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MR. PRESIDENT: 

The Committee on Foreign Relations, to which was referred the Protocol, 

entitled: 

“CARTAGENA PROTOCOL ON BIOSAFETY TO THE CONVENTION 
ON BIOLOGICAL DIVERSITY” 

has considered the same and has the honor to report it back to the Senate with the 

, prepared by the recommendation that Proposed Senate Resolution No. - 471 

Committee, entitled: 

“RESOLUTION 
CONCURRING IN THE RATIFICATION OF THE CARTAGENA 

PROTOCOL ON BIOSAFETY TO THE CONVENTION ON BIOLOGICAL 
DIVERSITY” 

be approved without amendment. 
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P.S. RES. NO. 474 

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 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 conse'tvation 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 biological 
diversity, .taking also into account risks to human health; 

WHEREAS, the Protocol 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 
Deparhnent of foreign Affairs, Department of Environment and Natural Resources, 
Department of Agriculture, Department of Health, Department of Science and 
Technology and the Department 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, 

L 
MIRIAM Ch#rperson v 



'rhe Pa r t i e s  t o  this Protocol, 

- Beillq P a r t i e s  t o  the Convention on f3iological Di.vers;ty, here i l la f te r  

.- R e c a w  Art ic le  1 9 ,  paragraphs 3 and 4. and Ar t ic les  13 (9) 'and 17 Of 

re fe r red  t o  a s  " t h e  Convention", 

. . 
the  Coiiventi.oi:, 

___-- Recallinq a l s o  decision JI/5 of 1 7  Noveli1ber 1 9 9 5  of the Conference of the  
Pa r t i e s  to' the Convention t o  develop a protocol on biosafety,  
focusins  on transboundary niovenienl; of any l i v ing  modified 0rgai;islll resu l  tillg 

. from modern hiotechnology tha t  may have adverse e f f e c t  on the conservation and 
sus ta inable  use of biological d ivers i ty ,  s e t t i n g  out fo r  consideration, i n  
p a r t i c u l a r ,  a p p r c p i a t e  procedures Eor advance infonm=d agreement, 

s p e c i f i c a l l y  

' 

. .  
Reaffj.rn& the preciutionary approach 'contained j.il Pr inc ip le .  15 of the  

R i o  Declaration on "Jnvironient and Developnlent, 

@;are of the , rapid expansion of modern biotechnology and the growirlg 
publ ic  concern over its po ten t i a l  adverse e f f e c t s  on biologic$l c'.iverSitY, 
taking a l s o  i n t o  account r i s k s  t o  huiiian heal th ,  

Lieing. i f  devcloged and used w i t h  adeqnati? saEety ~neas~~i ' es  for  the fenv;ronlnetlt 

i 
i 

. - R S o q n i z i 1 3  __ t h a t  lriodern ~iiotecii:io~.ogy has great  potentia?. fot  iluiaan well- 

and. Iiiin~a~i liealth, f :  , .  

' i  a 

w n i z i . n q  a l s o  tile c ruc ia l  importance t o  Iiumaiikind of centres  ,of o r ig in  
i r  and centres  oP genet ic  d ivers i ty .  . . .  
$ i  

_. Talrinq in to  account the liiitited capab i l i t i e s  of many countrids,  i 

. 4 
p a r t i c d l a r l y  developing countr ies ,  t o  cope with the nature and scdle  pf linown 
and pot,ential. risks associated w i t h  l i v ing  eodi f ied  organisins, 

$ f  
Recoqni x i n z  t ha t  t rade and environment agreements should be ii!utually 

supporti-re ~.:.i.tli. a view to achieving sustainable  developiiient 

change i n  ti l . .  rig!:ts and obligat ions of a Party ii:icler any existing 
i.nternationa. agreeiiieiits , 

. '  
j . ?  

-.__- t1rdersr.i iidinq tliat the above r e c i t a l  is not Xntende:l. t o  slibordmate t i h i s  
Protocol tc 0 .!:her international.  agreernsnts, d i  

Iiave ay e e d  as  follo?is: 



OEJCC‘I’IVE 

. .  ..L . . ~ . ~ . , .  _._..._... :... - ...._ -;.. ~ :.- __. - : 
_ _ . I . .  . . . . _ . _ _ _ _ . . . _  I :_._ . .  ...._ ~ .- . _  ~ . . . ~ . . . ~  ...._ 

of the Rio Declaration oil Elmirolaiient aiid Developiiient , the object ive oE this 
urotocol is tu coutribiltn to  cnsui:iztrJ ail adequate !.eve1 oL protectioll  i l l  the 
f i e l d  of the s a f e  t rausfer ,  liaiidling arid vse of l i v ing  modified orgallistits 
resu l t ing  froiii iaoderll b i o t e c l ~ ~ l o l o ~ j .  tha t  way have adverse effecl:s on the 
conservatiou and sustaiilable use of bioloQica1 d ivers i ty ,  talcillg a l s o  i u t o  
z2count ris~:s t o  tiuirtaii ‘Iieaitll, and spec i f i ca l ly  focusing OIL transboulldary 
iiioveiiie:its. 

__- n r t i c l e  2 

GE1W:RAL ?P.OVlGIOlIS 

. i .  
other nieasure:,. to iapleiuent i ts  obligatiolls under this Protocol. 

2 .  The Pa r t i e s  s h a l l  eiu~ure tha t  the developinent, Iiairdlilrg. t ransgort  , use,  
t r ans fe r  and rel.ease of ally l iving wodified organisills a r e  uudertaken i n  a 
iriam:er that yreveiits oz reduces the r i s k s  t o  biological  diversi , ty,  tal:il:g a l so  
into account risks to Iiiaaau !iealth. 

3 .  Ilotliiiig in t1ij.s protocol s h a l l  a f f e c t  i n  any way the sovereignty of 
Sta’tes over their t e r r i t o f i a l  ssa’establ is l led i n  accordance with i i i ter l la t ionai  
liw, and the sovereign r igh ts  and the ju r i sd i c t ion  whic!l S t a t e s  llave in t h e i r ’  
exclusive econoiiiic zones and t h e i r  continenFa1 slielves i n  accordance wit11 
in te rna t iona l  Is.w, and the exercise by ships and a i r c r a f t  oE a l l  S t a t e s  of 
navigational rights arid Creedorris as provided f o r  i n  iiiteriiationalr law and a s  
r e f l ec t ed  i n  relevant iu te rna t ioua l  instruments. 

4.. 19o:tliing iii this ?rotocol sliail be interpreted a s  r e s t r i c t iug .  tlie r i g h t  of 
a Party t o  take actiori titat i s  aiore protect ive OE the coiiservatio$ arid 
sustaii iable u s e  of biological d ive r s i ty  than t h a t  ca l l ed  f o r  i n  tp is  .?rotocol ,  
provided t h a t  s u c h  action i s  coneistent w i t h  the object ive and thb p5ovisions 
oE this Protocol and is i l l  accordance wi th  tha t  pa r ty ’ s  other obl iga t ions  

izacii i?ai:t y . s l ~ i i . l  mkc ~iincensary aiid appropriate :legal, adud.l,i.r;trntive awl 

, 

I i .  
$ !  

under internationa:l  l.aw. B 1  
t i  F 5. The Pa r t i c s  a re  eiicrjuraged t o  take illto account, as’ appropriatei  
t. avai lab le  exper t i se ,  il1strL:iiientn and work undertaken i l l  iu te rna t iona i  foruiiis 
f, : w L t h  coiiiiletence in the area of r i sk?  to  irrrrtaan health. 

Ar t i c l e  3 

USE OF l’ERPiS 

POT tiie purposes OL‘ t1:is Protocol: 

(a)  
., ~. . 

8tCullEesei.ce of Lhe Par t ies“  iiieans the Conference of t11e:Parties t o  

h i  the  c:xiveiitiori; 
E 1  

I bl laCoutained use“ iileans any operation, undertalcen witl;in a 3 f k c i l i t y ,  
iiis tal.1 ntioii o r  other  pllysical S t ruc ture ,  wtlich irlvolves l i v ing  iii2dified P 
organi UIIS t h a t  are’ control led by sIjeciEic iiieaaures tliat effect ive3y.  limit 
their :ontact v r i t l i ,  oud t h e i r  iiiipact 011, the external  virom~ienti j 

cl “E:cport” uieans interl t ioual traiisboundary 1110 
anotli! :c Partv: f 

1 .  

: .  



id)  exporter" means any lega i  or natural  persou, tiidel- the j u r i s d i c t i o n  
of the Party of e::port, who arranges for a l i v i n g  modified organisill to be 
exported ; 

(e)  at~mp~rtne ~ l ~ e a m  in ten t iona l  traiiebounriary iiioveiiienl: i n t o  one Par ty  ' 

frc!ii another P a ~ t y ;  

' [ f )  "Importer" means any l ega l  o r  natnral  person, u c 3 r  the ju r iEdic t ion  
oE tile P a r t y  of iniport, who arranges fo r  a l iv ing  iuodified organism t o  be 
iiriported; 

(91 "Living iiiodified organisti:!' means any l iv ing  orgarliz!ii t h a t  possesses 
a 'novel coinbination oE genet ic  material obtained through the  use of modern 
biotechnology; ' 

. .  

