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BIYOLOJIK GESITLILIK SOZLESMESI

BiYOGUVENLIK CARTAGENA PROTOKOLU

Yayimlandigi Resmi Gazete

Tarih - 11 Agustos 2003

Sayi : 25196

Kanun : 17 Haziran 2003 tarih ve 4898

Bu Protokollin Taraflari,

Burada bundan sonra “Soézlesme” olarak adlandirilacak olan Biyolojik Cesitlilik
So6zlesmesinin Taraflari olarak;

So6zlesmenin 19uncu Maddesi paragraf 3 ve 4’e ve 8 (g) ve 17 numarali Maddelerine atifta
bulunarak,

Ayni zamanda Sézlesme Taraflarinin 17 Kasim 1995 tarihli Konferansinin, ézellikle On
Bildirim Anlagsmasi i¢in uygun iglemleri degerlendirmekten yola gikarak, modern biyoteknoloji
kullanilarak degisime ugratilmis bulunan ve biyolojik ¢esitliligin korunmasi ve strdurulebilir
kullanimi Gzerinde herhangi bir olumsuz etkiye sahip olabilecek olan herhangi bir
degistirilmis canli  organizmanin, Ozellikle sinir 6tesi hareketi Uzerinde odaklanarak,
biyogivenlik hakkinda bir Protokol olusturma yolundaki 11/5 numarali kararina atifta
bulunarak,

Cevre ve Kalkinma hakkindaki Rio Deklarasyonunun 15 numarali prensibinde yer alan 6n
tedbirci yaklagsim yeniden onaylanarak,

Modern biyoteknolojinin hizli bir sekilde yayginlasmasinin ve bunun insan saghgi tzerindeki
tehlikeleri de g6z 6ninde bulundurarak, biyolojik cesitlilik Gzerindeki potansiyel olumsuz
etkileri hakkinda artan kamu ilgisinin bilincinde olarak,

Modern biyoteknolojinin ¢evre ve insan saglidi icin yeterli glvenlik tedbirleri ile birlikte
geligtiriimesi ve kullaniimasi halinde insanhgin refahi i¢in blyuk potansiyele sahip oldugunu
kabul ederek,

Ayni zamanda, mense merkezlerinin ve genetik g¢esitlilik merkezlerinin insanoglu igin dnemini
kabul ederek,
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Birgcok ulkenin, Ozellikle de gelismekte olan Ulkelerin doga ve degistiriimis canli
organizmalarin bilinen ve potansiyel risklerinin dOlcedi ile bas etme konusundaki sinirh
kapasitelerini g6z énlinde bulundurarak,

Sardurulebilir kalkinmanin elde edilmesi icin ticari ve gevresel anlagsmalarin karsilikh olarak
birbirlerini destekleyici nitelikte olmasi gerektigini kabul ederek,

Bu Protokoliin mevcut herhangi bir uluslar arasi anlasma altinda Taraflardan herhangi birinin
sahip oldugu haklari ve yukumlultkleri degistirici bir nitelik tagimadigini vurgulayarak,

Yukarida yapilmis olan girisin bu Protokolu diger uluslar arasi anlagmalar yaninda ikincil
kilmak amacini tagimadigini anlayarak,

Asagidakiler Gzerinde anlagsmaya varmistir:

Madde 1
AMAC

Cevre ve Kalkinma Hakkindaki Rio Deklarasyonunun 15 numarali prensibinde yer
alan dn tedbirci yaklagsima uygun olarak, bu Protokoliin amaci insan sagligi tzerindeki riskler
g6z dnunde bulundurularak ve 6zellikle sinir 6tesi hareketler zerinde odaklanarak, biyolojik
cesitliligin korunmasi ve surdurdlebilir kullanimi Gzerinde olumsuz etkilere sahip olabilecek ve
modern biyoteknoloji kullanilarak elde edilmis olan degistiriimis canli organizmalarin gtivenli
nakli, muamelesi ve kullanimi alaninda yeterli bir koruma dizeyinin saglanmasina katkida
bulunmaktir.

Madde 2
GENEL HUKUMLER

1. Taraflarin her biri bu Protokol altindaki yikumluluklerini yerine getirmek icin gerekli
ve uygun olan yasal, idari ve diger tedbirleri alacaktir.

2. Taraflar, insan saghigi Gzerindeki riskleri de géz 6nlinde bulundurarak, herhangi bir
degistirilmis canli organizmanin gelistiriimesi, muamelesi, tagsinmasi, nakli, kullanimi
ve cevreye serbest birakilmasinin biyolojik gesitlilik Uzerindeki riskleri engelleyecek
ya da azaltacak sekilde gerceklestiriimesini saglayacaklardir.

3. Bu Protokoldeki higbir sey, Devletlerin kendi bdlgelerindeki denizler Gzerinde uluslar
arasl hukuka gore saglanmis olan egemenligini ve Devletlerin kendi minhasir
ekonomik bdlgeleri ve kita sahanliklari Gzerinde uluslar arasi hukuka gére sahip
oldugu egemenlik haklari ve yargi gicunu ve uluslar arasi hukukta belirtilmis olan ve
ilgili uluslar arasi araclarda yansitilan tum Devletlerin denizcilik haklari ve
Ozgurliklerinin  gemiler ve wucgaklar tarafindan kullanilmasini higbir sekilde
etkilemeyecektir.

4. Protokoliin hedefi ve hikimleri ile uyumlu ve s6z konusu Tarafin uluslar arasi hukuk
altindaki diger yukumluliklerine uygun olmasi sarti ile, bu Protokoldeki higbir sey, bir
Tarafin bu Protokolde belirtiimis olan biyolojik ¢esitliligin korunmasi ve surdirdlebilir



Sayfa 3

kullanimi hakkindaki 6nlemlerden daha koruyucu onlemler alma hakkini sinirladigi
biciminde yorumlanmayacaktir.

Taraflar mimkin olan hallerde uluslar arasi forumlarda insan saglhgi Gzerindeki
riskler alaninda elde edilmis olan uzmanligi, araglari ve yapilan isleri g6z 6ninde
bulundurmaya tesvik edilmektedir.

Madde 3
TERIMLERIN KULLANIMI

Bu Protokoliin amaglari dahilinde:

(a)
(b)

(c)
(d)

(e)

(f)

(9)

(h)

(i)

()

(k)

R/
0.0

“Taraflar Konferansi” Sézlegsmenin Taraflar Konferansi anlamina gelir.

“Kapali kullanim” degistirilmis canh organizmalarin harici ¢evre ile temaslarinin ve
bu cevre Uzerindeki etkilerinin sinirlandiriilmasi amaciyla kontrol edildigi bir tesis,
tesisat ya da diger bir fiziksel yapi igerisinde gergeklestirilen herhangi bir islem
anlamina gelir.

“Ihracat” bir Taraftan diger bir Tarafa kasti sinir 6tesi hareketi ifade eder.

“Ihracatgl” ihracat Tarafinin yetkisi altinda olan ve ihrag edilecek bir degistiriimis
canli organizma icin gerekli dizenlemeleri yapan 6zel ya da tizel kisidir.

“Ithalat” bir Tarafa diger bir Taraftan gerceklestirilen kasti sinir 6tesi hareketi ifade
eder.

“ithalatc!” ithalat Tarafinin yetkisi altinda olan ve ithal edilecek bir degistirilmis canli
organizma igin gerekli diizenlemeleri yapan 6zel ya da tlzel kisidir.

“Degistirilmis canli organizma” modern biyoteknoloji kullanilarak elde edilmis yeni
bir genetik materyal kombinasyonuna sahip olan herhangi bir canli organizmadir.

“Canli organizma” steril organizmalar, virlsler ve viroidler de dahil olmak Uzere
genetik malzemeyi aktarabilen ya da gogaltabilen herhangi bir biyolojik varliktir.

“Modern biyoteknoloji” asagidakilerin uygulanmasi anlamina gelir:

Rekombinant deoksiribonikleik asidi (DNA) ve nikleik asidin hicrelere ya da
organallere dogrudan enjekte edilmesini iceren in vitro (canli organizmadan izole
olarak uygulanan) niikleik asit teknikleri, ya da

Geleneksel i1slah ve seleksiyonda kullaniimayan teknikler olan ve dogal fizyolojik
ureme veya rekombinasyon engellerinin Ustesinden gelen, siniflandiriimis
familyanin 6tesinde hucrelerin fizyonu.

“Bolgesel ekonomik entegrasyon kurulusu” belirli bir bélgedeki egemen Devletler
tarafindan olusturulan ve Uyesi olan Devletlerin bu Protokol altindaki konulara iliskin
olarak yetki verdigi ve dahili prosedirlerine goére bu protokoli imzalamaya,
onaylamaya, kabul etmeye, onamaya ya da riza gdstermeye yetkisi olan bir
kurulustur.

“Sinir 6tesi hareket”, Madde 17 ve 24in amaglari dahilinde sinir 6tesi hareketin
Taraf olanlar ve Taraf olmayanlar arasindaki harekete karsilik gelmesi durumu
haricinde, degistirilmis canli organizmanin bir Taraftan diger bir Tarafa hareketi
anlamina gelir.
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Madde 4
KAPSAM

Bu Protokol, insan sagdhgi Gzerindeki riskler de g6z énunde bulundurularak, biyolojik
cesitliligin korunmasi ve surdardlebilir kullanimi Gzerinde olumsuz etkilere sahip olabilecek
olan tim degistiriimis canli organizmalarin sinir étesi hareketi, transit gegisi, muamelesi ve
kullaniimasi i¢in gegerli olacaktir.

Madde 5
ECZA MADDELERI

Madde 4’Gn hikimlerine aykiri dismeksizin ve herhangi bir Tarafin yasayan tim
degistiriimis organizmalari ithalat kararlari verme o6ncesinde risk degerlendirmesine tabi
tutma hakkini engellemeksizin, bu Protokol diger ilgili uluslar arasi anlagmalarin ya da
kuruluglarin hedef aldigi, insanlar i¢in ecza malzemesi olan degistirilmis canli organizmalarin
sinir 6tesi hareketi icin gecerli olmayacaktir.

Madde 6
TRANSIT GE(}i$ VE KAPALI KULLANIM

1.  Madde 4’e aykiri dismeksizin ve herhangi bir transit gegis Tarafinin degistiriimis canh
organizmalarin kendi bdlgesi icerisinden gegisini duzenlemek ve bu Tarafin, bu
Protokolin 2nci maddesi, 3Uncl paragrafina gore, belirli bir yasayan degistiriimis
canlinin bolgesi icinden transit gecisine iliskin kararini Biyoglvenlik Takas
Mekanizmasina iletmek hakkini engellemeksizin, bu Protokoliin On Bildirim Anlasmasi
surecine iligkin hikimleri degistirilmis canli organizmalarin transit gegisi icin gecerli
olmayacaktir.

2. Madde 4’e aykin dismeksizin ve bir Tarafin ithalat karari dncesinde tim degistirilmis
canl organizmalari risk degerlendirmesine tabi tutma ve kendi yargisi icerisinde kapali
kullanim hakkinda standartlar olusturma hakkini engellemeksizin, bu Protokolln On
Bildirim Anlagsmasi sdrecine iligkin hikUmleri dedistiriimis canli organizmalarin ithalat
Tarafinin standartlarina gore gercgeklestirilen kapali kullanim amach sinir 6tesi hareketi
icin gecerli olmayacaktir.

Madde 7
ON BILDIRIM ANLASMASI SURECININ UYGULANMASI

1. Madde 5 ve 6’ya tabi olmak lzere, Madde 8 — 10 ve 12'de verilmis olan On Bildirim
Anlagsmasi islemleri ithalat Tarafinin ¢evresine kasti olarak yerlestiriimek Uzere
degistirilmis canlh organizmalarin ilk kasti sinir 6tesi hareketi dncesinde gegerli olacaktir.

2. Paragraf 1'de s6zi edilen “Cevreye kasti yerlestirme” gida ya da yem ya da isleme
amagli olan degistirilmis canli organizmalar icin gecerli degildir.

3. Madde 11 degistiriimis canli organizmalarin gida ya da yem ya da isleme amacini
tasiyan degistiriimis canli organizmalarin ilk sinir otesi hareketinden once gecerli
olacaktir.
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4. On Bildirim Anlagmasi iglemleri, bu Protokoliin Taraflarinin Toplantisi niteligini tasiyan
Taraflar Konferansi karari ile insan saghgi Uzerindeki riskler de g6z 6nine alinarak
biyolojik gesitliligin korunmasi ve surdurulebilir kullanimi Gzerinde olumsuz etkiye sahip
olmasi olasi gortlmeyen bigiminde tanimlanan degistirilmis canli organizmalarin kasti
sinir 6tesi hareketi icin gecgerli olmayacaktir.

Madde 8

BiLDIRIM
1. ihracat Tarafi, ithalat Tarafinin yetkili ulusal merciine Madde 7, paragraf 1 kapsami
icerisinde bulunan bir degistiriimis canli organizmanin kasti sinir Otesi hareketi
Oncesinde bildirimde bulunacak ya da ihracat¢cinin yazili olarak s6z konusu mercie

bildirimde bulunmasini saglayacaktir. Bildiim en az Ek-I'de belirlenen bilgileri
icerecektir.

2. ihracat Tarafi ihracatgi tarafindan sagdlanan bilgilerin dogrulugu igin bir yasal sart
olmasini saglayacaktir.

Madde 9
BILDIRIMIN ALINDIGINA DAIR BILGI VERILMESI
1. ithalat tarafi bildirim alindigina iliskin olarak, bildirimi yapan tarafa, séz konusu

bildirimin alinmasini takip eden doksan gun igerisinde yazih olarak bilgi verecektir.
2. S6z konusu bilgilendirmede asagidakiler belirtilecektir:
(a) Bildirimin alindid1 tarih,
(b) Bildirimin ilk bakista Madde 8’de s6zU gecen bilgileri icerip icermedigi;

(c) islemlerin ithalat tarafinin ulusal yasal cercevesine gére mi yoksa Madde 10’da
belirtiimis olan prosediire gére mi devam ettirilecegi.

