wmanagament wmeasures;

{a} Any oLher relevant informnt ion; ad
(e} A point of countact for [urther information.

4. In ordsr o winimize any significant adverse effects on the conseﬁvatiOn'
and sustainable use of biological diversity, taking also into accoutt risks to
humzn haalth, each Party, under whose jurisdiction the release of the living -
modified organism referred Lo in paragraph 1 above, occurs, shall iwmediately
consult the affected or potentially affected Stabes ta enable them ko
determine appropriate respouses and initiate nscessary action, including

snigrgency measures.

Article 1B
HAUDLING, TRANSPORT, PACIAGING AND IDENTIFICATION

L. I order to avoid adverse effects on the conservation and sustainable use
of biological diversity, taking also into account rislhs te human health, each
party shali take neceadary weasures Lo require that living medified organisms
that are subject to intentional trausbeundary movemant wikthin the scope of
this Protocel are handled, packaged and transported under conditions of
safety, taking into considervation relevant international rules ‘and standards.

- 2.  Each Party shall take measures to reguire that documentaticn
i

accompanying : 1 R

{a) Liviug wodified organismg that are intended for direct @se as Eood
or feed, ox for processing, clearly identifies that they "way contain" living
modified organisms and are hot intended for intentional introduction into the
environmrent, as well ad a contact point for further informatiog. The
Conference of the Parties serving as the meeting of the Parties to this
Protocol shall take a decision on the detailled reguirements fof this purpose,
including specification of their identity and any unigue identification, no
later than two years after the date of entry into force of this Protocol;

P

13
1

{b} Living modified organisms that are destined for coutdined use
clearly identifies thew as living wodified organisms; and specifies any
requirements for Lhe safe handling, storage, transport and use, the contact
point for further inforwation, including the name and address of the
individual and institution to whom the living modified organisms are

cousigned; and i

(e} Living wodified organisms that are intended for intentional .
introduction into the éuvironment of Lhe Party of import and any other living
wodified organisms within the scope of the Protocol, clearly identifies them
as living wodified organiswe; specifies the identity and relevant traits
and/or characteristics, any reguirements for the safe handling; ééorage.
trapsport and uss, the rontact Hoint for further informatio{l af:td, ‘g
appropriate, the name and address of the importer and expo ter% and contaius a

{ an

declaration that the movement is in confermity with the rebuirements of this

Protocol applicable to the exporter.
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3. The Conference of the Parties serving as the meeting of the Parties Lo
this Protocol shall conaider the need for and modalities of developing
standards with regard to identification, handling, pachaglng and transporb
practices, in consultation wi"h other relevant internaticnal hodies.

Article 19

COMPETHIFT HATIONAL AUTHORITIES AID NATIOMAL FOCAL BPOINTS

Bach Party.shsll designate cne national focal polnt to be responsible on
irs bhehalf for Lialson with the Secretariat. Each Party shall also designate
one or wore competent natienal authorities, which shall be responsible for
perforwing the administrative functions required by this Protocol and whici
shall be authorized to act on ita behalf with respect to those functions. A
rarty may designate a single entity to fulfil the functions of both focal

1.

point and competent national authority.

2. Each Party shall, no later than the date of entry into force of this
Protocol Ffor it, notify the Sevretariat of the names and addressea of its
focal point and its comperent nagional authority or authorities. Where a
Party designates mo¥e than one competent national authority, it shall convey
ko the Secretarial, with its notification thereaf, relevant information on the
respective responsibilities of those authorities. where applicable, such
information shall, ab a minimum, specify which cowmpetent authority is
responsible for which type of living wmedified organism. Each Party shall
forthwitlh nobify the Secretariat of any changes in the designation of its
natlonal foecal poink or in the name and address or responsibilities. of its

competent national authority or authorities.

. . . . ; . . N )
3. The Secretariat shall Fforthwith inform the Parties of the notifications
it receives under paragraph 2 above, and shall also make such 1u£0rmat10n
available throygh the Biomafety Clearing-louse. !