(111 "Living crganisia~~ means any biological  e i r t i ty  capable of 
t r ans fe r r ing  o r  rep l ica t ing  genet ic  mate-ial, including s ter i le  orgaiiisills, 
v i ruses  and vixoids:  

!i) 

a ,  Tn v i t r o  nucleic acid !eciiiiiqnes, including recoinbinant 

'lr,Iodern b:loteclnlology" iiieans the appl icat ion of: 

deoxyribonticleic ac id  (UNA) and d i r e c t  . in jec t ion  of nucleic ac id  
i n t o  cells or organelles,  o r  

! 
b. Pirsioi i  of c e l l s  beyond the ta~wnoi!ll.c faiiiily, 

t ha t  overcoine na tura l  physiological reproductive or recoiulination barriers and 
t h a t  ace nol;' techniques used i n  t rad i t iona l  breedirq and selection; j 1 ;  

1 ;  

(j) "itggi.ona1 economic in tegra t ion  organization" ineans an org?ni+tion 
consti.tuted by sovereign S ta t e s  of a. given region, !IO viliicli i ts  riieiaber States 
have t ransfer red  competence i n  respect  of matters governed by t h i s  $Jrotocol 
and wliich has been duly authorized. i n  accordance w i t h  its i n t e r x a l i  
procedures, to sign,  r a t i f y ,  accept,  approve or accede t o  it; 

! 
t i  

9 t !  0:) "Transboundary niovenient " iiieans !!$e iiioveiiient of a livi!ig iii d i f i e d  
organiain froin one Party t o  'another ?ar ty ,  save t h a t  f o r  the purposes of. 
Ar t i c l e s  17  and 24 transboundary nioveinent extends to !Coveinelit betwe4n Pa r t i e s  
and non-"arties.  i ' :  

Article 4 

SCOPE 

Tliis Protocol sha11 apply to the t ran 
1iandlii:g and use of a l l  l i v ing  inodiEied 
ef feet6 UII t he  conservation and sustaina 
Caking .11so i.nto account r is lcs  t o  liuiiian lie 

&!&.e 
PilARl-!RCEUTIC>LS 

1311 t1ri::hs tandi.*as Ar t i d e  4 and luithou 
to subjec t  a l l  1 . i ~  ing iiiodified organisilia 
inakinrf of decision 3 on import, this Proto 
translmundary m v e  n w t  oE living modified 
for Iiiimans that a r  3 addressed by other  re levant  in te rnkt iona l  a3ree-ient.s or 
organisat ions.  * i  

- 3 -  



TNAllSIT @ID COIJTAII.lBU USE 

1: 
of t raus i  t to regulate !die t ra i t~porl :  of liviirg !aodified orgd~~isti : ,~ through i t s  
terr.i.tory ~ t i d  wake availal,le to the Biosafety Cleariily-Ilotise, any decis ion of 
tliai: party, subject  to  A r t i c l e  2 .  paragraph 3 ,  reyardilly the t r a n s i t  1.11rouyl1 
i ts  t c r r i t o r y  of R spec i f i c  l i v i n g  ~iiodlfied oryailisln, the provisions of  t h i s  
protocol wit!> sespect t o  the advarlce itiforined agreeitlent procedure S l id1  not 
apply t o  i i v ing  iiioditied organisins i n  t r a n s i t .  

2 .  
to ou1:ject a l l  l i v iug  Inoditied organisills to r i s l c  asiessirterlt p r io r  t o  decis ions 
on import afid to set  staiidards f o r  coiltained use within its ju r i sd i c t ion ,  the 
provisions oL this protocol x i t L  respect t o  the advance inforined agreesient 
procedure shal.1 nok apply t o  the transboundary ittovewent oE l i v i n g  ikodified 
oryanistns rlestirled fo r  cui>:ained use undertalcen i n  accorda!lce w i t 1 1  the 
staiidards o f  the Party of i i i i p r t .  

IlotwiLltstaridirig n r t i c l e  '1 and without prejudica t o  am,' r i g h t  .Of a Par ty  

~locvitl~sl-.ai~;ing Qrt!cle 4 aud without prejudice to ar!p r i g h t  Of a Party 

' 

n r t i c l e  7 

A ~ P l ~ l C A l ' l O l 4  OF TI1E IUJVNCE ILJFORMBD AGREEE4EtPL' PI<OCf?'DuRE 

1. 
Arti.cles B t o  10 and 12 s h a l l  apply p r io r  t o  tkie f i r s t  i l l t e t r t iona~ 
transboundary nlovelneilt of l i v ing  inodif i ed  organisliis for iiltelltional 
introduction i n t o  the euvironunent of the Party of illlport . 
2 .  "Inte~1Ciorm.1 introduction h t o  the errviroilme!il:" i n  paragraph 1 above. 
does not,refer t o  l i v ing  iilodified or$anissis intended for  direc! use as  food or 
feed, o r ,  f o r  processing. 

3 .  
l i v ing  iilodified or-gallisms intended for. d i r e c t  use a s  food o r  feedi or for 

i :  
5 '  

subject  t o  Ar t ic les  5 atid 6 .  the advance illforuled ayreeunent procedure i l l  

i i  
E '  

i '  processing. i :  

Argicle II shal?. apply p r ioc  to the first traiisbouildary nyverilent of 

4 .  The advance iilforiued agreement procedure s h a l l  not  apply ,to t he  
, i l i tentional transbouwJary moveittent of l i v ing  lnodified organisitis i den t i f i ed  i n  
a decisioii of the Conference of the  pa r t i e s  serving as t1:e itteetifig of the 
par t i e s  to  tliis protocol as beiug not lilcely t o  have adverse epfec ts  OII the 
conservation and sustaillable use OE biological  d ive r s i ty ,  t a ld tg  also i n t o  
accowt  r i s k s  t o  liuiiiari Ilealtii. i j .  

n r t i c l e  8 

. . IJOTrFrCATrOki 

1. 
uot i f ica t io i i  t o ,  i n  writ ing,  the couipetent natioiial  au thor i ty  :of the  Party of 
i i ipcrt  p r io r  t o  the in ten t ione l  transhcuridary moveinent of a l i h i q  inodified 

The p a r t y  of export s l la l l  ilotify, or require  the exportel; 5 to ' ensure  

organisill t h a t  f a l l s  within the scope of Ar t i c l e  7 ,  paragraph X. x The 
no t i f i ca t ion  s h a l l  contain, at a miniltiurn, the information specif  f 

Annex I. r i  
i i  

ibd i n  

1. 'rhe Par ty  of export 81~al l  ensure tha t  there is a r+uitetnerit f o r  the accuracy oT infomatiort  provided by .;he exporter. 



Art ic le  9 

ACi~llOllLE~GEI.IBP.1T CP RECGIPT 3F NOTIFICATIOIT , 

1. 
writing, t o  the  i l o t i f i e r  within ninety days o€ i ts  receipk. 

2 .  The aclailovledgeiner~t shal.1 s t a t e :  

The par ty  of hnport  s h a l i  ack~roc-i~edge receipt  of the nqt i f ica t ion ,  i n  

( a )  The da te  of recei.pt of tlie not i f ica t ion ;  

(b) Nhether t h e  no t i f ica t ion ,  prima fac ie ,  contains the inforination 
re fer red  to in ni-ticl.e 8 ;  

(c )  Whether to proceed according ko tile doillestic regulqrory framework Of 

the Party of iiiiport or according to  the procedure specif ied i n  Article 10. 

3 .  The doiiiestic regulatory fraioework re fer red  t o  i n  paragraph 2 (c) above, 
s l ia l l  be consis tent  w i t h  t h i s  Protocol. 

4 .  A f a i l u r e  by the Party of import t o  acknowledge rece ip t  of a i io t i f ica t ion  
s h a l l .  not iiiiply i t s  consent t o  an in ten t iona l  transboundary ivovement . . .  

A r t j . c l e  1 0  

DECISION PROCFDURE 

1. Decisions talcrti by the P a r - C y  o€ i n a p o r t  sliall. be in accordance w i t l t  
Art i c l e  1.5. 

2 .  The Party of import shall,  within the period of tiiiie referred t o  i n  
Art ic le  9 ,  inforei the n o t i f i e r ,  i n  wri t ing,  whether t he  in ten t iona l  
transboundary movenient iiiay proceed: 

. ,  

(a) 

(b) 

only a f t e r '  t ~ i e  Party of iniport has given i ts  wri t ten consent;: or: 

A f t e r  no less tlian ninety days willlout a subsequent wri t ten consent. 

3. within two liundrrd and seventfdays cf the  da te  of rece ip t  of i 
notificzt 'on,  the Party cf iiuport s!:all coniiwnicate, i n  writing, t o  th.'; 
not i f  i e r  + i d  t o  ::he Biosz:i;et]r Clearing-llouse t h e  decision re fer red  to ib 
paragraph 2 ( a )  above: : 

i f  
(a) P.pproving t!le iiliport, w i t h  or without conditions,  iiicliiding ]$ow She 

decision w i l l  epply C.0 subsequent imports of  the salne l i v ing  InodiEied 
organism; . 

i 1 

(b)  Prohihi t in2 the iiilport; 

(c )  nequesting addi t ional  re levant  information ir. accordance w i t l { ' i t 6  

i 
domestic regu;atory :raa!eworl: o r  Annex I; i n  ca lcu la t ing  the time vrli.thip wliicll 
the Party of import i s  to  respond. the nnmber of days i t  ilas t o  wait f o r  
addi t iona l  re levant  infori!iation. shal.1. ilot be takel! iilto accotlnt; 

(d) Infoniiing the i io t i f ie r  t ha t  tlie period speciz=ie.; j.ll 
is extended by a defined period of tillle. 

4 .  
paragraph 3 above, s l ia l l  set out the reasons on wlti.ch 

Except i n  a c.rse i n  which consent is unconditional,  a de,c 

-5- 



Art ic le  11 

PROCEUURE FLiR LIVING f i l O D I F I W  ORGANISMS 
I1~~ITEIIL)ED FOH DIRECT USE AS FOOD OR P E W ,  

OR FOR PROCESSIHG 

I . .  
placing on the iiiarket, of a l i v iny  lulodified organist!, that way be sulxiecll t o  
transboundary itiovwient for d i r e c t '  use as  food o r  feed,  or fo r  processing 
s h a l l ,  w i t h i n  EiTtee;: days of iiia1:ing that decision, inforin the Pa r t i e s  ~hrOlig~l 
the Biosafet], Clearing -1louse. This information shal l  cont.?.h, al; a iiiinii!lulll, 

the infosi;iation specified.  i n  Annex 11. 
tn writing, to  t i l e  nat ional  foca l  point of each Party tliat 

infcnris the Secre ta r ia t  i n  advance tliall i t  does nok have access to, the 
Biosaf et), Clearing-liouse. !?his provision shall no t  .apply to  de@.sions 

Ii Party L1iat tnalces a Cinal decision regarding donzestic use. illcluctiilg 

The Party shal l  y i o v i d e  a copy of the 
. inforiliation, 

regarding f i e l d  t r i a l s .  i : 
2 .  

applicant . 
 lie Party iiialring ' a  decision under paragrapti I above, 

there  is a l ega l .  requireiiient: fo r  the  accuracy of inEoruiation 

4 

3 .  ~ r l p  Party inay requesb addi t ional  infonsation Zroiii the aut1 
i9en t i f i ed  i n  paragraph (b) of Aty?ex IT. . 