3. Yukarida 2 (c) maddesinde yer alan ulusal yasal cerceve bu Protokolle uyumlu
olacaktir.

4, ithalat tarafindan bildirimin alindigina dair bilgi verilmemesi sz konusu Tarafin kasti
sinir 6tesi hareketi onayladigini géstermez.

Madde 10
KARAR SURECI
1. lIthalat Tarafinca alinan kararlar Madde 15’e uygun olacaktir.
2. ithalat tarafi Madde 9'da belirtilen siire icerisinde, bildirimde bulunan tarafa kasti sinir
Otesi hareketin asagidaki sekillerden hangisiyle devam ettirilecegini yazili olarak

bildirecektir:
(a) Yalnizca ithalat Tarafinin yazili olarak onayini bildirmesi sonrasinda; ya da
(b) Yazil bir onay beklenmeksizin doksan glinden az olmayan bir stire sonrasinda.

3. Bildirimin alinmasindan sonraki iki yuz yetmig gun icerisinde, ithalat Tarafi bildirimde
bulunan tarafa ve Biyoglivenlik Takas Mekanizmasina asagidakileri yazili olarak bildirecektir:
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(a) Kararin ayni degistiriimis canli organizmanin daha sonraki ithalatlarina ne sekilde
uygulanacagi dahil olmak tzere kosullu ya da kosulsuz olarak ithalat onayi ;

(b) lthalat yasagr;

(c) Yerel yasal cercevesine ya da Ek | '’e gére ek bilgi talebi; ithalat Tarafinin yanit
vermesi igin verilen slrenin hesaplanmasinda ek bilginin saglanmasi igin bekledigi
sure hesaba katilmayacaktir; ya da

(d) Bu paragrafta belirtilen slrenin tanimlanmis bir sure ile uzatildidinin bildirimde
bulunana iletilmesi

4. Onayin gartsiz oldugu durumlar haricinde, paragraf 3 altinda alinacak olan bir kararda
bu kararin dayandigi nedenler belirtilecektir.

5. ithalat Tarafinin kararini, bildirimin alinmasini takip eden iki yiiz yetmis giin iginde
bildirmemesi kasti bir sinir 6tesi hareketi onayladigini géstermez.

6. Bir degigtirilmis canl organizmanin insan saghg: Gzerindeki riskler de dahil olmak
Uzere, ithalat Tarafindaki biyolojik ¢esitliligin korunmasi ve sirdurilebilir kullanimi Gzerindeki
potansiyel olumsuz etkilerinin derecesinin belirlenmesi igin yeterli bilimsel bilgi ve veri
eksikligine bagli bir bilimsel belirsizlik, s6z konusu Tarafin bu tur potansiyel olumsuz etkilerin
minimize edilmesi ya da bunlardan kaginilmasi amaciyla degistirilmis canl organizmanin
ithaline iliskin olarak yukarida paragraf 3’te belirtilen sekilde bir karar almasini
engellemeyecektir.

7. Taraflar toplantisi niteligini tasiyan Taraflar Konferansi, ilk toplantida ithalat
Taraflarinin karar almasini kolaylastiracak uygun islemler ve mekanizmalar belirleyecektir.

Madde 11

GIDA YA DA YEM OLARAK YA DA iSLEME iGIN DOGRUDAN KULLANIM AMAGLI
DEGISTIRILMIS CANLI ORGANIZMALAR iGiN iSLEMLER

1. Gida ya da yem olarak ya da igleme igin dogrudan kullanim amagclh bir sinir Gtesi
harekete konu olabilecek bir degistirilmis canli organizmanin pazara konulmasi da dahil
olmak Uzere ulke icindeki kullanimi hakkinda nihai bir karar veren bir Taraf, bu karari
almasindan itibaren on bes gln icerisinde diger Taraflara Biyoglvenlik Takas
Mekanizmasi araciligi ile bilgi verecektir. Bu bilgiler en az Ek III'te belirtiimis olan bilgileri
icerecektir. S6z konusu Taraf, Sekreteryaya &énceden Biyogluvenlik Takas
Mekanizmasina erisimi olmadigini belirtmis olan her bir Tarafin ulusal odak noktasina
bilgilerin yazili bir kopyasini verecektir. Bu hukim alan denemelerine iligkin kararlari
icermeyecektir.

2. Paragraf 1 altinda bir karar veren Taraf bagvuru sahibi tarafindan saglanan bilgilerin
dogrulugu icin yasal bir gereklilik oldugunu garanti edecektir.

3. Herhangi bir Taraf Ek Il, paragraf (b)de tanimlanmis olan merciden ek bilgi isteyebilir.

Bir taraf gida ya da yem olarak ya da isleme i¢in dogrudan kullanim amacl degistiriimis
canli organizmalar hakkinda kendi ulusal yasal gergevesi altinda bu Protokolin amaci
ile uyumlu olan bir karar alabilir.

5. Her bir Taraf gida ya da yem olarak ya da isleme i¢in dogrudan kullanim amacli
degistirilmis canli organizmalarin ithalati i¢cin mevcut olan ulusal yasalarinin,
yonetmeliklerinin  ve  kilavuz  hudkdmlerinin  kopyalarini  BiyoglUvenlik  Takas
Mekanizmasina verecektir.

6. Gelismekte olan bir Taraf Ulke, ya da bir ekonomik gegis icerisinde bulunan bir Taraf,
yukarida paragraf 4’te s6zi gegen ulusal yasal cergceveye sahip olmamasi ve yerel
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yasalarinin olugturulmasi sirecinde olmasi halinde, Biyoglvenlik Takas Mekanizmasi
araciligi ile, yukarida verilmis olan paragraf 1 altinda hakkinda bilgi saglanmis olan gida
ya da yem olarak ya da isleme igin dogrudan kullanim amagh bir degistiriimis canh
organizmanin ilk ithalinin dncesinde asagidakilere gore karar alacagini beyan edecektir:

(a) Ek lI'ye gére gergeklestirilen bir risk degerlendirmesi; ve

(b) iki yuz yetmis giinii asmayan 6ngérilebilir bir zaman gercevesi igerisinde
alinmis olan bir karar.

7. Bir Tarafin kararini yukarida verilmis olan paragraf 6’ya goére bildirmemesi, aksi stz
konusu Tarafca belirtiimedigi slrece, gida ya da yem olarak ya da isleme icin dogrudan
kullanim amagli bir degistiriimig canh organizmanin ithalini kabul ettigini ya da reddettigini
gOstermeyecektir.

8. Yasayan degistiriimis bir organizmanin insan sagligi uzerindeki riskler de dahil olmak
Uzere ithalat Tarafindaki biyolojik cesitliligin korunmasi ve surddrtlebilir kullanimi Gzerinde
sahip olabilecegi potansiyel olumsuz etkilerle ilgili yeterli bilimsel bilgi ve veri olmamasi
nedeniyle ortaya gikan bilimsel belirsizlik, s6z konusu Tarafin bu tur potansiyel olumsuz
etkileri minimize etmek ya da bu tir etkilerden kaginmak amaciyla, gida ya da yem ya da
isleme icin dogrudan kullanim amach bu degistiriimis canli organizmanin ithaline iligkin olarak
bir karar almasini engellemeyecektir.

9. Bir Taraf, gida veya yem olarak veya igleme icin dogrudan kullanim amagh degistirilmis
canli organizmalara iligkin mali ve teknik yardim ve kapasite olugsumu ihtiyaglarini belirtebilir.
Taraflar bu ihtiyaclarin Madde 22 ve 28’e gore karsilanmasi igin isbirligi yapacaklardir.

Madde 12
KARARLARIN YENIDEN iINCELENMESI

1. Bir ithalat Tarafi, herhangi bir zamanda, insan sagligi tGzerindeki riskler de dahil olmak
Uzere, biyolojik cesitliligin korunmasi ve surdUrllebilir kullanimi Gzerindeki potansiyel
olumsuz etkiler hakkindaki yeni bilimsel bilgilerin 1s1ginda, kasti sinir dtesi harekete
iliskin bir karari yeniden inceleyebilir ve degistirebilir. Bu durumda, s6z konusu Taraf,
otuz gun igerisinde, bu karara konu olan degistiriimis canli organizmalarin hareketlerini
onceden bildirmis olan herhangi bir bildirimde bulunan tarafa ve Biyoglivenlik Takas
Mekanizmasina karar hakkinda bilgi verecek ve bu kararin nedenlerini belirtecektir.

2. Bir ihracat Tarafi ya da bildirimde bulunan bir taraf, asagdidakileri disiinmesi halinde,
ithalat Tarafindan Madde 10 altinda almis oldugu bir karari yeniden incelemesini
isteyebilir:

(a) Kosullarda kararin dayandigi risk degerlendirmesini etkileyebilecek bir degisim
olusmasi; ya da

(b) Ek bir ilgili bilimsel ya da teknik bilginin elde edilmesi.

3. ithalat Tarafi bu tiir bir iste§e doksan giin icerisinde yazili olarak cevap verecek ve
kararinin nedenlerini belirtecektir.

4. ithalat Tarafi, kendi iradesi dahilinde, izleyen ithalatlar icin bir risk degerlendirmesi
isteyebilir.
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(a)

(b)

Madde 13
BASiTLE$TiRiLMi$ i$LEM

Bu Protokolin amacina uygun olarak degistiriimis canli organizmalarin givenli kasti
sinir 6tesi hareketini garanti altina almak igin yeterli tedbirin uygulanmasi kosuluyla, bir
ithalat Tarafi BiyogUvenlik Takas Mekanizmasina asagidakileri nceden bildirebilir:

Bu Tarafa yapilacak olan kasti sinir 6tesi hareketlerin bu hareketin ithalat Tarafina
bildiriimesi ile ayni zamanda gergeklesebilecedi durumlar; bu tur bildirimler ayni
Tarafa izleyen benzer hareketler icin de gegerli olabilir; ve

On Bildirim Anlagmasi silirecinden muaf tutulacak degistirilmis canli organizmalarin
bu Tarafa yapilan ithalati

2. Kasti bir sinir 6tesi harekete iliskin olarak Yukarida paragraf 1(a)da s6zi gecgen
bildirimlerde verilecek olan bilgiler Ek I'de tanimlanmis olan bilgiler olacaktir.

Madde 14
iKiLi, BOLGESEL VE GOK TARAFLI ANLASMALAR VE DUZENLEMELER

Taraflar, degistiriimis canl organizmalarin kasti sinir 6tesi hareketlerine iliskin olarak bu
Protokoliin amaglari ile uyumlu olan ve Protokol tarafindan saglanandan daha disuk bir
koruma dizeyine neden olmayan ikili, bdlgesel ve c¢ok tarafli anlasmalara ve
duzenlemelere girebilirler.

Taraflar, Biyoguvenlik Takas Mekanizmasi araciigi ile birbirlerini bu Protokolin
yurarlige girmesi 6ncesinde ya da sonrasinda imzalamis olduklari bu tir ikili, bolgesel
ve ¢ok tarafli anlagsmalardan ve dizenlemelerden haberdar edeceklerdir.

Bu Protokolin hukimleri, bu anlasma ya da duzenlemelerin taraflari arasinda
gerceklesen ve bu tir anlasma ve dizenlemelere gére yapilan kasti sinir o6tesi
hareketleri etkilemeyecektir.

Taraflardan herhangi biri kendi yasalarinin kendisine yapilan belirli ithalatlar igin gegerli
olmasina karar verebilir; s6z konusu Taraf bu tlr bir kararini Biyoguvenlik Takas
Mekanizmasina bildirecektir.

Madde 15
RiSK DEGERLENDIRMESI

Bu Protokole goére gerceklestirilen risk dederlendirmesi bilimsel olarak etkin bir sekilde,
EK 1II'in hukUmlerine gore ve kabul edilen risk degerlendirmesi teknikleri géz dnlinde
bulundurularak yapilacaktir. Bu tlr risk degerlendirmeleri degistiriimis canli
organizmalarin, insan sagligi Uzerindeki riskler de g6z 6ninde bulundurularak, biyolojik
cesitliligin korunmasi ve surddrulebilir kullanimi Gzerinde sahip olabilecekleri potansiyel
olumsuz etkilerin tanimlanmasi ve deerlendiriimesi amaciyla, en az Madde 8’e gore
saglanan bilgilere ve diger mevcut bilimsel kanitlara dayandirilacaktir.

ithalat Tarafi risk degerlendirmelerinin Madde 10 altinda alinan kararlar igin yapilmasini
sag@layacaktir. Ithalat Tarafi ihracatcinin risk degerlendirmesi yapmasini sart kosabilir.

Risk degerlendirmesinin maliyeti, ithalatgi Tarafin béyle sart kosmasi halinde, bildirimci
tarafindan Ustlenilecektir.

Madde 16



Sayfa 9

(@)

(b)

(a)

(b)

RiSK YONETIiMi

Taraflar, S6zlesmenin 8 (g) maddesini géz 6éninde bulundurarak, bu Protokolin risk
degerlendirmesi hikimlerinde degistiriimis canli organizmalarin kullanimi, muamelesi
ve sinir 6tesi hareketi ile ilgili olarak tanimlanmis olan riskleri dizenlemek, yonetmek ve
kontrol etmek amaciyla uygun olan mekanizmalari, énlemleri ve stratejileri kuracak ve
idame ettirecektir.

Risk degerlendirmesine dayanan oOnlemler degistiriimis canli organizmalarin insan
saghgi da géz onlne alinarak, ithalat Tarafinin sinirlari icerisindeki biyolojik cesitliligin
korunmasi ve surdurdlebilir kullanimi Gzerindeki olumsuz etkilerini engellemek icin
gerekli olan dlgude uygulanacaktir.