Article 20

IMFORMATION SHARTHNG AMD THE BIOSAFETY CLEARING-HOUSE

1. A Biosafety Clearing-House is hereby established as part of Cthe !
claaring-house wmechanism under Article 18, paragraph 3, of the Conventlon, in
crder to: :

e

P LTS

environmental and
and '
: |

{b) ARsgist Parties to iwplement the Protocol,‘taking into account the
spacial needs of developing country .Parties, in particular the least dévelnped
and swall island developing States among them, and countries with CDHOPlB& in
trangition as well as dountries that are centres of origin and cenLreséof

{a) Facilitabe the exchange of gcientific, teclmical,
legal informatien.on, and experience with, living modified organisuis;

genetic diversity.

g
2. The Biosafety Clearing-House shall serve as a meéna through w%1ch§
infovmat ion is made available Ffor the purposes of paragraplh 1 abov It shall

p*o¥ide access to information made available by the Parties Lelevant Lo the

implementation of the Protocol. Tt shall also provide access, whed pgsslble,

Lo othes international blaoafet} informaticn exchange mecha115ms. g ;
. 4

cacn DET

b
fﬁtlon each

3. Hichout prejudice to the brotection of confidential 1nfa
Party shall makes .available to the BJosafety Clearing-House amy
reguirel to ha made available to tha Biosafety Clearing-Hous
Protoccl, and:

ﬁg%@
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informed ayrsement procedure;

(b} Any Lilateral, regional and multilateral agreemenits and
arrangemeunkbs;

(¢} Summaries of its rislk assessments or environueutal reviews of living
wodified organiams yenerated by its regulaktory process, aud carried out in
accordance with Avticle 15, inciuding, where appropriate, relevant informabion
regarding produets thereof, namely, processed waterials that are of living
wodified organisw wrigin, containing detectable novel combinations of
replicable genelbic material obtained through the use of wodern bictechnology;

(d) 7Its fiual decisions regarding the importation or release of living
modified organisms; aud :
Reports submilbbed by ik pursuant to Article 33, including those on

{e)
implementation of the advance informed agreement procedure.

4. The modalities of the operation of the Biosafety Clearing-House,
including reports on iks activdities, shall be considerad and decided upon by

the Conference of the Parties serving as the weelting of the Parties to this
Protovol ab its flrst weeting, and kept under review thereafter.

Arbicle 21

COMFIDENTIAL INFORMATION

1. The Party of import shall permit the netifier to identify information
subnitted under the procedures of this Protocol or required by the Party of
import as part of the advance informed agreement. procedure of tﬁe Protocol
that is Lo be treated as confidentjal. Justification shall be given in such

cases upon regyuest.

e

2. The Party of import shall consult the notifier if it degides that
inforimaktion identified by the notifier ag confidenktial doesz ?otgqualify for
such treatment and shall, prior to any disclosure, inforwm the notifisr of its
decigion, prowviding reasons on reguest, as well as an opportﬂniéy for
consultation and for an internal review of the decision prioi té disclosure.

' i

3. Each Party shall protect confidential information received lunder this
Protocol, including any confidential information received in_thé context of
the advance inrformed agreement procedure of the Protocol. FEach ?arty shall
ensure that it has procedures to protect such informaticn and sh%ll protect
tire confidenbiality of such information in a manner no less favqﬁrahla than
its treatment of confidential.inforwation in connection with‘doﬁéstically

y ¥

produced living modified crganisms. i
. X
3 1
. . 3 i

4. The Party of import shall not use such informacion for a4 colmercial
purpoge, except with the writken consent of the notifier. ! E

i

5. If a notifier withdraws ‘or has withdrawn a notificationr.tﬁ% Party of
import shall vespect the confidentiality of cowmercial and igduskrial
information, including research and developwent information as Wkll as
information on which the Party and the notifier disagvee as to its
confidentiality, . ‘ -

4 §
G. Without prejudice to paragrapli 5 above, the followin
not be conside)ed counfidential :

3
¢ informacion shall,

%‘ L A%
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(a) 'The name and address of the notifier;

{b) A general description of the living wodified organisu or organisms;

A summaly‘of the risk assessment of the effects on the conservation

{(cl
taking also into accounkt risks to

and sustainable use of biological diversity,
htuman health; and

{d] Any methods and plans for emergency rssponse.