4. 
intended f o r  clirecl: use a s  food o r  feed, o r  €or processing, und'i i t s  doi!iestic 
regulatory framework tha t  is  consis tent  w i t 1 1  the  objectiire of tiis jorotocol.  

5. 
of 

l i v i n g  iiiodieied orgapisms inteiided Eor d i rec t  use as food o r  feed, ior for 

A Party way Laire a decision 011 the ititport of l i v i n g  inod i f ip  organisins 

F 
,# d 

processing, i f  avzi lable .  i ;  

i n  the absence of the doinestic regulatory fraoievrorlc re fer red  tot  4 .  ln.,paragraph s 

aScve, and ill  exercise  of its doirrestic j u r i sd i c t ion ,  declare  tiirough i 

l i v i n g  iiiodified organisin intended for  d i r ec t  use a s  food 
pro.:essing, 011 which inforination has been provided under 

Each &'arty s h a l l  make avai lable  t o  tlle Biosafecy Cleariug- iouqe copies of 
any nat ional  laws, ' regulations and guidelines appl icable  t o  the> f . .  iiiiport I 

.i . 
$ i  6 .  A developing country Party o r  a Party w i t h  an econoiiiy i n  t r a n s i t i o n  slay, 

4 
tlie 

Biosafety Clearillg-Nousk t h a t  i'ts decisioil p r i o r  t o  tile f i r s t  il!iport of a 

wil. I be taken according t~ the following: 



(a) 

(51 

A i:j.sk assussni%nt iindertalcen j.1: accorda.!ice w:i t h  Annex 111; and 

A decisj.on iiiade wiC1ij.n a predictable tisiefraine. not exceeding tWO 

hundred and seventy days. 

. .  
above,, sh~11 not iiaply i t s  consent o r  re fusa l  t o  the i.mport oE a l iving. 
niodified okganisa intended for  d i r e c t  use as food or f e e d ,  or f o r  pYOcesSillg, 
unless otherwise specieiecl by the Party.  

8 .  
inforinat.ion and IcnoWledne regarding t::e ext'ent of the po ten t i a l  adverse 
effects of a 1.iving niodified organisin on the conservation and sus ta inable  use 
oE biological  d ive r s i ty  in the Party o€ iniport, 
t o  human heal th ,  
appropriate ,  wit!? regard t o  the iinport of t h a t  l i v i n g  modified organism 
intended f o r  d i r e c t  use a s  food o r  feed, or f o r  processing, i n  orcler t o  avoid 
or iiiiiiiiiiize s u c h  po ten t ia l  adverse e f f ec t s .  

9. 
capacity-building w i t h  respect t o  l i v ing  niodified orgaiiisiiis intended for 
d i r e c t  use as  fcod o r  feed, o r  f o r  processing. Pa r t i e s  shall cooperate t o  
meet these needs i n  accordance with Ar t ic les  22 and ' 2 9 .  

I Failure  by a Party t o  coniriunicate its decision according t o  paragraph 6 

Lack of scienti .Eic ce r t a in ty  diie to  , insuEficient  re levant  s c i e n t i f i c  

taking a l s o  i n t o  account risl:s 
s h a l l  not prevent tha t  Party from taking a decision, as  

A Party inay ind ica te  its iieeds for f inanc ia l  aiid technical ass i s tance  and 

REVIEW OF UECI.SIOI.IS 
d '  

n ,: 1. A party op import stay. a t  any time, i n  1j.gIit of new oc ian t+ f i c  $ i 
infortilation on poten t ia l  adverse effects on the conservation and st.~s<ai~labl.e 
use of biological  d ivers i ty ,  taking a l s o  i n t o  account the rislcs t o  l@laji 
hea l th ,  review and clmnge a decision regarding an . in ten t iona l  transbdunqary 
inovenlent. In such case,  t he  Party s h a l l ,  within t h i r t y  days, i n fon i t an t  
n o t i f i e r  t h a t  has previously no t i f i ed  inoveiiients of the l i v ing  modified ' 

€louse, and s h a l l  sP-t out the reasons Zor i ts  decis ion.  

2.  
a decis ion i t  h a s  wade i n  respect of i t  under Ar t i c l e  10 where the Party of 
export t r r  the n o t i f i e r  considers tha t :  

organisun re fer red  t o  in such decis ion,  as well a s  the Biosafety 

A !?arty of export o r  a no t i f i e -  nay request tile Par ty  of 

r: 
L' 

( a  1 A change i n  circuiiistances has occurred t h a t  rmy influence 
Outcoilie of the risk arrsessinent upon which the decis ion was based; or8 I b ;  
ava i l ab le .  . .  h i  g i  

w~.t+n . 
nillety (iays and set out the reasons €or its decisioir'. k t  

/ & ;  

.' (b! AdclLti.ona1 rel-evant s c i e n t i f i c  o r  teclmical inforlnation li+s becoilte 

3 .  Thr Party 02 itiiport s h a l l  respond i l l  w r i . k i : i g  t o  suc'l1 a r-eqtrrst 8, 

1. A Party of  jiiip if: way, provided t h a t  adequate 
ensiire tbe sa  €e i i i t  rl ional. transboundary iaoveiaent 

4 .  
siibser]iient i ~ i i ~ ~ o r t s .  

T h ? .  Party of in*. <art niay, <at i t s  d iscre t ion ,  requi re  a 1-' 

ixeasiires &re app 
of 1 iving iiiodif i e  

._ 7 . 



Article  1 4  

u.CLn'rellAL, llEG~O11AL hl?D IGJLTILA'I'BRAL 
AGIZI3~14ElT~S AND AKRIWGEI4ENI'S 

1. Partie9 may etiter iiito b i l a t e r a l ,  regional and i i iult i lateral  agreetilerits 
and arrang etseti t s reg a r  ding i n  t eti I: i otia 1 t rarisbouiidary iiioveiiieli t S 0 f 1 iVi l?I  
rnodified orgauisnis, coiisistent w i t h  the objective of t l i i w  Protocol and 
provided tliat Eucti agreeinelits arid arrailgeiiiellts do not r e su l t  i n  a lower leve l  
of procectioii. cliari that  provided fo r  by the Protocol. 

2 .  
iiouse, of any such b i l a t e ra l ,  regional and iuul t i ia teral  agreealents and 
arrangements t ha t  they have elitered into before or  aPter the date of en t ry  
in to .  force of tiiis Protocol. 

3 .  'The pruviaioiis of this Protocol sha l l  not a f f ec t  iiit 
transbouridary moveiuents t h a t  take place pursuant t o  Suc!: 
arraiigeineiits a s  between the par t ies  t o  those agreements o 

4. Any P a r t y  rimy de:eriiii;ie tliat i t s  doiiiestic regulations sha 
respect t o  spec i f i c  iiiiports to i t  ail? sha l l  not i fy  the Biosafe 
Iiouse of i t s  decision. 

'l'lie P a r t i e s  sha l l  inCoriii each ocfrer, through tiie BiosaEety Clearilry- 

.. 

Art ic le  1s 

R I S ~  .ASSXSSMEMT 

1. R i s A  assessiiierits uxi,dertalren pursuant t o  t h i s  Protocol sha 
o u t  i n  a sc ie i i t i f ica l ly  souiid inaniier, i n  accordance w i t h  &inex 
i i i to accouzlt recognized r i s k  assessinent tecliniquos . 
Art ic le  0 and other  available s c i e c t i f i c  evidence i l l  order to i 
evaluate the possible adverse e f f ec t s  of l iv ing  rnodified oryani 
-0nnervatioii and sustaiiiable use of biological d ivers i ty ,  tal:in 
acclxiiit r i s k s  t o  liuiiiaii !iealt!i. . '  

such risk dssessments sha:L1 be based. at a ii~illitl~uin. 011 infnr:!ix!:ion provided i n  accorda$ce,; 41 w i t 1 1  

2 .  
f o r  deciuiotl3 takrll ur!der Ar t ic le  IC. 
out .L ! i e  risk aseensiaen*;. 

'The Party oE iiuport sha l l  ensure tha t  risk assessitients a r e  
It i a y  require  the exyor 

/- 



- Art ic le  1 6  

RISK IrlANAGEI4EIIT 

I .  
establ. ish and inairleain appropriate iiiech?llisltla, ineasures and s t r a t eg ie s  to 
regulate ,  Inanage and control rialis . ident i f ied i n  the r i a l ;  assesslnent 
provisions of t h i s  Protocol associated w i t h  the use ,  handling aiid 
transboundary inovenlent of l iv ing  iiiodified organisllls. 

2 .  bleasures based on risk assessment sha l l  be inlposed to the extent .  
necessary to. prevent adverse e f f e c t s  of the l i v ing  modj.fied organism 011 the 
conservation and sustainable  use of biological d ive r s i ty ,  
account risks t o  liuiiian health,  within the t e r r i t o r y  oE the Party of illiPOrt. 

3 .  Each par ty  s h a l l  take appropriate lnleasures t o  prevent unilitentional 
transboundary niovetnents oE l i v ing  inodif ied organisms, 
a s  requir ing a risk assessment to  be carr ied out pr io r  t o  the f i r s t  re lease  of 
a l i v i n g  modified organisin. 

4. Wit!iout prejiidice t o  paragraph 2 ahove, each 13arl:y slial: endeavour- t o  
ensure tha t  any l i v ing  iniodiEied organisin, wlieLher iniported. or loca l ly  
developed, liars undergolie an appropriate period of bbservation tha t  is 
comlnensurate wit11 its  l i f e - cyc le  or  ge?ie?-ation tiiiie before it i s  put to i ts  
intended u s * .  