Taraflardan her biri, degistirilmis bir canl organizmanin ilk kez cevreye serbest
birakilmasi dncesinde risk degerlendirmelerinin yapilmasini gerektiren onlemler de
dahil olmak Uzere, degistiriimis canli organizmalarin istem disi sinir 6tesi hareketlerinin
Onlenmesi icin uygun olan tedbirleri alacaklardir.

Yukarida yer alan paragraf 2'nin hukimlerine dokunmaksizin, Taraflardan her biri ister
ithal edilmisg, ister yerel olarak gelistiriimis olsun, degistiriimis bir canli organizmanin
amagclanan kullanimina alinmasi 6ncesinde yasam déngusu ya da Ureme zamani ile
uyumlu bir gdzlem siresine tabi tutuldugunu garanti etmek icin gaba gdsterecektir.

Taraflar asagidaki amaglarla isbirligi yapacaktir:

insan saghigi lzerindeki olumsuz etkileri de géz éniinde bulundurularak, biyolojik
gesitliligin korunmasi ve surdurtlebilir kullanimi Gzerinde olumsuz etkilere sahip
olabilecek olan degistiriimis canli organizmalarin ya da belirli degistirilmis canli
organizma 6zelliklerinin belirlenmesi; ve

Bu tir degistiriimis canli organizmalarin ya da bu tir belirli 6zelliklerin muamelesine
iliskin uygun dnlemlerin alinmasi.

Madde 17
ISTEM DISI SINIR OTESi HAREKETLER VE ACIL DURUM ONLEMLERI

Her bir Taraf, etkilenen ya da potansiyel olarak etkilenebilecek olan Devletleri,
Biyoglvenlik Takas Mekanizmasini ve uygun olan durumlarda uluslar arasi kuruluslart,
bu Devletlerde insan saghgi tzerindeki riskler de g6z 6niinde bulundurularak, biyolojik
cesitliligin korunmasi ve surdirilebilir kullanimi Gzerinde énemli olumsuz etkilere sahip
olmasi muhtemel bir degistiriimis canli organizmanin istem disi sinir 6tesi hareketine
yol acan ya da acgabilecek olan, kendi sinirlari icinde cevreye salimla sonuglanmis bir
olay hakkinda bilgi sahibi olmasi durumunda haberdar etmek igin gerekli olan tedbirleri
alacaktir. Bildirim s6z konusu Tarafin yukarida aciklanan durum hakkinda bilgi sahibi
olmasinin hemen ardindan yapilacaktir.

Taraflardan her biri, Protokolin kendisi igin yururlige girdigi tarihten daha geg¢
olmamak Uzere, Biyoglvenlik Takas Mekanizmasina bu Madde altinda bildirim
alinmasi amaglari dahilinde temas noktasini belirleyen ilgili detaylari verecektir.

Yukaridaki paragraf 1’den kaynakli olarak yapilan herhangi bir bildirim asagidakileri
icerecektir:

Degistirilmis canli organizmanin tahmini miktari ve ilgili 6zellikleri ve / veya
karakteristikleri ile ilgili mevcut bilgiler;

Serbest kaldigi kosullar ve tahmini tarih ve kaynak Tarafta degistiriimis canli
organizmanin kullanimina iligkin bilgiler;
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(c) insan saghg: Gizerindeki riskler de dahil olmak (izere biyolojik gesitliligin korunmasi ve
surdirdlebilir kullanimi  (zerinde sahip olmasi muhtemel olan olumsuz etkiler
hakkinda mevcut olan bilgiler ve olasi risk yonetimi 6nlemlerine iligkin mevcut bilgiler;

(d) ilgili herhangi bir diger bilgi; ve
(e) Daha fazla bilgi elde edilmesi i¢in bir temas noktasi.

4. insan saghg Uzerindeki riskler de gdz onine alinarak, biyolojik cesitlilik lzerinde
yaratilabilecek herhangi bir Gnemli olumsuz etkinin minimize edilmesi i¢in, yukarida paragraf
1’de s6zU gecgen degistiriimis canli organizmanin kendi sinirlarinda serbest kalmasi olayinin
gerceklestigi her bir Taraf, bu Devletlerin uygun tepkileri belirlemesine ve acil durum
Onlemleri de dahil olmak Uzere gerekli eylemleri baslatmasina olanak vermek amaciyla,
derhal etkilenen ve etkilenmesi muhtemel olan Devletlerle istisare edecektir.

Madde 18
MUAMELE, TASIMA, PAKETLEME VE TANIMLAMA

1. Insan saghg da gdéz oniinde bulundurularak, biyolojik cesitliligin korunmasi ve
surdurilebilir kullanimi Gzerindeki olumsuz etkilerden kaginmak igin, Taraflardan her biri
Protokol kapsaminda istemli sinir oOtesi harekete konu olan degistiriimis canli
organizmalarin, ilgili uluslar arasi kurallar ve standartlar da dikkate alinarak, guvenli
sartlar altinda muamelesini, paketlenmesini ve nakledilmesini sart kosmak igin gerekli
tedbirleri alacaktir.

2. Taraflardan her biri asagidakilerin yaninda, en az asagida belirtildigi sekilde,
dokimantasyonun génderilmesini sart kosmak icin gerekli tedbirleri alacaktir:

(a) Gida ya da yem olarak ya da isleme icin dogrudan kullanim amagh degistiriimis canli
organizmalara eslik eden dokimantasyon, bunlarin degistirilmis canli organizma
icerebilecegini ve cevreye istemli olarak yerlestiriimelerinin amacglanmadigini agikca
belirtecek; bunlarin yani sira daha fazla bilgi almak icin temas kurulacak olan noktayi
icerecektir. . Bu Protokolin Taraflarinin toplantisi olan Taraflar Konferansi, bunlarin
tanimlamasinin ayrintilari ve bu organizmalarin ayirici kimlikleri dahil olmak Uzere, bu
amag icin gereken detayll sartlar hakkinda bu Protokolin ydrarlige girmesinin
ardindan iki yildan daha fazla olmayan bir sure icerisinde bir karar alacaktir;

(b) Kapali kullanim amach degistiriimis canli organizmalara eslik eden dokimantasyon,
bunlarin degistiriimis canli organizmalar oldugunu agik sekilde belirtecek ve bunlarin
guvenli muamelesi, depolanmasi, nakli ve kullanimi igin &zel gereksinimleri , bu
bilgilerin alinacagi kisinin adini ve adresini ve degistiriimis canli organizmalarin
gonderildigi kurumun adi dahil olmak Uzere daha fazla bilgi icin temas kurulacak
noktayi igerecektir.

(c) ithalat Tarafinca cevreye istemli olarak yerlestirimesi amaglanan degistiriimis canli
organizmalar ve Protokol kapsami igerisindeki herhangi bir diger degistiriimis canli
organizmaya eslik eden dokimantasyon, bunlarin degistiriimis canli organizma
oldugunu acik bicimde belirtecek; tanimlamasini ve ilgili ézellikleri ve / veya
karakteristiklerini, guvenli muamelesi, depolanmasi, nakli ve kullanimi igin
gereksinimleri, daha fazla bilgi almak i¢in temas noktasini ve, uygunsa ithalat¢inin ve
ihracatcinin adini ve adresini gosterecek; ve hareketin bu Protokolln ihracatgi igin
gegerli olan sartlarina uygun oldugu yolunda bir beyanname igerecektir.

3. Protokol Taraflarinin toplantisi olarak gérev yapan Taraflar Konferansi diger ilgili uluslar
arasi mercilerle fikir aligverisi igerisinde, tanimlama, muamele, paketleme ve nakil
uygulamalarina iligkin standartlar gelistiriimesi ihtiyacini ve bunun yollarini degerlendirecektir.
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Madde 19

YETKILi ULUSAL MERCILER VE ULUSAL ODAK NOKTALARI

1. Taraflardan her biri kendi adina Sekreterya ile baglanti kurmaktan sorumlu olacak bir
ulusal odak noktasi belirleyecektir. Taraflardan her biri ayni zamanda, bu Protokoliin
gerektirdigi idari iglevleri yerine getirmekten sorumlu olacak ve bu iglevler baglaminda
kendisi adina hareket etmeye yetkili olacak bir ya da daha fazla sayida yetkili ulusal
merci gorevlendirecektir. Bir Taraf hem odak noktasi hem de yetkili ulusal merci
yukudmlulklerinin yerine getirilmesi igin tek bir kurulug belirleyebilir.

2. Taraflardan her biri, bu Protokolin kendisi igin yururlige girdigi tarihten daha geg¢
olmamak kaydiyla, Sekreteryaya odak noktasi ve yetkili ulusal mercii ya da mercilerinin
adlarini ve adreslerini bildirecektir. Taraflardan birinin birden fazla sayida yetkili ulusal
merci atamasi halinde, Sekreteryaya ilgili bildirimle birlikte bu mercilerin
sorumluluklarina iligkin bilgi verecektir. MUmkuin olan hallerde, bu bilgiler minimum
olarak hangi degistiriimis canli organizma tirl icin hangi yetkili merciin sorumlu
oldugunu igerecektir. Taraflarin her biri Sekreteryaya ulusal odak noktasi
gorevlendirmesinde ya da vyetkili ulusal merciinin ya da mercilerinin isimlerinde,
adreslerinde ya da sorumluluklarinda yapilan degisiklikleri bildirecektir.

3. Sekreterlik daha sonra Taraflara paragraf 2 altinda elde etmis oldugu bilgileri iletecek ve
ayni zamanda bu bilgilere Biyoguvenlik Takas Mekanizmasi araciligi ile erigilebilmesini
saglayacaktir.

Madde 20
BiLGI PAYLASIMI VE BiYOGUVENLIK TAKAS MEKANIZMASI

1. isbu belge ile, Sézlesmede Madde 18, paragraf 3 altinda belirtimis olan Takas
Mekanizmasinin bir parcasi olarak, asagidaki amaclar i¢in bir Biyoguvenlik Takas
Mekanizmasi kurulmustur:

(a) Degistirilmis canli organizmalarla ilgili bilimsel, teknik, cevresel ve vyasal
bilgilerin ve bu organizmalara iliskin deneyimlerin aligverisinin kolaylastirilmasi;

(b) Gelismekte olan ulke Taraflarin, dzellikle de bunlar arasindaki en az gelismis
olan Devletlerin ve gelismekte olan kiiglik ada Devletlerinin ve orijin merkezi ve
genetik cesitliligin merkezi durumunda olan Ulkelerin ve de ekonomik gecis
yasayan (Ulkelerin 6zel ihtiyaglari g6z o6ndnde bulundurularak, Taraflara
Protokolln uygulanmasi konusunda yardimci olunmasi.

2. Biyoglvenlik Takas Mekanizmasi, yukarida, paragraf 1'de belirtiimis olan amaclar
dahilinde bilginin kullanilabilir hale getirilecedi bir ara¢ olarak goérev yapacaktir. Bu
mekanizma Taraflarca Protokolliin uygulanmasina iliskin olarak saglanmis olan bilgilere
erisim saglayacaktir. Ayni zamanda, mumkudn olan hallerde, diger uluslar arasi biyoguvenlik
bilgi degisimi mekanizmalarina da erisim temin edecektir.

3. Gizli bilgilerin korunmasi hakki sakli tutulmak sartiyla, her bir Taraf Biyoguvenlik Takas
Mekanizmasina bu protokol altinda saglanmasi gerekli olan her turll bilgiyi, ve bu bilgilerin
yani sira asagidakileri saglayacaktir:

(a) Protokolln uygulanmasina iligkin olarak mevcut bulunan herhangi bir yasa, yonetmelik ve
kilavuz ve bunlarin yanisira Taraflarca On Bildirim Anlasmasi islemleri icin gerek
duyulan bilgiler;

(b) Tam ikili, bélgesel ve gok tarafli anlasmalar ve diizenlemeler;
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(c) Kendi yasal slregleriyle ve Madde 15e gbre degistiriimis canli organizmalara iligkin
olarak gerceklestirilen risk degerlendirmelerinin ya da c¢evresel incelemelerin,
mumkun olan hallerde, bunlarin Grunlerine yani degistirilmis canli organizma kaynakli,
modern biyoteknoloji kullanilarak elde edilmis olan gogalabilir genetik malzemenin
yeni kombinasyonlarini igeren iglenmis materyallere iligkin bilgileri de kapsayan
Ozetleri;

(d) Degistiriimis canli organizmalarin ithaline ya da serbest birakiimasina iliskin nihai
kararlari; ve

(e) Kendisi tarafindan Madde 33’e gére sunulmus olan ve On Bildirim Anlagmasi iglemlerinin
uygulanmasini da igeren raporlar.

4. Biyoglvenlik Takas Mekanizmasinin ¢alisma bicimleri, faaliyetlerine iliskin raporlar da
dahil olmak tzere, Taraflar toplantisi olarak gérev yapan Taraflar Konferansi tarafindan ilk
toplantisinda degerlendirilecek ve daha sonra inceleme altinda tutulacaktir.

Madde 21

GizLi BiLGI
1. ithalat Tarafi bildirimcinin bu Protokolin iglemleri altinda sunulan ya da ithalat
Tarafinca Protokolin On Bildirim Anlagsmasi slrecinin bir parcasi olarak ihtiyag

duyulan bilgileri gizli olarak islem goérecek seklinde tanimlamasina izin verecektir. Bu
tur durumlarda istek Gzerine sebepler verilecektir.

2. ithalat tarafi, bildirimci tarafindan gizli olarak tanimlanan bilgilerin bu tiir bir uygulamayi
gerektirmedigine karar vermesi halinde, bildirimci ile istisarede bulunacak ve herhangi
bir ifsaat dncesinde bildirimciyi kararindan haberdar edecek ve istek Gizerine bu kararin
nedenlerini belirtecek ve bildirimciye karar hakkinda ifsaat &ncesinde dahili bir
gOrusme ve istisare yapilmasi icin firsat taniyacaktir.