Article 22
CAPACITY-BUILDING

1. The Parties shall cooperate in the davelopment and/or strengthening of
human resources and institutional capacities in biosafety, including
biotechnology to the éextent that: it is required for biosafety, for the purpose
of the effective implementaktion of Cthis Protocol, in developing counbry
Parties, in pavticular the least developed and small island develeoping States
among them, and in Parties with economies in Lransition, ineluding through
existlng global, regicnal,® subregional and national institutions and
organizations and, rs appropriate, through facilitating private sector

involvemant,

2. For the purpoaes of implamnenting palagraph 1 above, in relati?n Lo
cooperation, the needs of developing country Parties, in particular the least
develeped and small island developing Statbes among them, for financgial
rezources and access to and transfar of technology and know-how in accgrdance
with the relevant provisiong of the Convention, shall be taken, full’ %pto
account for capacity-building in biosafety. Cocoperation in capac1ty bulelng
shall, subject to the different situpation, capabilities and requiramean of
each Party, include scientific and technical training in the proper an safe
management ¢f biotechnology, and in the use of risk assessment and-rls'
management for biosafety, and the enhancement of technological and 1
ingtitutional capacities in biogafety. The needs of Parties with economies in
trangition shall also be Lahen Eully into account for such capaclty—bgglding

in blosafety.

Article 23
PUBLIC AWAREMESS AND PARTICIPATION

1. The Parties shall:

{a} Promcte and facilitate public awareness, education and parnglpatlon
concerning the safe transfer, handling and use of living modified oxganlsms in
relukior to the conservation and sustainable use of biolagiczal dlverSLEY
taking also into account risks to human health. In doing so, the Pgrths
ghall ccoperate, as appropriate, with other Stakes and international h?dias;

{L} Endeavour Lo ensure that public awareness and educatlon eucompass
access tw inforwation on living modified organisms identified in accoxdance
with th: s Protocol that may he imporked,

2. The Parcies shall, in accordance with their respective laws
regulacions, conault the public in the decision- -making process
living modified organisms and shall make the results of such 4
available to the public, while respecting confidential inform
accordance with hriicle 21.
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hrtivie 24

RON-PARTILS

Transhoundary wovewsnls o[ Living modifieq organisms between Parties aud
nou-varties shall be conajstent wilth the objective of this Protocol. The
parties way enter into bilateral, regional and pultilateral agrsesments and
arrangements with nou-Parties regarvding such trausbouudary wovements.

1.

2. The Parties shall eucourage uon-Parties to adhere to this Protocol and teo

contribute appropriate inforwation Lo the Bivsafety Clearing-House on living.

modified organisws relsased in, or woved into or out of, areas within their

pational jur 1sd1cL10ns

’ 1LLEGAL TRAMSBOUNDARY MOVEMENTS

1. Each Party shall adopt appropriate domestic measures ailmed at preveuting
and, if appropriate, penalizing trausboundary wovements of living wodified
organisms carried out ian cenbravention of ite domestic mesasures to implement .

this Prdhocol. Such movements shall be deemed illegal transhoundary

movemnents .

2. In the case of an illegal transboundary movement, the affected Party may

request the Party of origin ko dispose, at its own expense, of -the iiving

modified organism in guestion by repatriation or destruction, as appropriate.
!

£

k¥ Bach Party shall wake available to the Blogafety Clearljé -House
information conceriiing cases of illegal transboundary movemsits pertainlng to
it. , F
Article 26
S50CL0O-ECOHOMIC CONSIDERATIONS
1, The Parties, in reaching a decision oun impoxt vnder thié Protocol or

under its domestic measures implementing the Protocol, wmay tgke inte account,
congistent with their international obligatious, socic-econowlic considerations
arising from tle impact of living modified organisms on the conservaLion and
sustainable use of biological diversity, especially with regard Lo the value
of biological diversity to indigenous and local communitiss. %

2. The PaLLleS are encouraged to cocperate on research and:? 1n£§1maLlon
exchange on any soclo-econcimic impacts of living wmodified organlsms,
egspecially’ on indigenous and local commumities,

Article 27
L1ABILITY AND REDRESS
The Confereuce of the Parties gerving as the meeting of fehed parties to
this Protocol shiall, at iks Firsk weeting, adopt a proces wfth reapect Lo the

?PpicplldLe elaboration of internztional rules and procedlrps iif the field of
iability awnd vedress for dawage resulting from tLansboutdarf mo%emenLg ol

N
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analysing and taklng due accounk of the ongeing

living modified organisus,
aicl shall endeavour to

processes in internakbional law on these wmatters
complete this process within four yeavs.