5 .  Pa r t i e s  s h a l l  cooperate with a view to:  

'I'ile Pa r t i e s  nlba.lI., Laking i n t o  accouut Arti.cle U ( g )  a€ tlle Convellti.oll, 

talzillg also i n t o  

i.ncludi.ng such nieasures 

1 .  

( a )  Tdentifying 1.iving iiioclified or~anionzs 02- s p e c i f i c  traits 
iniodified otgaiij SIIID I:liac iiiay have advewe et'foccc mi i:k conservat.i 
sustainable  iisr of biological d ive r s i ty ,  Laki.ny a.Lso i n t o  acco11111: 
human Iiealth; and 

/b) Taking appropriate inleamires regarding the  treatwent of s 
iiiodified organissls o r  s p e c i f i c  traits. 

Artic1.e 1 7  . 
UL'IINTEI!TIOITAL TRfiIIlSBOUMOARY blOVEMEHTS 

AND EIIIERGENCY MEASURES 

1. mch  arty s h a l l  t a k e  apFropriate measures t o  n o t i f y  aE€ected"or$ 
_._. _..__ _._. _. . _.. - ...___ __.  z . : - : . . .  . --.._ -..: ... .:.:e .E:.? *,.:.s:-* j: 
. , - + . x - * : z l  ,.; ;;;;-c;,4 2 ,:-== ri.i ::--.=.-., .,=:..: ..-_ :>- 

npprop:.iati, re levant  in te rna t iona l  organizations,  cvtien i t  linows o~:fall i 
occu-ixnce under- i t s  ju r i sd i c t ion  resti l t ing i n  a re lease  t h a t  leads$; o? lnay 
lead,  
t h a t  i;. l i k e l y  l o  have si .gnificant adverse e f f e c t s  on the conservation 'and 
sustai: iable usr ,>E b iological  d ive r s i ty ,  taking a l s o  i n t o  account risks t o  
huinan nea l t l l  i n  such Sta tes .  
t he  Party I ~ O W I ;  of the above s i tua t ion .  

2 .  Each Part.; s h a l l ,  no l a t e r  than the date  oE en t ry  i n t o  Eorce og t l ~ i s  
Pro toco l  for- i l  , make ava i lab le  t o  the Biosafety Cleaxilrg-ilousa the irelevant 
detai3.s settiii: out  i t s  point of contact Eor the ptlrposes oE receivi.ng 

! -i an un.intenti.ona1 transboundary moveinent oE a l i v ing  inodifisd +rganism 
e 

The no t i f i ca t ion  s h a l l  be provided as 

n o t i Z . i . c a t i o i i n  ;. I d e l :  I : 1 1 i s  /i1-1:1<:.Le. . 5 

3 .  All)' notifii.  a t ion  a r i s i n g  froiii paragrapli 

!a) -Availal4.e re levant  inforiaation on I ha estirnate&q 
relevant  charac te r  i31: ics and/or CraLto of t h r :  

- 9 -  
~ l ~ a r ~ ~ ~  

~ g ~ i ~ - ~  



(c j  zuiy ava i lab le  iiifortuation about the possible adverse ef Eecto on the  
coliservatioii awl sustainable use of biological d ive r s i ty ,  caking also i n t o  
accouiih rislcs to liuiilaii heal t l i ,  a s  well a s  avai lable  inforwntion about poss ib le  
i-is1: ttiauarjewelit tntf~~iu:e~;  

(d! A u y  ol.licr ~ c l c v n l l t -  i .~ lCul . l lml ; ior t :  m1d 

( e )  

In order to iitiniaiize ally s i g n i f i c a ~ t  adverse e f f e c t s  011 the conserbation 

A poilit oE contaCt f o r  Purlller inforutation. 

4 .  
and sustainable  use of biological  d ivers i ty ,  taking a l so  in to  accoulit &sl:s to 
Iluxan fiealtli, each Party, under whose ju r i sd i c t ion  the re lease  of the 1~ViIlg 
inodified oryan!.sut re fer red  t o  i n  paragraph 1 above, occurs, sha l l  inanediately 
consult tlie a f fec ted  or  potei i t is l ly  affected S t a t e s  to enable Cheitt to 
detertnine appropriate responses and i n i t i a t e  necessary act ion,  includirly 
etxergency ttieasvxes . 

&tiole 18 

I!nllDLIlIG, TRIUlSPOl?r, P&Cl'DING AN!: IDZNTIFICILTION 

1. 111 os<ler to avoid adverse e r f e c t s  on the conservation an+ sustainable use 
of biological  d ive r s i ty ,  i:alriny also iiito account r i s k s  to hutnan hea l th ,  eacl: 
Party sliall take nec,asaary tileasurea to  require  t h a t  l i v ing  ntodified ol-ganis!:is 
t!lat a r e  sLSject t o  intent ional  transboundary isoveisent within tlle ScoFe Of 
this ~ r n t o c o l  a r e  1ia:u~led. packaged and transported under conditions OP 

sa fe ty ,  !:al:ing i n t o  coriideratio;! re levant  ix te rna  tiorral ru l e s  'and standards.  

2 .  Each Party shall cake qeasures t o  require tha t  docutiientattcu 

(a )"  Living iiiodified organisitis tha t  a r e  intended for d i rec t  +e as  food 

accotnpanyiug : i ;  
t .  

o r  feed, or f o r  processirtg, c l e a r l y  i d e n t i f i e s  t h a t  they niitay contain" ?.ivircg 
itiodified orqanisitis arid a re  not intended f o r  in ten t iona l  introduction i n t o  the  
environeent, '  a s  well a& a contact point for f u r t h e r  informatioy. 
CcnEerence of the  Par t ies  serving as  the meeting of the  PaxtieE t o  t h i s  
Protocol s h a l l  take a decision on the de ta i led  requtre!nents foe t h i s  purpose, 
including spec i f i ca t iop  of t h e i r  i d e n t i t y  and any unique iden t j f i ca t ion ,  110 
l a t e r  than truo yearn a f t e r  the da te  of entry i n t o  force  of t h i s  Protocol;  

I .I.lie 

k :  
I .  

(!.I) Living tirodif ied organisins tha t  a r e  clestirled f o r  contained use 
c lea r ly  idel i t i f  i e s  tliem as  l i v i n g  iiiodified organisiiis; and spec i f i e s  any 
requireiiients for the s a f e  handling, storage, t ransport  and use: tile contact  
point f o r  f u r t h e r  infunnation, including , the nauie and address of the  
individual  and i n s t i t u t i o n  t o  wfioin :lie l i v i n g  iiiodified organislhs a r e  
consigned; and 

IC)  

. .  ; ;  
Liviriy inodified orgariisiils that a r e  intended f o r  in tep t idna l  

irltroduction i n t o  tlie enviroiinient of the Par ty  of import aird a?y o the r  l iving. 
lnodified organisllis witllin tlie scope of the Protocol, c l e a r l y  iden$if ies thelu 

, t r a i t s  
and/or cha rac t e r i s t i c s ,  any requireiiieiits €or tlie s a fe  llandlingg ktorage, 
t*arl8eort and use. the contact .+oink f o r  fu r the r  inlornratioi; sild, 'a8 
appropriate.  the naliie and address o 
dec lara t ion  tha t  the movement is i n  
Protocol aygl icnhle  to  the exporter.  

a s  l ivi l lg  Iriodified. orgaliisnls; spec i f i e s  the id,eentity and re levant  0 

-in- 

k . -7**-u--rr-cur- ..-*,.rri.- ' 



3 .  
t h i s  protocol shall. cbnsjder the need f o r  and modalit,ies of developing 
standards w i t h  . regard t o  iiietlti.fj.cation, liandliug, packaging and t ransport  
p rac t ices ,  i n  consrll.l:ati.olr wi'.h other  relevant in te rna t iona l  bodies. 

The COnference of the Par t ies  serving as  t!le !iieeti?g of the Pa r t i e s  to ,  

Ar t ic le  1 9  

COMP'?T'i!!'F IIA'I'IONAL AlrrliO2rrXs AllD NATIOXAL PCCP-L POINTS 

1. 
i t s  behalf for- l i a i son  w i t h  the s e c r e t a r i a t .  
one o r  more competent nat ional  au thor i t ies ,  v!!ictl s h a l l  be responsible for 
performing the  administrative functions required by t h i s  Protocol and whicil 
s h a l l  be authorized t o  a c t  on i t s  behalf w i t h  respect  t o  those funct ions.  
Party may designate a s ingle  enti ty to  fu lE i l  the functions of both foca l  
point  aiid coinpetent national au thor i ty .  

Each Party.  slial.1. designnte one nat,!.onal Eocal point t o  be responsible on 
Each Party shall. a l s o  desiglzate 

A 

2. Each Party s h a l l ,  no l a t e r  than the date  of eutry into force of t h i s  
Protocol f o r  i t ,  no t i€y  the Secre ta r ia t  of the n8mes and addresses of i t s  
foca l  poiiit aiid its compecent nacional aoehority 01- au thor i t i e s .  rvliere a 
Party designates more than one coinpetent nat ional  au thor i ty ,  i t  s h a l l  COIiVeY 
t o  the  Sec re t a r i a t ,  with i ts  no t i f i ca t ion  Clrereaf, re levant  informatiox1 on the  
respect ive r e spons ib i l i t i e s  of those au tho r i t i e s .  Where appl icable ,  such 
information s h a l l .  a t  a minimum, bpecify which competeilk au thor i ty  is 
responsible f o r  whic!: type of l i v i n g  iiiocllfied organism. Each Par ty  s h a l l  
forthwitli n o t l f y  the Secre ta r ia t  of any changes i n  the designation of i ts  
nat ional  foca l ' po in t  o r  i n  the name and address or r e spons ib i l i t i e s .o f  i t s  
coinpetent nat ional  authori ty  o r  authori.tj.es. 

3 .  
it receives  under paragraph 2 above, and s h a l l  also make such i~iEoilnation 
avai lable  through the Biosafety Clearing-Ilonse. 