3. Her bir Taraf bu Protokol altinda alinan gizli bilgileri, Protokoliin On Bildirim Anlagsmasi
sureci kapsaminda alinan bilgiler de dahil olmak tzere koruyacaktir. Taraflarin her biri
bu bilgilerin korunmasi igin iglemlere sahip oldugunu garanti edecek ve bu bilgilerin
gizliligini kendi Ulkesinde uretilen degistiriimis canli organizmalara iliskin gizli bilgiler
icin kullandidindan daha az istenir olmayan bir bicimde koruyacaktir.

4, ithalat tarafi bu bilgileri bildirimcinin yazili olurunu almadidi siirece ticari bir amag icin
kullanmayacaktir.

5. Bildirimci bildirimini geri cekerse ya da geri cekmigse, ithalat Tarafi ticari ve endustriyel
bilgilerin gizliligine, s6z konusu tarafin ve bildirimcinin gizliligi hakkinda anlasmazlik
yasadidi bilgilerin yani sira arastirma ve gelistirme bilgileri de dahil olmak Uzere, saygi
gOsterecektir.

6. Yukarida paragraf 5'te yer alanlara aykiri dismeksizin, asagidaki bilgiler gizli olarak
kabul edilmeyecektir:

(a) Bildirimde bulunanin adi ve adresi;
(b) Degistirilmis canh organizmaya ya da organizmalara iligkin genel bir agiklama;

(c) insan saghig Uzerindeki riskler de géz éniinde bulundurularak, biyolojik cesitliligin
korunmasi ve surdurilebilir kullanimi Gzerindeki etkilere iligkin risk degerlendirmesinin
Ozeti; ve

(d) Acil durumlarda uygulanacak olan her tir yéntem ve planlar.
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(a)

(b)

Madde 22
KAPASITE OLUSTURULMASI

Taraflar, bu Protokolin gelismekte olan llke Taraflarda, 6zellikle de bunlardan en az
gelismis olanlari ve gelismekte olan ki¢lik ada Devletlerinde ve ekonomik gecis yasayan
ulkelerde etkin bir sekilde uygulanmasi amaciyla, biyoguvenlik icin gerekli olan dlgude
biyoteknoloji de dahil olmak Uzere, insan kaynaklarinin ve kurumsal kapasitelerin
mevcut klresel, bolgesel, alt bélgesel ve ulusal kurum ve kuruluslar aracihigiyla ve
uygunsa, 6zel sektor katiliminin kolaylastiriimasi yoluyla gelistiriimesi ve guglendirilmesi
igin isbirligi yapacaklardir.

Yukarida, paragraf 1'de s6zi edilenlerin gerceklestiriimesi igin, isbirligi ile ilgili olarak,
gelismekte olan Ulkelerin, 6zellikle de bunlardan en az gelismis olanlarin ve gelismekte
olan kiicik ada Devletlerin Soézlesmenin ilgili hikimlerine gére mali kaynaklar ve
teknolojiye ve know — how’a erisim ihtiyaglari, biyoglvenlikte kapasite olusturulmasi icin
tamamen g6z 6nudnde bulundurulacaktir. Kapasite olusturmak icin yapilan isbirligi, her
bir tarafin farkh durum, kapasite ve ihtiyaglarina bagh olarak uygun ve guvenli
biyoteknoloji yonetiminde ve biyoguvenlik igin risk degerlendirmesi ve risk yonetiminin
kullaniilmasinda bilimsel ve teknik egitimi ve biyoguvenlikle ilgili teknolojik ve kurumsal
kapasitelerin zenginlestiriimesini icerecektir. Ekonomik gecis yasamakta olan Taraflarin
ihtiyaclari da bu tir biyoguvenlik kapasitesi olusturma silrecglerinde tamamen géz
onlnde tutulacaktir.

Madde 23
KAMU BILINCI VE KATILIMI
Taraflar:

insan saglhigi Uzerindeki riskler de g6z 6nine alinarak, degistiriimis canli
organizmalarin biyolojik gesitliligin korunmasi ve surdarulebilir kullanimi ile ilgili olarak
guvenli nakli, muamelesi ve kullanimi ile ilgili kamu bilincini, egitimini ve katilimini
tesvik edecek ve kolaylastiracaktir;

Kamu bilinci ve egitiminin bu Protokole gore ithal edilebilecedi belirlenmis olan
degistiriimis canli organizmalara iligkin bilgiye erisimi kapsamasina gayret
gOsterecektir;

2. Taraflar, ilgili yasa ve yonetmeliklerine goére, degistiriimis canli organizmalara iligkin karar
alma sureci igerisinde kamu ile istisarede bulunacak ve bu kararlarin sonuglarini kamuya
aclklarken Madde 21 altinda belirtiimis olan gizli bilgilere saygili kalacaklardir.

3. Her bir Taraf kamuoyunu Biyogtivenlik Takas Mekanizmasina erisim i¢cin kamu tarafindan
kullanilabilecek araglar konusunda bilgilendirmeye gayret gosterecektir.

Madde 24
TARAF OLMAYANLAR

Degistiriimis canh organizmalarin Taraflar ve Taraf olmayanlar arasindaki sinir otesi
hareketleri bu Protokolin amaci ile uyumlu olacaktir. Taraflar, taraf olmayanlarla bu tir
sinir 6tesi hareketlerle ilgili olarak ikili, bdlgesel ve c¢ok tarafli anlasmalar ve
duzenlemeler imzalayabilirler.

Taraflar Taraf olmayanlari bu Protokole katiimak ve kendi ulusal yargi alanlar
icerisinde c¢evreye serbest birakilan, bu alan icerisine tasinan ya da bu alandan
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cikartilan  dedistiriimis  canli  organizmalar konusunda Biyoguvenlik Takas
Mekanizmasina bilgi vermeye tesvik edeceklerdir.

Madde 25
YASADISI SINIR OTESi HAREKETLER
1. Her bir Taraf, degistiriimis canli organizmalarin, Protokoliin uygulanmasi igin alinmis

olan kendi yerel 6nlemlerine aykiri sekilde gerceklestirilen sinir 6tesi hareketlerinin
engellenmesi ve mumkin olmasi halinde cezalandiriimasi igin uygun yerel tedbirler
benimseyecektir. Bu tir hareketler yasadisi sinir 6tesi hareketler olarak addedilecektir.

2. Yasadis! bir sinir 6tesi hareket halinde, etkilenen Taraf, mense Taraftan s6z konusu
degistirilmis canli organizmanin, duruma goére geri alma ya da yok etme yoluyla,
masrafl mense Tarafa ait olmak Uzere, ortadan kaldiriimasini isteyebilir.

3. Taraflardan her biri Biyogtvenlik Takas Mekanizmasina kendisi ile ilgili olarak gelisen
yasadisi sinir 6tesi hareketler hakkinda bilgi verecektir.

Madde 26
SOSYO-EKONOMiIK DEGERLENDIRME

1.  Taraflar, bu Protokol ya da bu Protokolin uygulanmasi i¢in kendi Ulkesinde almis
oldugu tedbirler altinda bir ithalat kararina varmadan 6nce, uluslar arasi yukumlalUkleri
ile uyumlu olarak, degistiriimis canli organizmalarin biyolojik cesitliligin korunmasi ve
surdurulebilir kullanimi Uzerindeki etkisinden kaynaklanan sosyo-ekonomik bedelleri,
Ozellikle de biyolojik cesitliligin yerli ve yerel topluluklar i¢cin degeri bakimindan géz
onune alabilir.

2. Taraflar Ozellikle yerli ve yerel topluluklar Gzerinde degistiriimis canl organizmalarin
neden oldugu sosyo ekonomik etkiler hakkinda arastirma ve bilgi dedisimi bakimindan
isbirligi yapmaya gayret gosterecektir.

Madde 27
SORUMLULUK VE TAZMINAT

Bu Protokolin Taraflarinin toplantisi gérevi goren Taraflar Konferansi ilk toplantisinda
degistiriimis canli organizmalarin sinir 6tesi  hareketlerinden kaynaklanan zararin
sorumlulugu ve tazmin edilmesi alaninda, bu konularla ilgili olarak uluslar arasi hukukta
devam etmekte olan slrecleri analiz ederek ve g6z 6niinde bulundurarak uluslar arasi
kurallarin ve igslemlerin uygun bir sekilde degerlendirilmesi i¢in bir stire¢ benimseyecek ve bu
sureci dort yil icerisinde tamamlamaya ¢aba gdsterecektir.

Madde 28
MALI MEKANIZMA VE KAYNAKLAR
1. Bu Protokolliin uygulanmasi ic¢in gerekli olan mali kaynaklar gérisilirken, Taraflar

Sozlesmenin 20. Maddesini goz 6niinde bulunduracaktir.
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2. Sézlesmenin 21 numarali maddesinde belirlenmis olan mali mekanizma, ¢alismasinda
kullanilan kurumsal yapi araciligi ile, bu Protokoliin mali mekanizmasi olacaktir.

3. Bu Protokoliin 22 numarali maddesinde s6zl gegen kapasite olusumu ile ilgili olarak,
bu Protokolin Taraflar toplantisi olarak gérev yapan Taraflar Konferansi, yukarida,
paragraf 2de sdzlU gegen mali mekanizma ile ilgili rehber saglanmasinda, Taraflar
Konferansinin goéristine sunulmak lGzere gelismekte olan llke Taraflar, 6zellikle de en
az gelismis Ulkeler ve kiguk ada ulkeleri tarafindan ihtiya¢ duyulan mali kaynaklari g6z
onunde bulunduracaklardir.

4, Yukarida verilmis olan 1 numarali paragraf kapsaminda, Taraflar ayni zamanda
gelismekte olan ulke Taraflarin, 6zellikle de en az gelismis olan Devletlerin ve kiguk
ada Devletlerinin, ve ekonomik gecis yasayan Ulkelerin ihtiyaglarini bu Protokolln
uygulanmasi amaglari dahilinde kapasite olusturma gereklerinin tanimlanmasi ve
uygulanmasi ¢abalarinda g6z éniinde tutacaklardir.

5. Taraflar Konferansinin ilgili kararlarinda Sézlesmenin mali mekanizmasina iligkin
olarak yer alan rehber, bu Protokolin kabul edilmesinden Once Uzerinde anlagmaya
varilmig olanlar da dahil olmak Uzere gerekli degisiklikler yapilarak bu Maddenin
hakUmleri icin de uygulanacaktir.

6. Bu Protokolin hukdmlerinin uygulanmasi igin mali ve teknolojik kaynaklar ¢ok tarafl,
ikili ve bolgesel kanallarla gelismis Ulke Taraflarca saglanabilir ve gelismekte olan llke
Taraflar ve ekonomik gegis yasayan Taraflar bu kaynaklardan yararlanabilirler.

Madde 29
TARAFLAR TOPLANTISI OLARAK GOREV GOREN TARAFLAR KONFERANSI
1. Taraflar Konferansi bu Protokolln Taraflarinin toplantisi olarak gérev yapacaktir.
2. Bu Protokole Taraf olmayan Sézlesme Taraflari, bu Protokoliin Taraflarinin toplantisi

olarak gérev yapan Taraflar Konferansinin herhangi bir toplantisina gbézlemci olarak
katilabilirler. Taraflar Konferansi bu Protokolliin Taraflarinin toplantisi olarak goérev
yaptiginda, bu Protokol altinda alinacak olan kararlar yalnizca Protokol Taraflarinca
alinacaktir.

3. Taraflar Konferansi bu Protokoliin taraflarinin toplantisi olarak gérev yaptiginda,
Taraflar Konferansi blrosunun bir Sézlesme Tarafini temsil eden ancak o zamanda
bu Protokole Taraf olmayan herhangi bir Gyesinin yerini Protokol Taraflari arasindan
yine Protokol Taraflarinca secilecek olan bir Giye alacaktir.

4. Bu Protokollin Taraflarinin toplantisi olarak gérev yapan Taraflar Konferansi bu
Protokolln uygulanmasini dizenli olarak inceleme altinda tutacak ve kendi gorev
emri dahilinde, etkin olarak uygulanmasini desteklemek icin gerekli olan kararlari
alacaktir. Bu Protokolle kendisine verilmis olan fonksiyonlari yerine getirecek ve:

(a) Bu Protokolin uygulanmasi igin gerekli olan tim konularda oOnerilerde
bulunacak;

(b) Bu Protokolun uygulanmasi igin gerekli gérulen yan mercileri kuracak;

(c) Uygun olan vyerlerde yetkili uluslar arasi kuruluslar ve hukUmetler arasi
merciler ve sivil toplum kuruluslarinin hizmetlerini ve isbirligini ve bunlar
tarafindan saglanan bilgileri edinecek ve kullanacak;

(d) Bu Protokoliin 33 numarali maddesine gére sunulacak olan bilgileri iletmek
icin gerekli olan formu ve araliklari belirleyecek ve bu bilgileri ve herhangi bir
yan merci tarafindan sunulan raporlari gérisecek;
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(e) intiyag halinde, bu Protokoliin uygulanmasi igin gerekli addedilen, yeni ekleri,
Protokolde ve eklerinde 6nerilen degisiklikleri goriisecek ve kabul edecek; ve

(f) Bu Protokolin uygulanmasi icin gerekli olabilecek diger islevleri yerine
getirecektir.

5. Taraflar Konferansi i¢ tizigu ve Sézlesmenin mali kurallari, bu Protokolin Taraflarinin
toplantisi gorevi yapan Taraflar Konferansi tarafindan aksine karar verilmedigi surece,
gereken degisiklikler yapilarak, bu Protokol altinda da uygulanacaktir.

6. Bu Protokolin Taraflarinin toplantisi gorevini yapan Taraflar Konferansinin ilk toplantisi
Sekreterya tarafindan Taraflar Konferansinin bu Protokolln yurarlige girdigi tarihten sonra
planlanan ilk toplantisi ile baglantili olarak toplanacaktir. Bu Protokolln Taraflarinin toplantisi
gorevini yapan Taraflar Konferansinin daha sonraki olagan toplantilari, bu Protokolin
Taraflarinin toplantisi gérevini yapan Taraflar Konferansinca aksi yonde karar alinmadigi
surece, Taraflar Konferansinin olagan toplantilari ile baglantili olarak gergeklesecektir.