Arbiclie 28
FINAMCIAL MECHANISM AND RESOURCES

In considering financial resourcaeg fox the implementation of this

1.
the Parties shall take into account the provisions of Article 20 of

Protocol,
the Convention.

The financial wmechanism establishied in Article 21 of the Convention

2.
through khe institutional structure entlusLed with 1ts opLLaLlon, be

shall,
the financial mechanism fcr this Protocol.

Regarding the capacity-bullding raferred to in Article 22 of this
Protocol, cthe Conference of the parties serving as the meeting of the Parties
ko this Protocol, in providing guidance wikh respect to the [inancial
mechanism referred to in paragraph 2 above, for consgideration by the
Conference of thie Parties, shall fake into account the need for fimancial
resources by developing country Parties, in particular the least developed and

the small ijsland developing States among then.

3.

4, in the context of paragraph 1 above, the Parties shalil also take into

aceount the needs of the developing country Parties, in particular the least
developed and the small island developing States among them, and of the
Parties witli sconomies in transition, in their efforts bo identify and
implement their capacity-building reguirements for tha purpeses of tlie
implenmentation of this Prorcc0¢. . : i

5. The guidance to the financial imechanism of the Convention in Leiavant
decisions of the Conference of the Parties, including uhose agreed before the

‘adoption of Lhis Protocsl, shall apply, mutabis mubtandis, to the plovlslons af
this Article.

A W

6. The developed country Parties may alse provide, and the developgnga
country Partles and the Parties with -economies in transition avail “hemée’ves
of, financial and technological rescurcea for the implementation of theg
provisions of this Protgeol through bilateral, regional and multllaLgra%

channels.

Arbicle 29

COWFEREICE OF TIIE PARTIES SERVING AS TUE MEETING OF
THE PARTIES TC THIS PROTOCOL

1. The Conference of the Parties shall serve as the meeting of Lheep tiey

to thlS Protocol. 3
&

?'A;I».Wifr‘eu’r ™

2. Parties to the Convention thal are not Parties to Eliis Protocol! may
participate as observers in the proceedings of any maeting of the CoﬁFemence )
of the Parties serving as tlhe meeting of ilie Partiss to this Plotocol When
the Conference of the Parties gerves aa the meelbing of the Parties to thls
Probocol, ddecisions under this Protocol shall be taken only by tlose fhat are
Parties to it, . v :

OEc 33?5

3. When the ConFerence of the Parties servay as the meskting of he!parties
to this Protocol, any member of the bureau of the Conference of tle P. ! vy sen .
representing a Party te the Convention but, at Lhat time, oy i ]
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4. The Conference of the Parties seawing as thie wostimy of the Parvies to
this Protocol shall keep under regulaz rewiaenm the mpitementation of this
protocol and shall make, within its mendste. the Jecisicaos necessary to ‘
prowcte its effective iwplementation. TL ehall perfione the functions assigned

to it by this Protocol and shall:
{a) Make recomwmendations on nuy matters necessary for the iwmplementation
of this Protocol;

{3) HEstablisl such subsidiary bodies as are deemad necessary for the

implementation of this Protocel;

{c} 3Seek and utilize, where approprizate, the serxvices and cooperation
of, and inforwation provided by, competent international -organizations and
intergovernmental and non-governmental bodies;

(d) Establish the form and the intervals for vransmitting the
information to be submitted in accordance with Artlicle 33 of this Protecol and
consider such infoimation ay well as veports subwitted Ly any subsidiary body;

(e} Consider and adopt, as rsquired, amendments to this Protocol and its
annexes, as well as auy additional annexes to khis Protocol, that ars deemed
negeasary for the jimplementation of'this Protacol; and

(£} svercise such okbher functions as may be required forxr the

implementation of this Protococl.