, . .  
The Sec re t a r i a t  s l ia l l  Eortliwitll i::fors the Pa r t i e s  of the llut$ijcations 

P ?  

Art ic le  30 

IIIFORM~PS0I.T SIIAEZLID AND TiiE BIOSAFETY CLEARING-IIOUSE 

1. A Biosafety ClearingTIiouSe i s  hereby establ ished as p a r t  of 
clearing-houne inechanism under Ar t ic le  18, paragraph 3 ,  of the Con 
order to: 

( a )  F a c i l i t a t e  the excliarrge of s c i e n t i f i c ,  tecliiiica:l, envir  
legal  inforniatAo:l.on, and experience wi th .  1.iving modified orga 

(b) A s s i s r  Par t ies  t o  implement the Protocol., taking i n t o  
cpecia:. needs of developing country .Parties,  i n  pa r t i cu la r  the 1 
aiid siiiaI.1 i s land  developing Sta tes  among ttieni, and countr ies  w i t  
transit.i.on a s  well a s  countries t ha t  a r e  centres  of o r ig in  and ce 
.gene t i c  d i v e r s i t y  . 
2. 
informal i.011 is icade avai lable  f o r  the purposes of paragrapll 1 abo 
pzovide access to  i.nforatation made availab1.e by tile Par t ies  releva 
i!nplanielitatj.ori OP the Protocol.. 
t o  otlir': interllatj.ollal biosafety i 

3 .  
Party s h a l l  malcn .avaiI.able t o  the Biosafety Clearing-Iiouse 
require .?  to be maiT2 avai lable  to  the Biosafety Clearing-11 
Protocc 1. and: 

Thi Biosafety Clearing-muse s h a l l  serve a s  a mneans t!lroogh wl 

I t  sha1.l a l s o  provide access,  

Wir_hotit yrejiidice to  the  protecti,on of conf ident ia l  i r l  



c.l_ ZI"LVCL.L, *e.&& I I : c " , . i , , ' , L I v . I  "\iUL'i" ,,; ,.A*= r=j lL, .rJ I'Ji LIIC <..LvclJ'~.:e 

iiiforiii4 ay i'eeiimiic pxucedure; 

(h) 
arraiigeiiiento ; 

( c )  

7 . ~ 1 ~  bi.latexnl.. regioaal 'and ruulti l- teral  agreeiaects aud 

!:uiiaaai:.iee oE its r i si: assessliieilts or eiiviroiiilieutal reviews of l i v i n g  
worl.iEied orgai~i.sisn geiierated by i ts  regulatory process, and ca r r i ed  out i n  
accordaircc ~11th nri i -c lc  15,  iiicludiiiy , where apyropriate,  relevalit iiiComatioti 
regardirig products thereof, riaiiielp, processed laater ia ls  t ha t  a r e  of l ivi i lg  
niodified organisin o r ig i i i ,  containing detectable iiovel coiiibinatiolls Of 

r ep l icable  geiietic material obtained tllrougli the use of iiiodern bioteohriology; 

(cl) Its f i l i a l  decisions regardiug the importatioll o r  re lease  of l i v ing  
iiiodified org,anisnls; aiid 

(el Reports s1il)lnitted Lq' i t  pursuailt t o  A s t i d e  33,  includirlg tliose 011 

i!iipleineilta t ion of the advaiice inforitled agreeiiient procedure. 

4 .  Tlie riiodalities of (Itie operatioil of the Biosafety Clearing-IIouse, 
iircl.uding rep or!:^ oil i t s  a c t i v i t i e s ,  s h a l l  be considered and decided upon by 
the Conference o f . t he .  Par t ies  serving as  the iiieetiilg of the Pa r t i e s  to t l i is  
Protocol a t  i:s first xoeting, oiid kept under review the rea f t e r .  

Ar t i c l e  21 

CORFIDEIWIAL Il?FOREIATION 

1. Tile Parlry of ixipork s l la l l  perisit the noki f ie r  to iden t i fy  inforuiation 
suhinitted under the proceduros of tliis Prctocol o r  required by the Party Of 

inport  as  pa r t  of t!le advance informed agreeiuent. procedure of ti!. Protocol 
tllnt is to be t rea ted  as  coiifiderit.La1. J u s t i f i c a t i o n  s h a l l  be given i n  such 

cases upolr request .  . I t  
: i i  

2 .  'rhe Party of iiiiport s h a l l  consult the n o t i f i e r  if i t  deridys tha t  
iiiforiiiation iden t i f i ed  by the i i o t i f i e r  a s  conEidentia1 does Pot ,qual i fy  for 
such tb-eatiiienk and s h a l l ,  p r io r  t o  any disclosure,  inforiii the t l q t i f i e r  of i t s  
decision, providing reasons on request,  as well as an opport&iicy for 
consultatioii  and f o r  an +lternal review of tlre clecisiori priok tq disc losure .  

3 .  
Protocol, iticluding any confident ia l  inforniation received i n  jthq context of 
the advance irioriiied agreeiiieilt procedure of the Protocol.  Each p a r t y  sha l l  
ensure t h a t  il: has procedures to  pro tec t  such inforniation and sl+illl prorect  

i t s  treakineiit 
produced l iyi i ig  iiiodified organisms. 

t 

1 4  
Each Parky s h a l l  p ro tec t  conPidelltia1 inforination received !under t!iis 

i 

the conf idec t in l i ty  of such information i n  r? !nanner no 
OP confident ia l  .inEorloation i n  connection 

purpose, except wit l i  the wri t ten consent of the n o t i f i e r .  

5. If a i i o t i f i e r  withdraws 'ox has withdrawn a 
inlport s h a l l  respect the conf 

information on which the Party and 
conf ider i t ia l  ity . 



( a )  'The name and address of the notiEier;  

(bl A general  descr ipt ion of  the l iv iug  niodified oiqailiset o r  organislils; 

( c ~  A surnrrlar-y of tl,e riisj;  assessment of ttie e f f e c t s  on tile conservation 
and sustainable  use of biological  d ivers i ty ,  tal:i!13 a l s o  in to  account risks t o  
human 1iea:th; and 

(dl  Any inethoc's and plans for '  ;mergenc)r response 

A r t i c l e  22 

CAPACI?Y-BUIIaDIIIG 

1. 
lruiiian resources and i n s t i t u t i o n a l  capaci t ies  i n  biosafety,  including 
biotechnology t o  the ex tez t  that .  i t  is required f o r  biosafety,  
of tlie e f f ec t ive  iniplenientation of t h i s  Protocol, i n  developing count?Y 
Parties.. i n  pa r t i cu la r  the ].east developed and sinal1 i s land  developing States 
among them, and i n  Par t ies  with economies i n  t rans i t ion ,  
ex i s t ing  global;  regional, '  subregional and nat ional  i n s t i t u t i o n s  ana 
orqdkizatioiis and, P O  appropriate,  throug!; f a c i l i t a t i n g  pr iva te  Sector 
involvement ~ 

2. 
cooperation, t he  needs of developing country Par t ien ,  i n  pa r t i cu la r  tlie l e a s t  
develcped and small is land developing S ta t e s  anlong thein, for f inancia$.' 
resources an@ access t o  and t r ans fe r  ot; technology and 
with C l l e  re levant  provisions of t h e  Convention, s h a l l  be 
account f o r  rapaci.ty-huilding i n  .biosafety. Cooperation 
s h a l l ,  subject  to the d i f f e ren t  s i t ua t ion ,  c a p z b i l i t i e s  
each Party,  include s c i e n t i f i c  and technical . t ra in ing  i n  
management of b io technolog ,  and i n  the  use of r i s k  assessinent and 
nianagenient f o r  biosafety,  and the enhancemenl: of technological and 
i n s t i t u t i o n a l  capac i t ies  i n  biosafety.  The ueeds of Par t ies  with 
transi:ion shalJ. a l s o  he taken f u l l y  i n t o  account f o r  such 

The Par'ties s h a l l  cooperate i n  the developmeilt and/or strengtlle1lillg Of 

f o r  the purpose 

including tllrOllgh 

For the purposes of in>p>.einenting paragrap); 1 above, i n  re la t iqn  t o  

i n  biosafety.  

Ar t ic le  2 3  

D U B I J C  AWAREI,IESS PMD PARTICIPATIOII , 

1. TIE Par t i e s  sha l l :  

(a )  Proinote and f a c i l i t a t e ,  publ ic  awareness, educahion and par-t lyipation I .$ . 
concerni rig the s a f e  transfer, ,  handling and use oE l iv ing  tnodified, drgaflisnls i n  

taking a Lso i n t o  account risks t o  human heal th .  
shall cc.3peLnate, a s  appropriate,  with other Sta t e s  and internationa.1 bpdies: 

re! 21:iox to tile conservation and sustainable  use of biological  d ivepi t . j . ,  i 

Xn doing so, the Par t fes  

1 .? 
f <  

F j  

(Lf Endeavour to  ensure tha t  public awareness and education encolppass 
access  t ..J inforwat.; on on l i v i n g  tnodiEied organisrrls i den t i f i ed  i n  accordence I 
k4th th: j: L'rotocol t ha t  may be iisported. $ 6  

2 .  T1.e Par t i e s  s h a l l ,  i n  accordance w i t h  t he i  
regula?:ions, c o n m l t  tlie public i n  the decision 
l i v i n g  niodlfi.ed organisnis and s h a l l  make the r e s u l t s  of such 
ava i l ab le  to the puhlic,  while respect ing confident ia l  i n fo r  
accordance w i t h  lir8.i c1.e 21. 



a r t i c l e  2.1 

t.1011- L'AR1'XES 

I . 
llol~-pa~:tj,es : ; l ~ ~ ~ . l l  be coll:zit;teiit w i t l i  Llie objective of tliis Protocol. 
Palrties  sap eiitec i i i b  b i l a t e ra l ,  regionaL and niultilatera:! agreeii&en:s and 
al'rangetlieiits w i t l i  ,loll-Parties re$ardiiig sucli tl-aiisboulldal-y wovelllents . 
2 .  
colitribute approprince iriforlilatioli to the Biosal'ety ciearing-Iioouse on l iv ing  
rsodifierl O r C f a i i s i l l s  released i n ,  or iiioved in to  or out of, areas w i t h i l l  t h e i r  
i iet ional ju r i sd ic t ions .  