7. Bu Protokolin Taraflarinin toplantisi gorevini géren Taraflar Konferansinin olaganustu
toplantilari Bu Protokoliin Taraflarinin toplantisi gérevini géren Taraflar Konferansi tarafindan
gerekli gorulen diger zamanlarda, ya da herhangi bir Tarafin yazili istegi tGzerine, bu istegin
Sekreterya tarafindan Taraflara iletiimesinden sonraki alti ay icerisinde Taraflarin Ugte biri
tarafindan desteklenmesi sartiyla, gerceklestirilecektir.

8. Birlesmis Milletler, bu kurulusun uzmanlasmigs kurumlari ve Uluslar arasi Atom Enerjisi
Kurumu ve bunlarin yani sira bu kurumlarin Gyeleri veya gézlemcileri olan ancak Sézlesmeye
taraf olmayan Devletler , bu Protokolun taraflarinin toplantisi goérevini yapan Taraflar
Konferansi toplantilarinda gézlemci olarak temsil edilebilirler. ister ulusal, ister uluslar arasi,
ister sivil ister hUkimete bagh olsun, bu Protokoliin kapsaminda yer alan konular hakkinda
uzmanlasmis olan ve Sekreteryaya bu Protokolin Taraflar toplantisi gorevini yapan Taraflar
Konferansinda gozlemci olarak temsil edilme isteg@ini iletmis olan herhangi bir merci ya da
kurum, mevcut Taraflardan en az Ugte biri itiraz etmedigi slrece, bu toplantida gdzlemci
dizeyinde temsil edilebilir. Bu Madde ile bagka bir yol saglanmadidi slrece, gézlemcilerin
izin almasi ve katihmi yukarida paragraf 5te belirtiimis olan i¢ tlizik kurallarina tabi olacaktir.

Madde 30
YAN MERCILER

1. Sodzlesme altinda veya tarafinan kurulmus olan herhangi bir yan merci, Taraflar
toplantisi goérevini yapan Taraflar Konferansinda alinan bir karar Uzerine, Protokole
hizmet edebilir, bu durumda Taraflar toplantisi bu merciin gerceklestirecegi islevleri
belirleyecektir.

2.  Bu Protokole Taraf olmayan Soézlegsme Taraflari bu tur yan mercilerin herhangi bir
toplantisina gozlemci olarak katilabilir. S6zlesmenin bir yan mercii bu Protokol icin bir
yan merci olarak hizmet verdiginde, Protokol altindaki kararlar yalnizca Protokol
Taraflarinca alinacaktir.

3.  Sodzlegsmenin yan mercilerinden biri bu Protokolle ilgili konulara iligkin gérevlerini yerine
getirirken, Sozlesmeye Taraf olan, ancak Protokole Taraf olmayan bir Tarafi temsil
eden yan merci bldrosunun herhangi bir Gyesinin yerini, Protokol Taraflarinca kendi
iclerinden secilecek olan bir Gye alacaktir.

Madde 31
SEKRETERYA
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1.  Soézlesmenin 24 numarali Maddesiyle kurulmus olan Sekreterya bu Protokolin
Sekreteryasi olarak hizmet verecektir.

2. Soézlesmenin 24 numarali Maddesinin Sekreteryanin islevleri hakkindaki 1 numaral
paragrafi gerekli degisiklikler yapilarak bu Protokol igin de uygulanacaktir.

3. Ayn olduklari surece, bu Protokolun Sekreterya hizmetlerinin maliyetleri bu Protokolln
Taraflarinca kargilanacaktir. Bu Protokolin Taraflarinin toplantisi olarak gérev yapan
Taraflar Konferansi ilk toplantisinda bu amag igin gerekli olan bitce dizenlemeleri
hakkinda karar verecektir.

Madde 32
SOZLESME ILE iLiSKI

Bu Protokolde aksi belirtiimedigi strece, Sézlesmenin Protokollerine iligkin hikimleri bu
Protokole uygulanacaktir.

Madde 33
iZLEME VE RAPOR VERME

Taraflardan her biri bu Protokol altindaki ytkimlaliklerinin yerine getiriimesini izleyecek ve
bu Protokolin Taraflarinin toplantisi olarak goérev yapan Taraflar Konferansi tarafindan
belirlenecek olan araliklarda bu Protokoltun Taraflarinin toplantisi olarak gérev yapan Taraflar
Konferansina Protokoliin uygulanmasi i¢in almis oldugu o6nlemler konusunda rapor
verecektir.

Madde 34
uyYum

Bu Protokolln taraflarinin toplantisi olarak gérev yapan Taraflar Konferansi ilk toplantisinda
bu Protokolin hikimlerine uyulmasinin tesvik edilmesi ve uyumsuzluk vakalarinin hedef
alinmasi amacli igbirligi sureglerini ve kurumsal mekanizmalari gorisecek ve onaylayacaktir.
Bu strecler ve mekanizmalar uygun olan yerlerde tavsiye ya da yardim teklif edilmesi
hikUmlerini de igerecektir. Bunlar Sézlesmenin 27 numarali maddesiyle belirlenmis olan
anlasmazliklarin ¢ézimlenmesi islemlerinden ve mekanizmalarindan ayri olacak ve bunlarla
verilen haklar sakl kalacaktir.

Madde 35
DEGERLENDIRME VE iNCELEME

Bu Protokolun Taraflarinin toplantisi olarak gorev yapan Taraflar Konferansi bu Protokolin
yururlige girmesinden bes yil sonra ve bu slire sonrasinda en az bes yilda bir Protokolln
etkinligi hakkinda, iglemlerinin ve eklerinin degderlendiriimesini de iceren bir dederlendirme
yapacakitir.

Madde 36
iMZA
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Bu Protokol Devletlerin ve bolgesel ekonomik entegrasyon kuruluglarinin imzasina Nairobi’de
15 — 26 Mayis 2000 tarihleri arasinda ve New York’daki Birlesmis Milletler Merkezinde 5
Haziran 2000 — 4 Haziran 2001 tarihleri arasinda agilacaktir.

Madde 37
YURURLUGE GIRME

1. Bu Protokol ellinci onay, kabul, onama ya da riza gosterme aracinin Sézlesmeye taraf
olan Devletler ya da bolgesel ekonomik entegrasyon kuruluslari tarafindan
verilmesinden sonraki doksaninci glinde yururlige girecektir.

2.  Bu Protokol, bu Protokolli onaylayan, kabul eden, onayan ya da bu Protokole riza
gosteren bir Devlet ya da bolgesel ekonomik entegrasyon kurulusu icin yukarida
verilmis olan 1 numarali paragrafa uygun olarak, s6z konusu devlet ya da bdlgesel
ekonomik entegrasyon kurulusunun kabul, onay, onama ya da riza gosterme aracini
iletmesinden sonraki doksaninci giinde, ya da bu Protokoliin s6z konusu devlet ya da
bdlgesel ekonomik entegrasyon kurulusu igin yurarlige girdigi tarinte, bu tarihlerden
hangisinin daha ge¢ olduguna bagli olarak, geg¢ olan tarihte yurirlige girecektir.

3.  Yukarida verilmis olan 1 ve 2 numarali paragraflarin amaclari dahilinde, bir bélgesel
ekonomik entegrasyon kurulusu tarafindan iletilen bir ara¢ bu kurulusa Uye olan
Devletler tarafindan iletilen araca ek olarak sayiimayacaktir.

Madde 38
IHTIRAZ KAYDI

Bu Protokole herhangi bir intiraz kaydi yapilamaz.

Madde 39
CEKILME

1. Bu Protokolln bir Taraf igin yurarlige girmesinden iki yil sonraki herhangi bir zamanda,
s6z konusu Taraf Garantore yazili bildirimde bulunmak sartiyla Protokolden cekilebilir.

2. Bu tdr bir ¢ekilme, Garantor tarafindan alindigi tarihten sonraki bir yil bittiginde ya da
cekilme bildiriminde belirtiimis olan daha geg bir tarihte gergeklesecektir.

Madde 40
OTANTIK METINLER

Bu Protokoliin Arapga, Cince, ingilizce, Fransizca, Rusca ve ispanyolca olarak hazirlanmis
olan metinlerin esdeger olarak otantik oldugu orijinali Birlesmig Milletler Genel Sekreteryasi
tarafindan korunacaktir.
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Ekl

MADDE 8, 10 VE 13 ALTINDA BiLDIRIMLERDE BULUNMASI GEREKEN BILGILER

(f)

(9

(k)
(1)

(m)

(0)

ihracatginin adi, adresi ve temas detaylari
ithalatginin ad, adresi ve temas detaylari

Degistirilmis canli organizmanin adi ve tanimlamasi, varolmasi halinde ihracat
Devletindeki  degistirilmis canli  organizmanin  biyoglvenlik duzeyinin yerel
siniflandirmasi

Bilinmesi halinde sinir 6tesi hareket icin amaclanan tarih ya da tarihler

Biyoglvenlige iliskin olarak alici organizmanin ya da ebeveyn organizmalarin
siniflandirma durumu, genel adi, toplanma ya da elde edilme noktasi ve 6zellikleri.

Bilinmesi halinde, alici organizmanin ve / veya ebeveyn organizmalarin mense
merkezi ve genetik c¢esitlilik merkezleri ve organizmalarin yasayabilecegi ya da
Ureyebilecegdi habitatlara iliskin bir agiklama

Verici organizmanin ya da biyoguvenlikle ilgili organizmalarin siniflandirma durumu,
genel adi, toplama ya da elde etme noktasi ve ézellikleri

Uygulanan nukleik asidin ya da dedgisikligin, kullanilan teknigin ve degistirilmis canli
organizmanin sonugcta edindigi 6zelliklerin acgiklamasi

Degistirilmis canli organizma ve bundan elde edilen Grlnler yani degistiriimis canh
organizma kaynakli, modern biyoteknoloji kullanilarak elde edilmis olan gogalabilir
genetik malzemenin yeni kombinasyonlarini igeren iglenmis materyaller icin
amaclanan kullanim,

Nakledilecek olan degistirilmis canli organizma miktari ya da hacmi
Ek Il ile uyumlu olan daha énce yapilmis ve mevcut risk degerlendirmesi raporu

Mumkun olan yerlerde ambalajlama, etiketleme, dokimantasyon, imha ve ihtiyat
islemleri de dahil olmak Uzere, Onerilen glvenli muamele, depolama, nakil ve
kullanim yéntemleri;

Degistirilmis canli organizmanin ihracat Devletindeki yasal durumu (6rnegin ihracatgi
Devlette yasaklanip yasaklanmadidi, diger sinirlamalar olup olmadigl ya da genel
cevreye salim icin onaylanip onaylanmadidi) ve, degistiriimis canli organizmanin
ihracatgl devlette yasaklanmis olmasi halinde, bu yasaklamanin nedeni ya da
nedenleri

inracatgi tarafindan diger Devletlere nakledilecek olan degistiriimis canli organizma
ile ilgili olarak yapilan herhangi bir bildirimin sonucu ve amaci

Yukaridaki bilgilerin olaylara dayanarak dogru olduguna iligkin bir beyanname.
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Ek Il

GIDAVEYA YEM OLARAK VEYA ISLEME iGIN DOGRUDAN KULLANIM AMAGLI

DEGISTIRILMIS CANLI ORGANIZMALAR iGiN MADDE 11 ALTINDA GEREKLIi OLAN

(@)
(b)
(c)
(d)

(e)
(f)

(9)

(h)

(i)

(k)

BILGILER
Yerel kullanima iligkin bir karar igin bagvuruda bulunanin ismi ve temas detaylari
Karardan sorumlu olan merciin adi ve temas detaylari
Degistirilmis canl organizmanin adi ve tanimlamasi

Genetik degisikligin, kullanilan teknigin ve degistiriimis canli organizmada ortaya
cikan sonug dzelliklerin tanimlanmasi

Degistirilmis canli organizmanin herhangi bir ayirici 6zelliginin tanimlamasi

Alici organizmanin ya da ebeveyn organizmalarin biyoguvenlikle ilgili siniflandirma
dizeyi, genel adi, toplama ya da elde etme noktasi ve 6zellikleri

Bilinmesi halinde, alici organizmanin ve / veya ebeveyn organizmalarin mense
merkezleri ve genetik cesitlilik merkezleri ve organizmalarin yasayabilecegi ve
ureyebilecegdi habitatin tanimlamasi

Verici organizmanin ya da biyoguvenlikle ilgili organizmalarin siniflandirma durumu,
genel adi, toplama ya da elde etme noktasi ve ézellikleri.

Degistirilmis canli organizmanin onaylanmis kullanimlari
Bu Protokolin Il numarali Ekine uygun bir risk degerlendirmesi raporu

Uygun olan yerlerde, paketleme, etiketleme, dokiimantasyon, imha ve ihtiyat islemleri
de dahil olmak Uzere, glvenli muamele, depolama, nakil ve kullanim igin dnerilen
yontemler.
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Amacg
1.

MADDE 15 ALTINDA RiSK DEGERLENDIRMESI

Bu Protokol altinda gergeklestirilen risk dederlendirmesinin amaci degistirilmis canl
organizmalarin potansiyel alici g¢evredeki biyolojik ¢esitliligin korunmasi ve
surddrdlebilir kullanimi Gzerindeki potansiyel olumsuz etkilerinin insan sagligi
Uzerindeki riskler de g6z énlne alinarak tanimlanmasi ve degerlendirilmesidir.

Risk degerlendirmesinin kullaniimasi

2.

Risk degerlendirmesi, digerlerinin yani sira, yetkili merciler tarafindan degistiriimis
canl organizmalara iligkin bilingli kararlar alinmasi igin kullanilir.

Genel Prensipler

3.