5. The rules of procsdure of the Conferencs of the Parties and financial

rules of the Convention shall be applied, wubaris mubtandis, under this
Protocol, except as way be ptherwise decided by conssnsug by the Conference of
the Parties serwing as the meeting of the Parties to this Prdtocol,

. ' i
6. The first meetiung of the Conference of the Parties serviug
of the Parties to.this Protocel shall be convened by the Sec%etariat in
" conjunction with the First meeting of the Conference of the Parties that is
scheduled after the date of the entry into force of this Pretocol. Subseguent
ordinary meetings of the Counference of the Parties serving as the meeting of
the Parties to this Protocol shall bhe held in conjunction wi th ordinary
neetings of the Conference of the Partles, unless otherwise déci?ed by the
Conference of the Pa¥ties serving as the meeting of the Partﬁes ?o'this

Protocol. | :
i

7. Extraordinary meetings of tlhie Conference of the Parties Ber@ing ag the
meeting of the Parties to this Protocol shall be held at suck other times as
way be deemed necessary by the Conference of the Parties serving as the
meeting of the Parties Lo this Protocgol, or at the written réﬁueét of any
Party, provided that, within six months of the request being %ommunicated to
thie Parties by Lthe Secretariat, it is supported by at least ohe third of the
Parties. :

¥

as the meeting

i
‘ £
I The Uunited Nations, its specialized agencies and the Int&rnational Atcwmic
Fnergy Ageucy, as well as any State member thereof or observels thereto not
party to the Convention, wmay be represented a=z observers at néetings of the
tonference of the Parties serving as the weeting of the Parti%s to this
vratocol. Auny body or agency, whether uational or interuatio%alﬁ governwmental
Wr non-govermmental, that is qualified in watters covered by ihis Protocol and
that has informed the Secretariat of its wish to bé representéd at a meeting
2L the Conference of the Parties serving as a wmeeting of the %axﬁies to this
Protocol as au observer, may be so admitted, unless at lesst one third of the

-16-
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pParties present object, Exceplt as otherwige provided in chis Article, Lhe
admission and participation of observers shali be subject to the rules of

procedure, as referred to in paragraph 5 above.

Article 30

SUBSIDIARY DRUODIES

1. Any subsidiary body established by or undexr the Convention may, upon a
decision by the Conference of the Parties serving as the meeting of the
parties to this Protocol, serve the Protccol, in which case the meeting of the
parties shall specify which functions khat bedy shall exercise,

2. parties to kthe Convention thabt are not Parties to this Protocol may
participate as observers in Lthe proceedings of any meesting, of any such
subsidiary bodies. Wihen a ‘subsidiary body of the Convention serves as &
subsidiary body to this Protocol, decisions under the Protocol shall be taken

only by the Parties to the Protocol,
1. When a subaidiary body of the Convention exercises itg funciions with

regard to mattera concerning this Protocol, any member of the bureau of that

subgidiary body vepresenting a Party to the Convention but, at that time, not
a Party to the Protocol, shall be substituted by a member to be elected by gnd

from ameng the Parties to the Protocoel.

Article 31

i,

SECRETARIAT

VR dreisie

L. The Secretariat established by Article 21 of the Convention shall Berve
g

as the secretariat to this Protocol. E

+

i
. ! ;
2. article 24, paragraph 1, of the Convention on the fuuctioas offthe;
Smcretariat shall apply, mutatis mutandis, to this Protocol. ; E
et {0

: ' :
3. o the extent that they are distinct, the costs of the secretauiaty

servicas for this Protocol shall be met by the Parbies hereto. The Conference

of the Parties serving as the meeting of the Parties to this Pxotocol shall,
at its first meeting; decide on the neceswsary budgetary arrangements toithia

end.