T ~ i ( ~ ~ : i b ~ ~ ~ ~ J r 7 r ~ ~  wovetuetiLs oC l i v i n g  iaodi€ied organinlus betweell Par t ies  aud 
The 

T11e Faxties sliall eiicouraye lion-Parties to  adliere to  t h i s  Protocol and to  

H l - t i c l ?  2 5  

' ILLEGAL TRiUiSi3OUNUA;lY M0VEI:ENTS 

I. 
and, 
oryaniszas carr ied o u t  i i i  contravention OE its doiilestic tiieasures t o  illlplelnellt 
t h i s  Pcdtacol. Such IitoGeaieirts shall be deemed i l legal traiishouiidary 
ittoveinen t s  . 
2 .  111  the case 01 a i l  i l l e g a l  transboundary illovelllellt, tlie affected Party iiiay 
request tlie Part)' of origiii t o  dispose, a t  i t s  owii expense, of .the l i v ing  
aiudified organlsei Ln question by repa t r ia t ion  or  destruction, as  appropriate.  

3 .  
inforslatioii coiiceciiirlg cases of i l l e g a l  transboundary nioveinedt, kertaiiiiiig t o  
i t .  

'Each Pal-ty shal l  adopt appropriate dosiestic measures aimed a t  prevelltiilg 
i f  appropriate, penalizing trausboundary inove~nei~ts of l iv ing  aodiPied . 

!.< 2 

Each Party o l ia l l  Ilialie avililable to  the Biosafety Cleariig H o u s e  

I 

Article  26 

SOC10-ECL)liOfi~IC COtiSIDER!A'I'IONS 

F L  2 .  Tlie Par t ies ,  i l l  reacliiiig a decision ,011 import t!nder tlii? Protocol or, 
under i t s  doixestic ineasures iiiipleii~er~ting the Protocol, iuay t'i," :iiito, a c c o y t ,  
consisteilt w i t h  Clieir intemationa?. obligatious,  socio-econoriic consideralions 

arid 
sustainable use oE biological d ivers i ty ,  especial ly  with regard .to the value 
a r i s iug  from the itiipact oE l iv ing  ruodified organicuts on the sonqervation 4 

of biological d ivers i ty  to  iridigeiious and loca l  concnunities . 
The .Parties a re  ericouraged t o  cocaerate 011 research and 

excliange OIL any socio-ecolminic impacts of' l i v i t q  Inodified 
2 .  

especial ly '  011 iridigeiious ana loca l  cousiiusities . 



1 iviiig inodifj ed orgoni.sias, analysing alii1 t a k i n g  dile accoi?nt of the ongoing 
processes i n  iiiternatiolral law on these inatters, ar~d s h a l l  erjdeavour t o  
coaiplete t':is process within Four yeairs. 

Artic2.e 28  

FIIIRP!CIAL I~lECilAtIISM AND RESOURCES 

1. 
Protocol, the Pa r t i e s  s h a l l  take i n t o  accoulrt the provisions of Ar t i c l e  20  of 
the Convention. 

2 .  
s h a l l ,  tlirough the in s t i t u t iona l  s t ruc ture  entrusted w i t h  i t s  operatiOl1, be 
the f ina!ieial inecllanism fcr this Protocol. 

3 .  
Protocol,  ehe Conference of the Par t ies  serving 29 the meeting of the Pa r t i e s  
to  t h i s  Protocol,  i n  providing guidance wi th  respect  t o  the EillanCial 
rlleclianisrn re fer red  to  i n  paragrap11 2 above, f o r  consideration by the 
conference of the Par t ies ,  s h a l l  h!:e i n to  account the  need for f inanc ia l  
resources by developing country Darties,  i n  pa r t i cu la r  ' t he  l e a s t  developed and 
the slriall i s land  developing S ta t e s  among them. : 

4 .  I n  the co1:text of paragraph 1 above, 
account the  needs of the developing country Par t ies .  in  pa r t i cu la r  the l e a s t  
developed and the  smaj.1 is laud developiiq S ta tes  aiiiong tlleiil. and of tlle 
Par-ies with ecvnonlies i n  t r ans i t i on ,  i n  t h e i r  e f f o r t s  to iden t i fy  and 
implenie1;t t h e i r  capacity-building reguire!irerlts f o r  the pnrgoses of the 

III cons<.dsrl.ng f inanc ia l  resource6 f o r  the iiiiplcnlentation of this 

The f inanc ia l  liiechanislp est+lbl.ished i n  Ar t ic le  21 oE . the Convelltioll 

Regardhg the capacity-building referred t o  in A I 3 2 j . d e  2 2  OE t h i s  

tlie Par t ies  shall a l so  take i n t o  

. 
I _  ~. i:IiVl.eiiienta!:ion O E  this P~:otocol. . :  

5 .  
decisions o€ the Conference of the Par t ies ,  including tllose agreed before the 
'adoption O E  this Pi-ol:oc:,l, slial?. apply, !!!utatis i!!uttlndj.s, 50 the provis:ons of 

The guidance to  the f inanc ia l  ine'clianisin of the Convention il: r e  I 2  ev?nt 

this Ar t i c l e .  f :  i . 1  
6 .  The developed country Parties, may a lso  provide, and the  develop ngi 
country Pa r t i e s  and the Par l ies  w i t h  -economies i n  t r ans i t i on  ava i l  Cliein<elves 
o f ,  f i nacc ia l  and technological i-eso!.zrces F o r  t h e  itnplenientation of tlie j 
provisions of this Protocol through b i l a t e r a l ,  regional. and tnultilateraY 

1 

 channel.^ . I I  

Art i c l e  29  

CONFEREIICB 01.' TIlE PARTIES SEnVIllG AS TliE [4EETIHG O F  

' TilE PARTIES 'rP THIS PROTOCOL 

1. 
t o  this Protocol.  

2 .  Par t ies  t o  the Cnnve:ition tha t  a r e  not Par t ies  t o  th.i.3 Protocol 

The Conference 0.f the Par t ies  ,sliall serve as tile siiieting of 

p a r t i c i p a t e  a s  observers i n  the proceedings of any sleeti.ng oE the 
of the Pa r t i e s  rei-ving a s  the meeting of tire Pzr t ies  t o  this ProtocoJ. 
t l ie.conference of the  Part ies  serves a s  tile me.eting of tire Par t ies  t o  tdis 
Protocol, tlecisious under C h i s  Protocol s h a l l  Le  taken orriy by t::ose that a r e  
Par t ies  t o  i t .  

iculien 

3. when the Couference of, the pa r t i e s  servas a s  t he  meeting of 
t o  t h i s  Protocol.  any inernber of the bureau of the Conference of 
representing a Pai.ty to  the Convention but, a t  I:hat tittie, not.  '' 

- 1.5- 
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4 ,  cv~ l~e re l l cc  ot t i l a  t ax t i e s  AS V:;X iitattcbcdy oE the. wrc ies  t o  

Protoccl alld sjlall illa~:e, witliin i t s  W;%TS:~>:~E, cdie dt .cisiom 11ecessarY t o  
prolrlote its effective illlplelllelilLatioi?. :rt. . ~ 1 ! a ' n  p~cw.:~tl -the fulictiolls a s s i w e d  
t o  i t  by t h i s  Prct:ocol and s l ia l l :  

( a )  I.lake recol l i l , le l i~~a~~oIrs  matters zwcessax 7 f o r  the ililple:ileiltatiol1 

p ro toco~  s l la l l  keep ullder regular revjsw ~ I I . C  -iaiL.'l-l:~iitation of tllis 

or this Protocol; 

(1,) EstaIjLisIl SUCIL subsidiary boc?ies- a s  ,are  deeined iiecessary for  the 
inpleiiieutation of this Protocol; 

( c )  ,<eel; and u t i l i z e ,  vrlieye approprizte,  the serv ices  and cooperation 
of, arid iilforination pL'ovided by, coiiipetent i :>ternaticnal .organizations and 
iiitergovernmeiiCa1 and nori-goveriiniental bodies; 

(d) Esta1,lisll the Forin ai?d the in te rva ls  f o r  tsarlsiilittillg the 
i!lfcrii\aticil t o  be submitts6 i n  accordance with Art i c l e  3 3  of this Protccol and 
consifier sucli irifohnation as well a s  repor t s  subiiritted by any s h s i d i a r y  bod},; 

Consider and adopt, a s  reyuired,  aiiiendiiierits t o  t h i s  Protocol and i t s  (e! 
allne:ces, a s  well as  any addi t ional  annexes to t!;is Protocol,  that a ra  deelned 
necessary f o r  the iiii~,leiiientatior1 of this pro'xcoi; and 

(E) Zxercise such other  functions as  ii:ay be required Eor the 
implenientation of t h i s  Protocol. 

5 .  
ru les  of the Convention s h a l l  .be applied,  iiiutatis tnutaitdis, under this 
Protocol, except a s  [nay be otherwise decided .by.coiis~nsus by the  ConEerence of 
the Pa r t i e s  s,erving as  the iiieeting of the Par t ies  t o  this Protocol. 

6. 
of :he Par t ies  to .c l i i s  Protocol s b s l l  be convened by tlie s ec+ ta r i a t  i n  
conjunction w i t h  the f i r s t  meeting of the  Conference of the Tartres t h a t  is 
sclieduled a f t e r  the date  of the en t ry  i n t o  force of t h i s  P1:o<oC01. 
ordinary iiieetiltgs of the Conference of the 
the Par t i e s  t o  this Protocol s l ia l l  be held i n  
iiieetings of the  Conference of the Par t ies ,  unless  
Conference of the Pasties serving a s  the nieeting of the  
PL-otocol. . 
7 .  Extraordinaxy iiieetinys of 
iiieeting of tile Pa r t i e s  t o  this. 
may be deeiiisd necessary by tlie Conference of tlie Par t i e s  ser+ixrg:as tile 
iiieeting of the  Par t ies  t o  t h i s  Protocol, o r  a t  the wr i t ten  re+st of any 
Party, provided tha t ,  witliin si]: months of the  request being Fo@unicated t o  
the Par t ies  by the Secre ta r ia t ,  i t  is supported by at  l e a s t  oile t h i r d  of the  
Par t ies .  i I  

t :  
1 .  