Risk degerlendirmesi bilimsel olarak etkin ve seffaf bir bicimde gergeklestiriimeli ve
ilgili uluslar arasi kuruluslarin uzman tavsiyelerini ve bunlar tarafindan gelistirilen
rehberleri g6z éninde bulundurabilmelidir.

Bilimsel bilgi ya da bilimsel fikir birligi eksikliginin belirli bir risk seviyesini, bir riskin
varolmadigini ya da kabul edilebilir bir riskin varligini goésteriyor olarak
yorumlanmasi gerekmez.

Degistirilmis canli organizmalarla ya da bunlarin UrGnleriyle, yani degistirilmis canli
organizma kaynakli, modern biyoteknoloji kullanilarak elde edilmis olan ¢ogalabilir
genetik malzemenin yeni kombinasyonlarini iceren iglenmis materyallerle ilgili riskler
degistiriimemis alicilar ya da ebeveyn organizmalar tarafindan olasi potansiyel alici
cevrede neden olunan riskler kapsaminda degerlendirilmelidir.

Risk degerlendirmesi vaka vaka gergeklestiriimelidir. Gerekli olan bilgilerin dogasi
ve detay dizeyi degistiriimis canli organizmaya, bu organizmanin amaglanan
kullanimina ve olasi potansiyel alici ¢evreye bagh olarak vakadan vakaya
degisebilir.

Metodoloji

7.

Risk degerlendirmesi sureci bir taraftan degerlendirme slreci igerisinde
tanimlanabilecek ve istenebilecek olan 6zel konular hakkinda daha fazla bilgiye
ihtiya¢c duyulmasina neden olabilirken diger taraftan diger konularla ilgili bilgiler bazi
durumlarda konuyla ilgili olmayabilir.

Risk degerlendirmesi, amacina ulasmak ic¢in uygun bicimde asagidaki
basamaklardan olusur:

OlasI potansiyel alici gevrede, insan saghdi Uzerindeki riskler de g6z &6nlinde
bulundurularak, biyolojik c¢esitlilik Uzerinde olumsuz etkilere sahip olabilecek
degistiriimis canh organizma ile ilgili yeni genotipik ve fenotipik 0Ozelliklerin
belirlenmesi

Farkina varilan bu olumsuz etkilerin ortaya ¢ikma olasihginin, olasi potansiyel alici

cevrenin degistiriimis canli organizmaya maruz birakilma dizeyi ve turi de goz
onune alinarak, degerlendiriimesi.

Bu olumsuz etkilerin gergeklesesi halinde ortaya ¢ikacak sonuclarin degerlendirilmesi

Tanimlanan olumsuz etkilerin ortaya ¢ikis olasiiginin  ve sonuglarinin
degerlendiriimesine dayanarak, degistiriimis canli organizmanin neden oldugu genel
riskin tahmin edilmesi
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(e)

(f)

Gereken hallerde risklerin yonetilmesine iliskin stratejilerin belirlenmesi de dahil
olmak Uzere, bu risklerin kabul edilebilir ya da yoénetilebilir olup olmadigina iligkin
tavsiyede bulunulmasi; ve

Risk duzeyine iligkin bir belirsizlik olmasi halinde, ilgili 6zel konular hakkinda daha
fazla bilgi istenmesi ya da uygun risk yonetimi stratejilerinin uygulanmasi ve / veya
degistirilmis canli organizmanin alici ¢evre icerisinde gézlenmesi yoluyla bu konu ele
alinabilir.

Dikkate alinacak Noktalar

1.

(@)

(b)

(c)

(d)

(e)

(f)

(9

(h)

Vakaya bagli olarak, risk degerlendirmesinde asagidaki konularin dzellikleri ile ilgili
olan teknik ve bilimsel detaylar géz dniinde bulundurulur:

Alici_organizma ya da ebeveyn organizmalar: Alici organizmanin ya da ebeveyn
organizmalarin, bilinmesi halinde siniflandirma durumu, genel adi, kaynagi, mense
merkezleri ve genetik c¢esitlilik merkezleri de dahil, biyolojik 6zellikleri ve
organizmalarin yasayabilecegdi ya da Ureyebilecegdi habitatin tanimlamasi.

Verici organizma ya da organizmalar: Verici organizmalarin siniflandirma durumu ve
genel adi, kaynag ve ilgili biyolojik 6zellikleri;

Tasiyici: Tagtyicinin tanimlamasini, varolmasi halinde kaynagini ya da menseini ve
konukgu araligini iceren 6zellikleri

Yerlestirme ya da yerlestirmeler ve / veya dedistirme &zellikleri: Yerlestirilen nikleik
asidin ve belirledigi islevin genetik 6zellikleri, ve / veya yapilan degisikligin 6zellikleri;

Degistirilmis canli_organizma: Degistiriimis canli organizmanin tanimlamasi ve
degistiriimis canli organizmanin ve alici organizmanin ya da ebeveyn organizmalarin
biyolojik 6zellikleri arasindaki farkhliklar;

Degistirilmis canli organizmanin teshis ve tesbiti: Onerilen teshis ve tesbit ydntemleri
ve bunlarin 6zelligi, hassasiyeti ve glvenilirligi;

Amaclanan kullanima iligskin bilgiler: Degistiriimis canli organizmanin amagclanan
kullanimi ile ilgili olan ve alici organizma ya da ebeveyn organizmalarla kargilastirmal
olarak yeni ya da degistirilmis kullanimi iceren bilgiler; ve

Alici_cevre: Olasi potansiyel alici gevrelerin, mense merkezlerine ve biyolojik
cesitliligine iliskin bilgileri de iceren, konum, cografya, iklim ve ekolojik 6zellikleri
hakkinda bilgiler.
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CARTAGENA PROTOCOL ON BIOSAFETY TO THE CONVENTION ON
BIOLOGICAL DIVERSITY

The Parties to this Protocol,

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

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

Recalling also decision 11/5 of 17 November 1995 of the Conference of
the Parties to the Convention to develop a Protocol on biosafety, specifically
focusing on transboundary movement of any living modified organism resulting
from modern biotechnology that may have adverse effect on the conservation and
sustainable use of biological diversity, setting out for consideration, in
particular, appropriate procedures for advance informed agreement,

Reaffirming the precautionary approach contained in Principle 15 of the
Rio Declaration on Environment and Development,

Aware of the rapid expansion of modern biotechnology and the growing
public concern over its potential adverse effects on biological diversity,
taking also into account risks to human health,

Recognizing that modern biotechnology has great potential for human
well-being if developed and used with adequate safety measures for the
environment and human health,

Recognizing also the crucial importance to humankind of centres of
origin and centres of genetic diversity,

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

Recognizing that trade and environment agreements should be mutually
supportive with a view to achieving sustainable development,

Emphasizing that this Protocol shall not be interpreted as implying a
change in the rights and obligations of a Party under any existing
international agreements,

Understanding that the above recital is not intended to subordinate this
Protocol to other international agreements,

Have agreed as follows:
Article 1

OBJECTIVE

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

Article 2
GENERAL PROVISIONS

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

2. The Parties shall ensure that the development, 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.

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

4. Nothing in this Protocol shall be interpreted as restricting the right
of a Party to take action that is more protective of the conservation and
sustainable use of biological diversity than that called for in this Protocol,
provided that such action is consistent with the objective and the provisions
of this Protocol and is in accordance with that Party"s other obligations
under international law.

5. The Parties are encouraged to take into account, as appropriate,
available expertise, instruments and work undertaken in international forums
with competence in the area of risks to human health.

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

() "Conference of the Parties' means the Conference of the Parties to
the Convention;

(b) "Contained use'" means any operation, undertaken within a facility,
installation or other physical structure, which involves living modified
organisms that are controlled by specific measures that effectively limit
their contact with, and their impact on, the external environment;

(©) "Export" means intentional transboundary movement from one Party
to another Party;

(d) "Exporter" means any legal or natural person, under the
Jjurisdiction of the Party of export, who arranges for a living modified
organism to be exported;

(e) "Import" means intentional transboundary movement into one Party
from another Party;

/...
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™ "Importer"” means any legal or natural person, under the
jJurisdiction of the Party of import, who arranges for a living modified
organism to be imported;

(9) "Living modified organism”™ means any living organism that
possesses a novel combination of genetic material obtained through the use of
modern biotechnology;

@) "Living organism' means any biological entity capable of
transferring or replicating genetic material, including sterile organisms,
viruses and viroids;

(1) "Modern biotechnology' means the application of:

a. In vitro nucleic acid techniques, including recombinant
deoxyribonucleic acid (DNA) and direct injection of nucleic acid
into cells or organelles, or

b. Fusion of cells beyond the taxonomic family,

that overcome natural physiological reproductive or recombination barriers and
that are not techniques used in traditional breeding and selection;

ad ""Regional economic integration organization'” means an organization
constituted by sovereign States of a given region, to which its member States
have transferred competence in respect of matters governed by this Protocol
and which has been duly authorized, in accordance with its internal
procedures, to sign, ratify, accept, approve or accede to it;

(3 "Transboundary movement™ means the movement of a living modified
organism from one Party to another Party, save that for the purposes of
Articles 17 and 24 transboundary movement extends to movement between Parties
and non-Parties.

Article 4
SCOPE

This Protocol shall apply to the transboundary movement, transit,
handling and use of all living modified organisms that may have adverse
effects on the conservation and sustainable use of biological diversity,
taking also into account risks to human health.

Article 5
PHARMACEUTICALS

Notwithstanding Article 4 and without prejudice to any right of a Party
to subject all living modified organisms to risk assessment prior to the
making of decisions on import, this Protocol shall not apply to the
transboundary movement of living modified organisms which are pharmaceuticals
for humans that are addressed by other relevant international agreements or
organisations.
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Article 6
TRANSIT AND CONTAINED USE

1. Notwithstanding Article 4 and without prejudice to any right of a Party
of transit to regulate the transport of living modified organisms through its
territory and make available to the Biosafety Clearing-House, any decision of
that Party, subject to Article 2, paragraph 3, regarding the transit through
its territory of a specific living modified organism, the provisions of this
Protocol with respect to the advance informed agreement procedure shall not
apply to living modified organisms iIn transit.

2. Notwithstanding Article 4 and without prejudice to any right of a Party
to subject all living modified organisms to risk assessment prior to decisions
on import and to set standards for contained use within its jurisdiction, the
provisions of this Protocol with respect to the advance informed agreement
procedure shall not apply to the transboundary movement of living modified
organisms destined for contained use undertaken In accordance with the
standards of the Party of import.

Article 7
APPLICATION OF THE ADVANCE INFORMED AGREEMENT PROCEDURE

1. Subject to Articles 5 and 6, the advance informed agreement procedure in
Articles 8 to 10 and 12 shall apply prior to the first intentional
transboundary movement of living modified organisms for intentional
introduction into the environment of the Party of import.

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

3. Article 11 shall apply prior to the Ffirst transboundary movement of
living modified organisms intended for direct use as food or feed, or for
processing.

4. The advance informed agreement procedure shall not apply to the
intentional transboundary movement of living modified organisms identified in
a decision of the Conference of the Parties serving as the meeting of the
Parties to this Protocol as being not likely to have adverse effects on the
conservation and sustainable use of biological diversity, taking also into
account risks to human health.

Article 8
NOTIFICATION

1. The Party of export shall notify, or require the exporter to ensure
notification to, in writing, the competent national authority of the Party of
import prior to the intentional transboundary movement of a living modified
organism that falls within the scope of Article 7, paragraph 1. The
notification shall contain, at a minimum, the information specified in

Annex 1.

2. The Party of export shall ensure that there is a legal requirement for
the accuracy of information provided by the exporter.

/...
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Article 9
ACKNOWLEDGEMENT OF RECEIPT OF NOTIFICATION

1. The Party of import shall acknowledge receipt of the notification, in
writing, to the notifier within ninety days of its receipt.

2. The acknowledgement shall state:
(a) The date of receipt of the notification;

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

(©) Whether to proceed according to the domestic regulatory framework
of the Party of import or according to the procedure specified in Article 10.

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

4. A failure by the Party of import to acknowledge receipt of a
notification shall not imply its consent to an intentional transboundary
movement.

Article 10

DECISION PROCEDURE

1. Decisions taken by the Party of import shall be in accordance with
Article 15.
2. The Party of import shall, within the period of time referred to in

Article 9, inform the notifier, in writing, whether the intentional
transboundary movement may proceed:

() Only after the Party of import has given its written consent; or

(b) After no less than ninety days without a subsequent written
consent.

3. Within two hundred and seventy days of the date of receipt of
notification, the Party of import shall communicate, in writing, to the
notifier and to the Biosafety Clearing-House the decision referred to in
paragraph 2 (a) above:

(a) Approving the import, with or without conditions, including how
the decision will apply to subsequent imports of the same living modified
organism;

(b) Prohibiting the import;

(©) Requesting additional relevant information in accordance with its
domestic regulatory framework or Annex 1; in calculating the time within which
the Party of import is to respond, the number of days it has to wait for
additional relevant information shall not be taken into account; or
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(d) Informing the notifier that the period specified in this paragraph
is extended by a defined period of time.

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

5. A failure by the Party of import to communicate its decision within two
hundred and seventy days of the date of receipt of the notification shall not
imply its consent to an intentional transboundary movement.

6. Lack of scientific certainty due to insufficient relevant scientific
information and knowledge regarding the extent of the potential adverse
effects of a living modified organism on the conservation and sustainable use
of biological diversity in the Party of import, taking also into account risks
to human health, shall not prevent that Party from taking a decision, as
appropriate, with regard to the import of the living modified organism in
question as referred to in paragraph 3 above, in order to avoid or minimize
such potential adverse effects.

7. The Conference of the Parties serving as the meeting of the Parties
shall, at its First meeting, decide upon appropriate procedures and mechanisms
to facilitate decision-making by Parties of import.