Article 32
RELATIONSHIP WITH THE CONIVEMTION
Except as otherwise provided in this Protocol, the provisioos éﬁ the
Convention relating to its protocols shall apply to thiz Protocol. )
article 33
MONITORING AND REPORTING
FEach Party shall monitor the implementation of ils ohligatlalslundér-this
Protaocol, and ghall, at intervals to be determined by the Confelence of the .
Parties serving as the meeting of the Parties to this Protocol repo“rt to the BEE gg ﬁ?ﬁé
% #

Conferenca of the Parties serving as the meeting of the Parti
Drotocel on measures that it has taken to implement the Proto

by

_ g
. *wﬁf. R YBARDOLAZR
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COMPLIICE

The Confereuce =f the Parbies serving
this protocol shall, at iks first meeting,
procedures and lustitutienal mechaniswe to
provigsions of this Protocol and to address
proceduras
assistauce, wheie appropriate.
prejudice to, Lhe dis
Article 27 oF the Conventiou.

as the weeting of the Parties to
consider and approve cooperabtive
promote compliance with the
cages of non-compliance. Thesze

and mechanisms shall inelude provisions to offer advice oy
They shall be separate [rowm, aund without
spute settlement procedures and mechanisms establighed by

ASSESSHENT ARL REVIEW

rhe Conference of the parties serving as the meeting of the Parties Lo
this Protocsl shall undercake, five yeara after the entyy into force of this
Protocol and ak least every five yvears thereafter, an evaluation of the
effectiveness of the Protocol, including an assessment of its procedures and

annexes.

Article 3%

SIGHATURE

This Protocol shall Le open for signature at the United Nations Office at
liajrobl by Stabes and regional econowic integration orgaunizations from 15 to
26 May 2000, and alt United Nations Headyuarters in Hew York frowm 5 June 2000

to 4 June 2001,

BHTRY INTO FORCE

1.

L

This Protocol shall enter into force on the n;netieth da? after the date
of depozit of the fiftieth instrument of ratification, acceptance, approval or

acvession by States er regional econemic integrakbion organiza;io?s that are

Parties to the Convention.

2.

i
1

T

i i

his Protocel shall enter into force for a State or regibnal economic
integration organization that ratifies, accepks or approves this!Protocol ox

aceedes thereto after its entry into foree purguant to paxagr?phfl above, on

.the ninetieth day aFfter the date on which thal State ox regional;
inkegration organization deposits its instrument of ratificabion

s gconoic
aceepkance,

d

m

approval or accessiou, or on the date on which the COHVentiOI{enters inteo

foyrce for that State or nregional econowic integrabion crgant

sliall be the latex.

3.

o s

zabion, whichever
13

. 3

¥

i

For the purposes- of paragraphs 1 and 2 above, any instru@ent deposited by

a regional economic integration organization shall ntot he counted as
additional to those deposgited by meuber States of such organi%ation.

~38-
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Argicle 38

RESERVATIONS

lie resarvations way he wade to this Protocol.

Article 39

WITHDRAWAL

1. AL any time after two years from the date on which this Protocel has
entered intec force for a Party, Lhat Party may -withdraw frowm the Protocel by
giving written nobtification to the Depositary.

2. Any such withdrawal shall take place upon expiry of one year after the
date of its receipt hy Lhe Depositary, or on such later date as way be
specified in the notification of the withdrawal.

Article 40

ﬂ'iENTIC TEXTS

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

IN WITHESS WHEREOF the undersigned,
hawve sigied this Drotocol.

=t gt s g,

BOME at Montreal on this tweaby-ninth day of January, two thou%?nd.
E !

3 L
being dnly authorized to bhalt gffect,

U |, Wﬁﬁﬁﬂm
i Acting Diréctas -
{ Candysl Rqemds Bhivigion

i

Bepartsent of  Frrvelgn Affaics
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PR LOH Rwﬂ“‘RDD 1IN HOTEFTCATIONS

LSRN

URDER ARTICLES B8, 10 ANWD 12

(a) Uame, address and coutact details of tlhie exporter.

(b)Y  Hama, addiess and voutack details of the importer.
(¢} lame aud identicy of the living modiFled organiswm, as well as the
domegltic classificatiou, if auny, of the biosafety tevel of the living wmodified
prganism in the State of export.

{d} Intended dakte or dates of the Lransboundary wovewent, if koown.

status, common nawe, point of collection or acquisitics,

(e) ‘Parxonomic
aud characteristics DE recipient organisi or parvental organisws related to
biosafely.

(f) Centres of origin and centres of genetic divexrsity, if kuown, of the

reciplent organism andfor the pareuntal crganisms and a description of the

nabitats where the orgauisms may persist or proliferate.