~ l l a  r u l e s  of procedure OE the Conference of the Pa r t i e s  arid Einancial  

i . .  
The first tiieeting of the Conference oE the Par t i e s  serving as the illeeting 

SubSeqW:lt 

fl.' 
1:nergy AyeilcY. as well as any S t a t e  meiilher thereof or observe$-s there to  11ot 
IjartY to tile ConVelltiOn, iiiay be represented as  observers a t  iiyeetirlgs of the  
~:onference of the Par t ies  serving as the m e t i n g  of tile Par t ies  to  t l l i s  
Wutocol . 
'Jr noll-~ove~~llaieiital, tha t  i s  qual i f ied  i n  iiiatters colrered by 

TIE Ullited Nations, i t s  special ized agencies and the Int[ernational Atoi i i ic  

Ally bod}, o r  agency, wlietlier Iia€ional o r  interi lati<nal;  govermnetltal 
protocol and 

tha t  llas irl&xmed the  Sec re t a r i a t  of i t s  wisti t o  
,'f the Concerence of the Par t ies  serving a3 a 
?rotocol as all observer, uay be so adiiiitted. unless at le 
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Par t ies  present object .  
adrnissiori and par t ic ipa t ion  of observers sl!al: be subject  t o  the ru l e s  of 
procedure, a s  re fer red  to  i n  paragraph 5 above. 

Except a s  otherwise provided i.11 this Actj.cle, :he 

Ar t ic le  30 . 

S U B S I D I A R Y  ECDI'ES 

1. 
decisio:? by the Confereiice of tbe Part ies  serving as the  liieeting oE the 
pas t i e s  to tliis Pr;otocol', serve the Prctocol, i n  which case the iiieeting of the 
Par t ies  slia1.l specify wliicli functions tha t  body s h a l l  exercise .  

2. 
par t i c ipa t e  as observers i n  the proceedings of any .meeting. oE any such 
subsidiary bodies.  
subs id ia ry  body to this Protocol, decisions under the  Protocol s h e l l  be talcen 
only by the  Pa r t i e s  t o  the  Protocol.  

3 .  
regard t o  matters concerning t h i s  Protocol, any iiiember of the bureau of tha t  
subsidiary body representing a Par ty . to  the Convention Imt, a t  that t i m e ,  not 
a Party t o  the Protocol, s h a l l  be subs t i tu ted  by a nierriber to be e lec ted  by and 
from among tlie Pa r t i e s  to the Protocol. 

A n y  subsidiary body establ ished by o r  tinder the Convention Inay, upon a 

Par t ies  to tlie Conveiition tha t  a r e  n o t  Par t ies  to  t h i a  Protocol ilia)' 

Nhen a 'subsidiary boCy of the Convention serves a s  a 

Wllell a submidiary body of the Convention exerc ises  i ts  func!:ions W i t h  

Art ic le  31 
i :  

S ECRG'PAR I AT 

1 Y  

as  the s e c r e t a r i a t  to  this Protocol. ! :  
j .! 

s e c r e t a r i a t  shal l 'applp,  giutatis mutandis, t o  this Protocol. I : ,  

I . .  'The Sec re t a r i a t '  establislied by Ar t ic le  2.1 of the Coilveiltion o l i a ~ ~  -3erve 

Ar t i c l e  34. paragraph 1, of the Convention on the focrctions of!the: 2 .  

i !  3 .  To the ex ten t  t ha t  they a re  d i s t i n c t ,  the  cos ts  of the s e c r e t a f i a t j  
services  f o r  this Protocol s h a l l  be met by tlie Pa r t i e s  hereto.  
of ttie Par t ies  serving a s  the meeting of the Pa r t i e s  t o  this Protocol shall. 
a t  ita first meeting; decide on the necessary budgetary esrangenients' to! this 
end. 

The :Conference 

Ar t ic le  3 2  

RELATTTCPIS!IIP WITII *rm CCINENTIOI.I 

i 1  Icxcept a s  ol:lierwise provided i i i  this Protocol , tlie provis.i.ons q E  t l i r  
Convention r e 1 a t i . q  t o  i ts  protocols s h a l l  app1.y to  ti1i.s Protocol,  

Ar t ic le  33  __- 

MOl:iTORiI.7G AND REPORTING 

13acli Par ty  Shal l  riionitor the irripleir 
Protocol,  and s h a l l ,  a t  i n t e rva l s  to '  be 
Pa r t i e s  senring a s  t!ie rieetinc: of the P 
Conference of the  Par t ies  serving a s  the  nieetfny of the  Par 
Protocol on measures tiiat i t  has talcen to iir!plernent tile PA-? 



Cl)tXJLIl.:<CE 

T I I ~  Confereiice the Par t ies  serving as  tlie iiw3tilig of the Pa r t i e s  to 
this protocol s h a l l ,  at its f i r s t  aieetiiig, consider and approve cooperative 
procedslres aiiri i u s t i t u t i o n a l  iiieclla~iis~iis t o  proinote con~pliauce w i t h  the 
provisions UP t l i is  Pzotocol and t o  adcicess cases of non-coiiipliance. 
proc:ecim:cs aut? itiec:iin~i.s~~~ sl in l .1  include provisioils to oefer advice or 
assistrluce. ts1ica.a apgi-opriate. 
prejudice t u ,  tlie dispute settleiselit procedures a!ld ~~iecl~a~i is iss  e s t a b l i s l ~ e d  by 
Art ic le  2 7  oE tlle Coiiveiitiou. 

These 

They s h a l l  be separate  Erotli ,  allrl without 

Ar t ic le  3 5  

ASSESSI.IEI)T AlIU REVIE!V 

Ttie ~ o i i ~ e r e u c e  of the pa r t i e s  serviag a s  the meeting of the Parties to 
t h i s  PTOI:OCO~ .glial1 undertake, five years a f t e r  the entry i n t o  Eorce of t h i s  
erotocoi a d  at l e a s t  every f i v e  years thereaf te r ,  an evaluatioii of the 
eEfectiveiiess 01 the Protocol, includiilg an aesessi~~eilt of its procedures and 
antiexes. 

Ar t ic le  36 

SIGNATLEE 

T l i i s  Pi:otocol shall be open f o r  s ignature  a t  tlie Uiiited Nations Off ice  a t  
l lairobi by S t a t e s  atid regioiial ecoiioinic in tegra t ion  organizations from 15 to 
26.1.1ay 2000,  aiid a t  Uiiited llations Ileadquarters i n  N e w  Yorlc froill 5 June 2 0 0 0  
t o  d June 2001. 

a r t i c l e  3 1  

EllTRY INTO FORCE 
5 1  

1. 
of deposi t  of .the f i f t i e t h  L~lstruirleiit of r a t i f i c a t i o n ,  acceptance, approval O r  

accessioii by s t a t e s  .ar regioiial econowic in tegra t ion  organiza$iolis t h a t  are 

Tliis Protocol s h a l l  enter i n t o  force 011 the iii,netietli da). a f t e r  the date  

Par t iea  to  tlie Conveiltion. s f  
; i  

2 .  
in tegra t iou  organization that' r a t i f i e s ,  accepts or app,roves cliis ;e ro tocol  O X  

accedes there to  a f t e r  its entry i n t o  force pursuant t o  paragi:aphtl ebove, 011 

. the ninetiet!? clay aEter the date' 011 which 
in tegra t ion  .prganizatioli deposits i t s  instruntent of ra t iEica  acceptance, 
approval or accessioii, o r  on the' 
force  for- t h a t  S t a t e  or reyiotia!. 

3 .  For tlie i?-irposes. oE paragraphs 1 
a regi.unnl economic iiitegratiom organizatioti shall not be couBte$ as 
addi t ional  t o  those deposited by iiieiit1,er S t a t e s  of sucli oryani9ation. 

T l i i s  pxotocol sllall en te r  i u t o  force f o r  a s t a t e  or regipa{ economic 

nliall .be the later. 

-18- 



- h r t i c l e  3 8  

RESERVATIOIIS 

ITO reservat ions imy Ire iiiac1e to t h i s  Protocol. 

a r t i c l e  39 

I~ITIIDRAIWAL 

1. 
entered into force f o r  a Party. 
giving wri t ten notif.: cat ion t o  the Depositary. 

. z .  
date  of i t s  r ece ip t  by the Depositary, o r  on such later clate a s  inay be 
spec i f ied  i n  t h e  n o t i f i c a t i o n  of .the r-jithdranal. 

R t  any t ine a f t e r  two years from the date on uhich this Protocol has 
tliat Party rnay.withdraw fro!!: the  Protocol by 

any SOCII withdrarval s h a l l  take clace npon expiry of ope year a f t e r  the 

Art ic le  4 0  

A:!TilEPITIC TEXTS 

The o r ig ina l  of this Protocol, of which the Arabic, Chirese, English, 
French, Russian and Spanish texts a re  equally anthent ic ,  $!iall be deposited 
w i t h  the  Secretary-General of &e KrniteC NaMations. 

$ 1  

I 

I DO!.lE a t  Nontreal on this tweity-ninth day oE January, two thoiis'and;. 
4 .  

IN WITNESS WIIRRGOF t:io uniBe.r-sig:ied, being d i i l y  authorized to tliat e f f e c t .  

I have niyi ied  L i i i r i  Protocc>L. 



( a )  iiaiitc, nddrerJo and coiltact d e t a i l s  oZ the exporter 

( I , )  

(c') 

iiasii,?, nt1tl;ai.c; nlid ~ ~ o t i c a ~ t  d e t a i l s  of the iwporter. 

iiatlie a11'1 i d e i k i t y  of the i i v i r i g  iilodified orgailislil. as well as the 
doaiestic c l a s s i f i ca t iou ,  if ally, G?.  the b iosafe ty  Level of the livirlg modified 
oxyanisiri j.n tlia Sta t e  of export. 