Article 11

PROCEDURE FOR LIVING MODIFIED ORGANISMS INTENDED FOR DIRECT USE AS FOOD OR
FEED, OR FOR PROCESSING

1. A Party that makes a final decision regarding domestic use, including
placing on the market, of a living modified organism that may be subject to
transboundary movement for direct use as food or feed, or for processing
shall, within Ffifteen days of making that decision, inform the Parties through
the Biosafety Clearing-House. This information shall contain, at a minimum,
the information specified in Annex 1l1. The Party shall provide a copy of the
information, in writing, to the national focal point of each Party that
informs the Secretariat in advance that it does not have access to the
Biosafety Clearing-House. This provision shall not apply to decisions
regarding field trials.

2. The Party making a decision under paragraph 1 above, shall ensure that
there is a legal requirement for the accuracy of information provided by the
applicant.

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

4. A Party may take a decision on the import of living modified organisms
intended for direct use as food or feed, or for processing, under its domestic
regulatory framework that is consistent with the objective of this Protocol.

5. Each Party shall make available to the Biosafety Clearing-House copies
of any national laws, regulations and guidelines applicable to the import of
living modified organisms intended for direct use as food or feed, or for
processing, If available.

6. A developing country Party or a Party with an economy in transition may,
in the absence of the domestic regulatory framework referred to in paragraph 4

/...
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above, and in exercise of its domestic jurisdiction, declare through the
Biosafety Clearing-House that its decision prior to the first import of a
living modified organism intended for direct use as food or feed, or for
processing, on which information has been provided under paragraph 1 above,
will be taken according to the following:

(a) A risk assessment undertaken in accordance with Annex Il11; and

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

7. Failure by a Party to communicate its decision according to paragraph 6
above, shall not imply its consent or refusal to the import of a living
modified organism intended for direct use as food or feed, or for processing,
unless otherwise specified by the Party.

8. Lack of scientific certainty due to insufficient relevant scientific
information and knowledge regarding the extent of the potential adverse
effects of a living modified organism on the conservation and sustainable use
of biological diversity in the Party of import, taking also into account risks
to human health, shall not prevent that Party from taking a decision, as
appropriate, with regard to the import of that living modified organism
intended for direct use as food or feed, or for processing, in order to avoid
or minimize such potential adverse effects.

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

Article 12
REVIEW OF DECISIONS

1. A Party of import may, at any time, in light of new scientific
information on potential adverse effects on the conservation and sustainable
use of biological diversity, taking also iInto account the risks to human
health, review and change a decision regarding an intentional transboundary
movement. In such case, the Party shall, within thirty days, inform any
notifier that has previously notified movements of the living modified
organism referred to in such decision, as well as the Biosafety Clearing-
House, and shall set out the reasons for its decision.

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

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

(b) Additional relevant scientific or technical information has
become available.

3. The Party of import shall respond in writing to such a request within
ninety days and set out the reasons for its decision.
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4. The Party of import may, at its discretion, require a risk assessment
for subsequent imports.

Article 13
SIMPLIFIED PROCEDURE

1. A Party of import may, provided that adequate measures are applied to
ensure the safe intentional transboundary movement of living modified
organisms in accordance with the objective of this Protocol, specify in
advance to the Biosafety Clearing-House:

() Cases i1n which intentional transboundary movement to It may take
place at the same time as the movement is notified to the Party of import; and

(b) Imports of living modified organisms to it to be exempted from the
advance informed agreement procedure.

Notifications under subparagraph (a) above, may apply to subsequent similar
movements to the same Party.

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

Article 14
BILATERAL, REGIONAL AND MULTILATERAL AGREEMENTS AND ARRANGEMENTS

1. Parties may enter into bilateral, regional and multilateral agreements
and arrangements regarding intentional transboundary movements of living
modified organisms, consistent with the objective of this Protocol and
provided that such agreements and arrangements do not result in a lower level
of protection than that provided for by the Protocol.

2. The Parties shall inform each other, through the Biosafety Clearing-
House, of any such bilateral, regional and multilateral agreements and
arrangements that they have entered into before or after the date of entry
into force of this Protocol.

3. The provisions of this Protocol shall not affect intentional
transboundary movements that take place pursuant to such agreements and
arrangements as between the parties to those agreements or arrangements.

4. Any Party may determine that its domestic regulations shall apply with
respect to specific imports to it and shall notify the Biosafety Clearing-
House of its decision.

Article 15
RISK ASSESSMENT
1. Risk assessments undertaken pursuant to this Protocol shall be carried
out in a scientifically sound manner, in accordance with Annex 111 and taking
into account recognized risk assessment techniques. Such risk assessments
shall be based, at a minimum, on information provided iIn accordance with

Article 8 and other available scientific evidence in order to identify and

/...
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evaluate the possible adverse effects of living modified organisms on the
conservation and sustainable use of biological diversity, taking also into
account risks to human health.

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

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

Article 16
RISK MANAGEMENT

1. The Parties shall, taking into account Article 8 (g) of the Convention,
establish and maintain appropriate mechanisms, measures and strategies to
regulate, manage and control risks identified in the risk assessment
provisions of this Protocol associated with the use, handling and
transboundary 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 modified organism on the
conservation and sustainable use of biological diversity, taking also into
account risks to human health, within the territory of the Party of import.

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

4. Without prejudice to paragraph 2 above, each Party shall endeavour to
ensure that any living modified organism, whether imported or locally
developed, has undergone an appropriate period of observation that is
commensurate with its life-cycle or generation time before it is put to its
intended use.

5. Parties shall cooperate with a view to:

(a) Identifying living modified organisms or specific traits of living
modified organisms that may have adverse effects on the conservation and
sustainable use of biological diversity, taking also into account risks to
human health; and

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

Article 17
UNINTENTIONAL TRANSBOUNDARY MOVEMENTS AND EMERGENCY MEASURES

1. Each Party shall take appropriate measures to notify affected or
potentially affected States, the Biosafety Clearing-House and, where
appropriate, relevant international organizations, when it knows of an
occurrence under its jurisdiction resulting in a release that leads, or may
lead, to an unintentional transboundary movement of a living modified organism
that is likely to have significant adverse effects on the conservation and

/...
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sustainable use of biological diversity, taking also into account risks to
human health in such States. The notification shall be provided as soon as the
Party knows of the above situation.

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

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

() Available relevant information on the estimated quantities and
relevant characteristics and/or traits of the living modified organism;

(b) Information on the circumstances and estimated date of the
release, and on the use of the living modified organism in the originating
Party;

(c) Any available information about the possible adverse effects on
the conservation and sustainable use of biological diversity, taking also into
account risks to human health, as well as available information about possible
risk management measures;

(@ Any other relevant information; and
(e) A point of contact for further information.

4. In order to minimize any significant adverse effects on the conservation
and sustainable use of biological diversity, taking also into account risks to
human health, each Party, under whose jurisdiction the release of the living
modified organism referred to in paragraph 1 above, occurs, shall immediately
consult the affected or potentially affected States to enable them to
determine appropriate responses and initiate necessary action, including
emergency measures.

Article 18
HANDLING, TRANSPORT, PACKAGING AND IDENTIFICATION

1. In order to avoid adverse effects on the conservation and sustainable
use of biological diversity, taking also into account risks to human health,
each Party shall take necessary measures to require that living modified
organisms that are subject to intentional transboundary movement within the
scope of this Protocol are handled, packaged and transported under conditions
of safety, taking into consideration relevant international rules and
standards.

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

(a) Living modified organisms that are intended for direct use as food
or feed, or for processing, clearly identifies that they "may contain™ living
modified organisms and are not intended for intentional introduction into the
environment, as well as a contact point for further information. The
Conference of the Parties serving as the meeting of the Parties to this
Protocol shall take a decision on the detailed requirements for this purpose,

/...
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including specification of their identity and any unique identification, no
later than two years after the date of entry into force of this Protocol;

(b) Living modified organisms that are destined for contained use
clearly identifies them as living modified organisms; and specifies any
requirements for the safe handling, storage, transport and use, the contact
point for further information, including the name and address of the
individual and institution to whom the living modified organisms are
consigned; and

(©) Living modified organisms that are intended for intentional
introduction into the environment of the Party of import and any other living
modified organisms within the scope of the Protocol, clearly identifies them
as living modified organisms; specifies the identity and relevant traits
and/or characteristics, any requirements for the safe handling, storage,
transport and use, the contact point for further information and, as
appropriate, the name and address of the importer and exporter; and contains a
declaration that the movement is in conformity with the requirements of this
Protocol applicable to the exporter.

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

Article 19
COMPETENT NATIONAL AUTHORITIES AND NATIONAL FOCAL POINTS

1. Each Party shall designate one national focal point to be responsible on
its behalf for liaison with the Secretariat. Each Party shall also designate
one or more competent national authorities, which shall be responsible for
performing the administrative functions required by this Protocol and which
shall be authorized to act on its behalf with respect to those functions. A
Party may designate a single entity to fulfil the functions of both focal
point and competent national authority.

2. Each Party shall, no later than the date of entry into force of this
Protocol for it, notify the Secretariat of the names and addresses of its
focal point and its competent national authority or authorities. Where a Party
designates more than one competent national authority, it shall convey to the
Secretariat, with its notification thereof, relevant information on the
respective responsibilities of those authorities. Where applicable, such
information shall, at a minimum, specify which competent authority is
responsible for which type of living modified organism. Each Party shall
forthwith notify the Secretariat of any changes in the designation of its
national focal point or in the name and address or responsibilities of its
competent national authority or authorities.

3. The Secretariat shall forthwith inform the Parties of the notifications
it receives under paragraph 2 above, and shall also make such information
available through the Biosafety Clearing-House.
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Article 20
INFORMATION SHARING AND THE BIOSAFETY CLEARING-HOUSE

1. A Biosafety Clearing-House is hereby established as part of the
clearing-house mechanism under Article 18, paragraph 3, of the Convention, in
order to:

(a) Facilitate the exchange of scientific, technical, environmental
and legal information on, and experience with, living modified organisms; and

(b) Assist Parties to implement the Protocol, taking into account the
special needs of developing country Parties, in particular the least developed
and small island developing States among them, and countries with economies in
transition as well as countries that are centres of origin and centres of
genetic diversity.

2. The Biosafety Clearing-House shall serve as a means through which
information is made available for the purposes of paragraph 1 above. It shall
provide access to information made available by the Parties relevant to the
implementation of the Protocol. It shall also provide access, where possible,
to other international biosafety information exchange mechanisms.

3. Without prejudice to the protection of confidential information, each
Party shall make available to the Biosafety Clearing-House any information
required to be made available to the Biosafety Clearing-House under this
Protocol, and:

(a) Any existing laws, regulations and guidelines for implementation
of the Protocol, as well as information required by the Parties for the
advance informed agreement procedure;

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

(©) Summaries of its risk assessments or environmental reviews of
living modified organisms generated by its regulatory process, and carried out
in accordance with Article 15, including, where appropriate, relevant
information regarding products thereof, namely, processed materials that are
of living modified organism origin, containing detectable novel combinations
of replicable genetic material obtained through the use of modern
biotechnology;

@ Its final decisions regarding the importation or release of living
modified organisms; and

(e) Reports submitted by it pursuant to Article 33, including those on
implementation of the advance informed agreement procedure.

4. The modalities of the operation of the Biosafety Clearing-House,
including reports on its activities, shall be considered and decided upon by
the Conference of the Parties serving as the meeting of the Parties to this
Protocol at its first meeting, and kept under review thereafter.
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Article 21
CONFIDENTIAL INFORMATION

1. The Party of import shall permit the notifier to identify information
submitted under the procedures of this Protocol or required by the Party of
import as part of the advance informed agreement procedure of the Protocol
that is to be treated as confidential. Justification shall be given in such
cases upon request.

2. The Party of import shall consult the notifier if it decides that
information identified by the notifier as confidential does not qualify for
such treatment and shall, prior to any disclosure, inform the notifier of its
decision, providing reasons on request, as well as an opportunity for
consultation and for an internal review of the decision prior to disclosure.

3. Each Party shall protect confidential information received under this
Protocol, including any confidential information received in the context of
the advance informed agreement procedure of the Protocol. Each Party shall
ensure that it has procedures to protect such information and shall protect
the confidentiality of such information in a manner no less favourable than
its treatment of confidential information in connection with domestically
produced living modified organisms.

4. The Party of import shall not use such information for a commercial
purpose, except with the written consent of the notifier.

5. IT a notifier withdraws or has withdrawn a notification, the Party of
import shall respect the confidentiality of commercial and industrial
information, including research and development information as well as
information on which the Party and the notifier disagree as to its
confidentiality.

6. Without prejudice to paragraph 5 above, the following information shall
not be considered confidential:

() The name and address of the notifier;

(b) A general description of the living modified organism or
organisms;

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

(@ Any methods and plans for emergency response.
Article 22
CAPACITY-BUILDING

1. The Parties shall cooperate in the development and/or strengthening of
human resources and institutional capacities in biosafety, including
biotechnology to the extent that it is required for biosafety, for the purpose
of the effective implementation of this Protocol, in developing country
Parties, in particular the least developed and small island developing States
among them, and in Parties with economies in transition, including through

/...
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existing global, regional, subregional and national institutions and
organizations and, as appropriate, through facilitating private sector
involvement.

2. For the purposes of implementing paragraph 1 above, in relation to
cooperation, the needs of developing country Parties, in particular the least
developed and small island developing States among them, for financial
resources and access to and transfer of technology and know-how in accordance
with the relevant provisions of the Convention, shall be taken fully into
account for capacity-building in biosafety. Cooperation in capacity-building
shall, subject to the different situation, capabilities and requirements of
each Party, include scientific and technical training in the proper and safe
management of biotechnology, and in the use of risk assessment and risk
management for biosafety, and the enhancement of technological and
institutional capacities in biosafety. The needs of Parties with economies in
transition shall also be taken fully into account for such capacity-building
in biosafety.

Article 23
PUBLIC AWARENESS AND PARTICIPATION
1. The Parties shall:

(2) Promote and facilitate public awareness, education and
participation concerning the safe transfer, handling and use of living
modified organisms in relation to the conservation and sustainable use of
biological diversity, taking also into account risks to human health. In doing
so, the Parties shall cooperate, as appropriate, with other States and
international bodies;

(b) Endeavour to ensure that public awareness and education encompass
access to information on living modified organisms identified in accordance
with this Protocol that may be imported.