(g) Taxonomic status, cowmon name, point of collection or acquisition,
and characteristics of the denor organism or organisms related to biosafeky.

{12} Description of the nucleic acid or the modification introduced, the

technigue used, and the resulting characteristics of the living wodified
oxrganisn. '

{i} Intended use of the living modified organisw or products thereof,
nawely, processed waterials that are of living modified organiswm origin,
conkaininy detectable novel combinations of replicable genatic matennal

<

obtained through the use of modern biotechnology. ;

(i} Quantity or volume of the living modified oxganisw ?o be
Lransferred, ]

{
. 3
{k) A previous and existing risk assessment report con?isLent with
z -‘
i

s,

Aunex I1TI.

(1} buggesLed methods for the safe handling, storage, trunsporL and use,
including packaging, labelling, docuwentation, disposal and contfngency
procedures where appropriate. N :

; 3

{m}] Regulatory status of the 11v1ng mcdlLled organism w1th1n the Stale
of export (for example, whether it is prohibited in Lhe State' of export,
whether there are other restrictions, or whether it hag been approved for
general release) and, if the living wodified organism is banned 1n the State

of export, the reason or reasoiuls for the bamn.

Bk
Py

() Fesult and purpose of any notification by the erOlLe fLo other

Strtes regaring the living mwodified orxganism ko be transﬁerred
i i

{@} A declazration thab the above-mentioned informatiou%is~factually
correck. !

fht:s.g ﬁfr"m‘mr
{Tentral f:mrds Pivision :
_ Beparfieay of Forgign Avfais

s,
# 5% A TR L2 Y R A A g-v“pg s T A, e e &

. , 5 Tid
SRR IR {11{ P {5




Annex 1T

TNFORMATION REQUIRED CORCERNING LIVING MONIFIED ORGANISMS
THTENDED FOR DIRECT USE AS FOOD OR FEED, OR FOR PROCESSING
UHDER ARTICLE 11

(a}
dowmestic use.

The name and contack details of the applicant for a decision for

(b} The name and contact details of Lhe authority responsible for the

decision.
(c) HWame and identity of the living modified organism.

{d) Description of the gene modification, the technigue used, and the

rasulting characterigtics of the living modified organism.’
(e) BAny unigue identification of the living modified organism.

{f] Taxonomic status, common name, point of collection or acquisition,
and characteristics of reciplent organism or paremkal oxganlsms related to
biocgafety.

{g} Centres of origin and ceantres of genetic diversity, if known, of the

recipient organism and/or the parental organisms and a degcription of the
lhabitats where the organisms may persist or proliferate.

Cth)  Taxonuwic status, common name, poink of collection ox acquisition,
and chavactevistics of the donor organism or organisms related to biosafety.

(i) - Approved uses of the living wodified organism.

{j} A risk assessment report consistent with Annex III.

b, - Mo st

. i
(lt}  Suggested wethods for the safe handling, storage, transpoxt and use,
including packaging, labelling, - documeritation, disposal and contlngency
procedures, where appropriate. ¥

p Acﬁﬁg mncs‘m‘
Cantral aiecams Division i
Tapatiaon ﬁf F‘ﬂ'eigu Affaips
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S REUESSHELT

thiaulive

L Wl odejeect §un ol ik assensuentl, vikder Fhis Protocetl, is Lo identify auq

avad nitte The praentint adver e olbeets ol Living wedi Cied o ganiuma en Lhe
conagrvation aml suntainable wse of bioloyival diversily in the Likely
potential recedviny euviromment, taking alse into account risks to humau

haalch.
Uge ol yvizk agsosswenb
2. Risk assesswent is, iuter alia, used by competent authovities to make

informed decizionn reyauding living wmodified organisms.

3. Risk assesswent should be carried out in a scientifically sound and
transparent wanper, aud can take into account expert advive of, and guidelines

developed Ly, LﬂlevanL international organizations.