(d) 

( e )  

~ ~ , l ; ~ , , d ~ d  date or dates op tile transboundary iiioveiiielit, if lcnown. 

?laxollomic !status, coiiimoii jiatrie, poiiit cz collect.ion or acyu i s i t i cn ,  
R I I ~  cI1aJ:acteristics of rec:'.pieut oJxJanisin or parenta l  organiskts r e l a t ed  20 
biosafety.  

( f )  cent res  of origiri an3 ce:;tres of genet ic  fiiversi'y, i f  ~uiow:~, of the 
rec ip ien t  organisiii a!ld/oc the parental  orgallisms and a descriptio11 of the 
!lahitats v!ltere clie orgauieats riiay p e r s i s t  o r  p r o l i f e r a t e .  

( g )  ~axono:nic status, COLI::I~OII nariie, poirit of c s l l ec t ion  or acquis i t ion ,  
arid characteriai-ics o f  tlie donor organism or orgallisms re l a t ed  to biosafety . 

111) ~ e o c r i y t i o n  of the nucleic  a c i d  or the iiiodification introduced, the 
teclv~igue used, and tile resul,tir?cj c l ia rac te r i s t ics  uf the l iv ing  Ilior!ified 
organis::i. 

ti) Xritencled use of t1.s 1,iving modified organisin or prod;tcts thereof ,  
oaaely. pi:ocessed iiiaterials t h a t ,  a r e  of l i v ing  irrodif i ed  orqanislrl o r i g i n ,  
coritoiiiing c1e';ectaJ~l.e novel  cosibi!meiuno of re>l icable  genet ic  material  
obtnine'd throug11 t!ie use of iooodern biotec1.1nology. , !  

,i , .  

(j) Quanti t j -  or voluiiie of the l iv iny  niodified organisw ';o ?e 
tlraiis f e r r ed  . : !  , :  

i 
(1:) A previouo and exis t ing  risk assessnlent report  corisis<ent w i t h  

A 

Allnex 111. I i  
: 

(1) Suggested iimtliods for the safe  handling, sborage, t ransport  and use ,  
illClUdi11~ ~lackagillg, l abe l l ing ,  documelltatiori, d isposal  and cbi&gency 
yrocedures, where appropriate.  . .  

> . .  
(Ill1 KecSulatory s t a t u s  of the  l i v ing  modified organism witllin tlie S t a t e  

of  export ( fo r  exaniple, w!ietlier i t  is prohibi ted i n  the Sta t$  o€: export ,  
wl~ether there  are  other '  r e s t r i c t i o n s ,  o r  whether i t  has been .approved f o r  
general  re lease)  and, i f  the l i v ing  iilodified organism is ban@d Sn t!le S t a t e  
of ei;porc, the reason o r  reasons f o r  the ban. j ' j  i . 5  I n )  fesu:Lt and purpose oE any no t i f i ca t ion  by the exporter; t o  other  
St?tes reg;ll 11 illy tlle l i v i n g  InodiPied. organisin t o  be trallsfer+d.; 

(0) Fh <k?claxatiarl thal: the above-uientiolled 
co I r e  c t . 

,..".". . .*_ 

. . .  . .. 



Annex 11 

INFORrlA'l'IOLI REQUIRED COIICERNIPJG LIVILlS I.lORIPIII'3 ORGANISMS 
III'PIZI~IUED FOR DIRECT IJSE AS FOOD OR FEED, 

UIWER P-RTZCLIZ 1.1. 
OR FOR PROCESSING 

(a )  
domestic use.  

(1,) 

'me na*e and contact de t a i i s  of the appl icant  f o r  a decision f o r  

'l'he name and contact d e t a j l s  of t!ie a l l ~ l l o r i t ) ~  responsible f o r  the 
decisj.oI1. 

(cl 

(d)  

t ~ m w  and icicntitp of tlie l iv ing  m o c l i E i e d  organ5 sm. 

Descri.ption of the gene modification, the techniyt!e used,  and the 
r e su l t i ng  cha rac t e r i s t i c s  of tli= l i v jng  modified ol-gar.islil.' 

(e) 

( f j  

Any unigue iden t i f i ca t ion  oE the living iiiodifierl organisln. 

TaxonooIic s t a t u s ,  common name, point  of co l lec t ion  or acquis i t ion ,  
and cha rac t e r i s t i c s  of l ec ip i en t  organism or parenta l  organisms r e l a t ed  to 
biosafety.  

(9) Centres o f .o r ig in  and centres of genet ic  d ive r s i ty ,  i€ IcnowT~, of the 
rec ip ien t  organism and/or the parental  organisms. and a descr ipt ion of the 
habi ta t s  where the organisms ;nay p e r s i s t  o r  p r o l i f e r a t e .  

'I'axorwulic s t a tus ,  conuiion mitie, point of collectiorl  or acquis i t ion ,  
and cllar.acteristi.cn OE the donor organisill or organjsnis r e l a t ed  to b.'osafetlr. 

, (111 

I :  
1 ,  
f, ; 

( %  I 

( j )  

(IC) 

' Appkoved itrjes oC the l i v i i i g  Inodified oryani.slll. 

A risk aSsessine?lt report  consis tent  with Annex 111. 

Suggested inetliods for the safe  handling, s torage,  t ransF3rt  a.nd use, 
g, 
3 

includino packaging, l abe l l i ng , .  dacmeritation, disposal  and conting$ncy, 
b ,  procedures: where, appropria &e. 

-21 - 
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(d)  estilliac:.j.oi~ of the overall. risk pooetl by t . 1 ~  l . , iv . i i~~  modified 
orgar!! sIii based on the evaluation oE the 1.J.kel i,!~ood aild conseclilrnces oE the 
i.deliti E.iieL1 adverse e f f e c t s  beiiig real izecl; 

ie) p. recoiiiiiien~?atioii as  to wliether or 1101. 1.112 r j . s k s  i l l* iiccepLab1.e 01- 
isanageabl.e, i n c l i r r l i i q ,  wliere necessa~-y, ideuCiEicatioIx oE stral;egi.es t o  Manage 
these risks j ' and 

( f l  Wliere t1i.eL.e i.s nncertainty regar.djn9 the 1eve.l: of Xisk, it  iiiay be 
addressed by request:i iig filrtliei. inPoiwatiou 011 the spec i f i c  i ssiies of concern 
or i,y iiiiplenierltirq appropriate ri S I C  iiianayemeulr s t r a t eg ie s  anrl/or iiionikorirlg 
klie 1 ivjng iiiod!.Ei.ed oi:gani.ssi i i i  tlie receivjny er~vironi~ent .  

9 .  Depeiidirig WCI tlle case, r i s k  assessment I:~iLes inl;o a c c o ~ ~ ~ l t  L11e relevant 
technical a d  scj.ei1t:iEi.c de t a i l s  regai-di.ng clle c:haractari s!:ics of the 
Eollowiiig subjects: 

. .  ( a )  Reclnient o::ranisni 01: nai:enCal orqai?ipg!g. Tile biological 
c l laracter is t ics  of the rec ip iant  oryanisni or parental. organisas, 
infolrtnati.on on taxonotitic slra tils, coiniiion name, 0ri.gi.n. centres of or ig in  end 
centlres of g+metic divers i ty ,  if known, atid a dascri:~tjon of the habi ta t  w1iet.e 
 lie organisms inay pers i s t  o r  pro l i fe ra te ;  

jncliitding 

(b; !!onor orr la i i i s ! ! i -oroygaj~~~S .  Ta::oiici!ii c scal:iis ail<? cotwon naine, 
so!lrce, arid ~ l s e  re.!evant 11i.ologicaI char-acteri s!:j.<:s or tlie d c i i r o r  o~ganisiim; 

IC) ysg&or. C1iai:acl:eristics of tlie v e c t o r ,  iiic'l tiding i t s  i.d nLiL 7 ,  if 
i ~ n l y ,  at , , l  i1.i; s t x i , ' C : e  ( 1 8 -  o , - i < , . i t i ,  'and i t s  iv,ril: v 'a t t ! ,~ ;  

(d] Tiisert or'  i.nserts and/ox c1iaracte::istics uE iiiodif.ic:atioil- 11.' enet ic  4 
cliaracteri.stics of tlie inserted n?rclei.c acid and the Eiiiicti.oii i t  spec j f i e s ,  
and/or characteri.sti.cs O E  the aodi,fication introduced; $. . 

I :  . .  
( e )  I.i.vj iiq srodj,eied_o~qai~s!!!. Ident i ty  of the living n!odj€igd qrganisin, 

and' the differences between tlie biological. characterj .st ics of rlie IivQig 
iiiodj f ied ol:gani.siii aiid those oE the reci.pieiit orgaii.i.mi o r  pai-@ireal orgaiiissis; 1 

1 ,  r .  .; ( e )  netecLj.on and identifi.cati.oii o E _ ~ ! e l . i ~ ~ ~ ~ ! ~ " ~ ~ i f i e c l  orclanis$. 
Suggested detecti.on 2nd identiEieation aletliods and r1lei.r speciEicity,  
sens. i t ivi t ) .  and reli.abi.!.ity; 

i 
(9) Tfi:oi:inati.oii rel.ating to  c!ie i.Gtendet7 iise. xntorio,ation r e l a t i n g  to 

the intended use oE tlre l iving inodiEied orgarii.sal, j.nc1.11di.nr~. iiew o r  rclianged use 
coiiisar=d to the recipient  orgaii.i.sis or prelthal. ocgan.i.eitns; atid 

. .  

(11) ~ c ~ ~ ~ i ~ ~ - ! i " i . r o n s e _ r ! t .  ~ i ~ t o ~ - i n a t i o n  on t~lr  I ctcaei.oii, geo&apiu.cal, 
cl iniatic and ecological charac te r i s t ics ,  i.nclu1ilirlrJ relevant irleorili ' t ion on 
biologicai d ivers i ty  and centres of 0yigi.n of t!le ~ . i~ ; t ? ly  potenti.ai 7 .  +receiving , 

enviroiunent , 1 i 

I 