4. Lacic ef SﬂieﬂLlrlL knowledge or sclentific cousensus should not
necessavily be lubkerpreted as indicating a a particular level of risk,
sle, or an acceptable vrisk.

al

absenne of vls

Risks associated with liviug wodified orgauisms or pLuducts vheveol,
namely, processed walerxials thal are of living modified organism origin,
coutaining detactable uvvel combinakions of replicable genetiv waterlal
obtained tiweuglt the uge of modern bioteclmology, should be congidered iu the
context of the rigks posed by tlle non-wodified recipients ox ?areutal

ma in Lhe likely potenbial receiving envirvonment. %

5,

urgatils
L3

1 assesswnent should be carried out ou a c¢ase- by-cage basis. The

vary in nature apd level of detail from case to case,

its 1ntenced uge and the

5. Ris
raeguived information may
depending on the living modified oxganlsm can"aaned

likely potential receiviug  snvironmeni:.

The process of visk assessmelu way on the oue Land ngesmlse to a need

7.
ied aud

_for further informstjon aboult specific subjects, which way béildenLi
reguested during the asases=zwenl process, while on Lthe other lLaud informatlon

on other subijects way not be relevant in some instancss. H
4. To fuilfil itg ohijective, risk assesswent entalls, as apﬁropriate, Lhe
followiug steps: : .o g

:

{a) M idssvification of any novel genobypic and pl1=noLyp:.c
characteristics associated with the living wodified orgauism that may have
adverse effects on bioclogical diversity in the likely potenLlal receiving
environmanut, baking also.intd account risks to human health; :

'

R e e

(b} An evaluation of Lhe likelilivod of these adverse effectv being
realized, taking luto account Lthe level and kind of exposure’ Tof the lLikely
potential J.ec.ewuzg environment to the living 1(\0L11.E1€d 0 ganlsm,

('} My ewalual ian of the couqequencps ghonld thede adv?Lsn effects be

real ined; s bt m i
o
s

pacting: Divector
; Gantry! ﬁecnwis Diviging i
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An estiwmation of the overall risk posed by the Living wodified

(d)
organism based on the evaluakion of the likeliliood and conseguences of the
identified adverse effects being realized;

{e) P2 recommendation as Lo whether or nol Lhe risks awe acceptable or
manageable, jdenkiFication of strategies to manage

rhege rigks; and

including, where necessary,

{(F)  Where there is uwncertainty regarding the level of viglk, it may be

addressed by requesting furthier information on bhe specific issnes of concern
or by implementing appropriakte risk wanagement strategies and/or moniltoring
tha living wodified organism in Che recéiving enviromment.

risk assezsment bLalkes into agcommb the relevant

9. pepending on the case,
regarding the charactaristics of the

technical and gcientific detaals
following subjects:

(a) Regipient organism o parental organismg. The biclogical
i including

charactervistics of the recipisnt organism or parental organisms,
Iinformation on tasxonomic status, cowmon name, ovigin, ceutres of origin and
cantres of genetic diversity, if known, and a description of the habitat where

Lhe organisms wmay persist or proliferate;

{bl  Doney grganism or organisms. Taxouomic staktus and Comwon name,
source, amd the relevant Liologieal chavactevistivs of the donor organiswms;

(o) Vegbor. Chavacteristica of the vector, including its id?ntity. iE
any, amd ils sovrcee o origia, and ibe hout faigya; : ] i
) i

denetic

(d} Ipnsert op ingerts and/or chayacterisbicg of modiFicaLioné
characteristics of the inserted nucleic acid and the fuuction it ape01f1as,

and/ov characteristics of the wodification introcduced; g

~ fe) DLiviug modified orgapism. Identity of the living waodifisd organism,
and the differences between the biclogical ¢haracteristics of the living
modi fied organism and those of the recipient organism ov pargutal 5rgéuisms;
FEE

]
i

(£) Detection and identificarion of the liviug wodified orqganisn.

Suggested detecltion »nd identification methods and their spec1flczty,-
sensitivity and reliability; ‘ !

(g} ZIuformabion relaking to the intended usg . Inforuation ré‘aLing ta
the intended usa of Lhe living modified organisw, including new or’ changed use
conpar<d to the récipient organism or parental organisms; and

A —

(i}  Recejving environwent. Informatlon on the Jocatlown, geog;aph:cal
c¢limatic and ecological characteristies, including relevant informgtion on
biclogical diveraity and centres of oyigin of the Yikely polentialilecelving

env1ronmenL

&t%mg Dh eetor
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