2. The Parties shall, in accordance with their respective laws and
regulations, consult the public in the decision-making process regarding
living modified organisms and shall make the results of such decisions
available to the public, while respecting confidential information in
accordance with Article 21.

3. Each Party shall endeavour to inform its public about the means of
public access to the Biosafety Clearing-House.

Article 24
NON-PARTIES

1. Transboundary movements of living modified organisms between Parties and
non-Parties shall be consistent with the objective of this Protocol. The
Parties may enter into bilateral, regional and multilateral agreements and
arrangements with non-Parties regarding such transboundary movements.

2. The Parties shall encourage non-Parties to adhere to this Protocol and
to contribute appropriate information to the Biosafety Clearing-House on
living modified organisms released in, or moved into or out of, areas within
their national jurisdictions.

/...
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Article 25
ILLEGAL TRANSBOUNDARY MOVEMENTS

1. Each Party shall adopt appropriate domestic measures aimed at preventing
and, if appropriate, penalizing transboundary movements of living modified
organisms carried out in contravention of its domestic measures to implement
this Protocol. Such movements shall be deemed illegal transboundary movements.

2. In the case of an illegal transboundary movement, the affected Party may
request the Party of origin to dispose, at its own expense, of the living
modified organism in question by repatriation or destruction, as appropriate.

3. Each Party shall make available to the Biosafety Clearing-House
information concerning cases of illegal transboundary movements pertaining to
it.

Article 26
SOCIO-ECONOMIC CONSIDERATIONS

1. The Parties, iIn reaching a decision on import under this Protocol or
under its domestic measures implementing the Protocol, may take into account,
consistent with their international obligations, socio-economic considerations
arising from the impact of living modified organisms on the conservation and
sustainable use of biological diversity, especially with regard to the value
of biological diversity to indigenous and local communities.

2. The Parties are encouraged to cooperate on research and information
exchange on any socio-economic impacts of living modified organisms,
especially on indigenous and local communities.

Article 27
LIABILITY AND REDRESS

The Conference of the Parties serving as the meeting of the Parties to
this Protocol shall, at its first meeting, adopt a process with respect to the
appropriate elaboration of international rules and procedures in the field of
liability and redress for damage resulting from transboundary movements of
living modified organisms, analysing and taking due account of the ongoing
processes in international law on these matters, and shall endeavour to
complete this process within four years.

Article 28
FINANCIAL MECHANISM AND RESOURCES
1. In considering financial resources for the implementation of this
Protocol, the Parties shall take into account the provisions of Article 20 of
the Convention.
2. The financial mechanism established in Article 21 of the Convention

shall, through the institutional structure entrusted with its operation, be
the financial mechanism for this Protocol.
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3. Regarding the capacity-building referred to in Article 22 of this
Protocol, the Conference of the Parties serving as the meeting of the Parties
to this Protocol, in providing guidance with respect to the financial
mechanism referred to in paragraph 2 above, for consideration by the
Conference of the Parties, shall take into account the need for financial
resources by developing country Parties, in particular the least developed and
the small island developing States among them.

4. In the context of paragraph 1 above, the Parties shall also take into
account the needs of the developing country Parties, in particular the least
developed and the small island developing States among them, and of the
Parties with economies in transition, iIn their efforts to identify and
implement their capacity-building requirements for the purposes of the
implementation of this Protocol.

5. The guidance to the financial mechanism of the Convention in relevant
decisions of the Conference of the Parties, including those agreed before the
adoption of this Protocol, shall apply, mutatis mutandis, to the provisions of
this Article.

6. The developed country Parties may also provide, and the developing
country Parties and the Parties with economies in transition avail themselves
of, financial and technological resources for the implementation of the
provisions of this Protocol through bilateral, regional and multilateral
channels.

Article 29

CONFERENCE OF THE PARTIES SERVING AS THE MEETING OF THE PARTIES
TO THIS PROTOCOL

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

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

3. When the Conference of the Parties serves as the meeting of the Parties
to this Protocol, any member of the bureau of the Conference of the Parties
representing a Party to the Convention but, at that time, not a Party to this
Protocol, shall be substituted by a member to be elected by and from among the
Parties to this Protocol.

4. The Conference of the Parties serving as the meeting of the Parties to
this Protocol shall keep under regular review the implementation of this
Protocol and shall make, within its mandate, the decisions necessary to
promote its effective implementation. It shall perform the functions assigned
to it by this Protocol and shall:

(a) Make recommendations on any matters necessary for the
implementation of this Protocol;
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(b) Establish such subsidiary bodies as are deemed necessary for the
implementation of this Protocol;

(©) Seek and utilize, where appropriate, the services and cooperation
of, and information provided by, competent international organizations and
intergovernmental and non-governmental bodies;

(d) Establish the form and the intervals for transmitting the
information to be submitted in accordance with Article 33 of this Protocol and
consider such information as well as reports submitted by any subsidiary body;

(e) Consider and adopt, as required, amendments to this Protocol and
its annexes, as well as any additional annexes to this Protocol, that are
deemed necessary for the implementation of this Protocol; and

™ Exercise such other functions as may be required for the
implementation of this Protocol.

5. The rules of procedure of the Conference of the Parties and financial
rules of the Convention shall be applied, mutatis mutandis, under this
Protocol, except as may be otherwise decided by consensus by the Conference of
the Parties serving as the meeting of the Parties to this Protocol.

6. The First meeting of the Conference of the Parties serving as the
meeting of the Parties to this Protocol shall be convened by the Secretariat
in conjunction with the First meeting of the Conference of the Parties that is
scheduled after the date of the entry into force of this Protocol. Subsequent
ordinary meetings of the Conference of the Parties serving as the meeting of
the Parties to this Protocol shall be held in conjunction with ordinary
meetings of the Conference of the Parties, unless otherwise decided by the
Conference of the Parties serving as the meeting of the Parties to this
Protocol.

7. Extraordinary meetings of the Conference of the Parties serving as the
meeting of the Parties to this Protocol shall be held at such other times as
may be deemed necessary by the Conference of the Parties serving as the
meeting of the Parties to this Protocol, or at the written request of any
Party, provided that, within six months of the request being communicated to
the Parties by the Secretariat, it is supported by at least one third of the
Parties.

8. The United Nations, its specialized agencies and the International
Atomic Energy Agency, as well as any State member thereof or observers thereto
not party to the Convention, may be represented as observers at meetings of
the Conference of the Parties serving as the meeting of the Parties to this
Protocol. Any body or agency, whether national or international, governmental
or non-governmental, that is qualified in matters covered by this Protocol and
that has informed the Secretariat of its wish to be represented at a meeting
of the Conference of the Parties serving as a meeting of the Parties to this
Protocol as an observer, may be so admitted, unless at least one third of the
Parties present object. Except as otherwise provided in this Article, the
admission and participation of observers shall be subject to the rules of
procedure, as referred to in paragraph 5 above.
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Article 30
SUBSIDIARY BODIES

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

2. Parties to the Convention that are not Parties to this Protocol may
participate as observers in the proceedings of any meeting of any such
subsidiary bodies. When a subsidiary body of the Convention serves as a
subsidiary body to this Protocol, decisions under the Protocol shall be taken
only by the Parties to the Protocol.

3. When a subsidiary body of the Convention exercises its functions with
regard to matters concerning this Protocol, any member of the bureau of that
subsidiary body representing a Party to the Convention but, at that time, not
a Party to the Protocol, shall be substituted by a member to be elected by and
from among the Parties to the Protocol.

Article 31
SECRETARIAT

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

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

3. To the extent that they are distinct, the costs of the secretariat
services for this Protocol shall be met by the Parties hereto. The Conference
of the Parties serving as the meeting of the Parties to this Protocol shall,
at its First meeting, decide on the necessary budgetary arrangements to this
end.

Article 32
RELATIONSHIP WITH THE CONVENTION

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

Article 33
MONITORING AND REPORTING

Each Party shall monitor the implementation of its obligations under
this Protocol, and shall, at intervals to be determined by the Conference of
the Parties serving as the meeting of the Parties to this Protocol, report to
the Conference of the Parties serving as the meeting of the Parties to this
Protocol on measures that it has taken to implement the Protocol.
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Article 34
COMPLI1ANCE

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

Article 35
ASSESSMENT AND REVIEW

The Conference of the Parties serving as the meeting of the Parties to
this Protocol shall undertake, five years after the entry into force of this
Protocol and at least every five years thereafter, an evaluation of the
effectiveness of the Protocol, including an assessment of i1ts procedures and
annexes.

Article 36
SIGNATURE

This Protocol shall be open for signature at the United Nations Office
at Nairobi by States and regional economic integration organizations from 15
to 26 May 2000, and at United Nations Headquarters in New York from 5 June
2000 to 4 June 2001.

Article 37
ENTRY INTO FORCE

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

2. This Protocol shall enter into force for a State or regional economic
integration organization that ratifies, accepts or approves this Protocol or
accedes thereto after its entry into force pursuant to paragraph 1 above, on
the ninetieth day after the date on which that State or regional economic
integration organization deposits its instrument of ratification, acceptance,
approval or accession, or on the date on which the Convention enters into
force for that State or regional economic integration organization, whichever
shall be the later.

3. For the purposes of paragraphs 1 and 2 above, any instrument deposited
by a regional economic integration organization shall not be counted as
additional to those deposited by member States of such organization.
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Article 38
RESERVATIONS
No reservations may be made to this Protocol.

Article 39

WITHDRAWAL
1. At any time after two years from the date on which this Protocol has
entered into force for a Party, that Party may withdraw from the Protocol by
giving written notification to the Depositary.
2. Any such withdrawal shall take place upon expiry of one year after the
date of its receipt by the Depositary, or on such later date as may be
specified in the notification of the withdrawal.

Article 40

AUTHENTIC TEXTS

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

IN WITNESS WHEREOF the undersigned, being duly authorized to that effect, have
signed this Protocol.

DONE at Montreal on this twenty-ninth day of January, two thousand.
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Annex 1
INFORMATION REQUIRED IN NOTIFICATIONS UNDER ARTICLES 8, 10 AND 13
(2) Name, address and contact details of the exporter.
(b) Name, address and contact details of the importer.

(©) Name and identity of the living modified organism, as well as the
domestic classification, if any, of the biosafety level of the living modified
organism in the State of export.

(d Intended date or dates of the transboundary movement, if known.

(e) Taxonomic status, common name, point of collection or acquisition,
and characteristics of recipient organism or parental organisms related to
biosafety.

¢)) Centres of origin and centres of genetic diversity, if known, of
the recipient organism and/or the parental organisms and a description of the
habitats where the organisms may persist or proliferate.

(@) Taxonomic status, common name, point of collection or acquisition,
and characteristics of the donor organism or organisms related to biosafety.

) Description of the nucleic acid or the modification introduced,
the technique used, and the resulting characteristics of the living modified
organism.

(1) Intended use of the living modified organism or products thereof,
namely, processed materials that are of living modified organism origin,
containing detectable novel combinations of replicable genetic material
obtained through the use of modern biotechnology.

a) Quantity or volume of the living modified organism to be
transferred.

I A previous and existing risk assessment report consistent with
Annex 111.

a Suggested methods for the safe handling, storage, transport and
use, including packaging, labelling, documentation, disposal and contingency
procedures, where appropriate.

m) Regulatory status of the living modified organism within the State
of export (for example, whether it is prohibited in the State of export,
whether there are other restrictions, or whether it has been approved for
general release) and, if the living modified organism is banned in the State
of export, the reason or reasons for the ban.

) Result and purpose of any notification by the exporter to other
States regarding the living modified organism to be transferred.

(o) A declaration that the above-mentioned information is factually
correct.



- 22 -

Annex 11

INFORMATION REQUIRED CONCERNING LIVING MODIFIED ORGANISMS INTENDED FOR
DIRECT USE AS FOOD OR FEED, OR FOR PROCESSING UNDER ARTICLE 11

() The name and contact details of the applicant for a decision for
domestic use.

(b) The name and contact details of the authority responsible for the
decision.

(©) Name and identity of the living modified organism.

(d) Description of the gene modification, the technique used, and the
resulting characteristics of the living modified organism.

(e) Any unique identification of the living modified organism.

™ Taxonomic status, common name, point of collection or acquisition,
and characteristics of recipient organism or parental organisms related to
biosafety.

()] Centres of origin and centres of genetic diversity, if known, of
the recipient organism and/or the parental organisms and a description of the
habitats where the organisms may persist or proliferate.

) Taxonomic status, common name, point of collection or acquisition,
and characteristics of the donor organism or organisms related to biosafety.

(1) Approved uses of the living modified organism.
() A risk assessment report consistent with Annex I11.
(9] Suggested methods for the safe handling, storage, transport and

use, including packaging, labelling, documentation, disposal and contingency
procedures, where appropriate.
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Annex 111
RISK ASSESSMENT
Objective
1. The objective of risk assessment, under this Protocol, iIs to identify
and evaluate the potential adverse effects of living modified organisms on the
conservation and sustainable use of biological diversity in the likely
potential receiving environment, taking also into account risks to human

health.

Use of risk assessment

2. Risk assessment is, inter alia, used by competent authorities to make
informed decisions regarding living modified organisms.

General principles

3. Risk assessment should be carried out in a scientifically sound and
transparent manner, and can take into account expert advice of, and guidelines
developed by, relevant international organizations.

4. Lack of scientific knowledge or scientific consensus should not
necessarily be interpreted as indicating a particular level of risk, an
absence of risk, or an acceptable risk.

5. Risks associated with living modified organisms or products thereof,
namely, processed materials that are of living modified organism origin,
containing detectable novel combinations of replicable genetic material
obtained through the use of modern biotechnology, should be considered in the
context of the risks posed by the non-modified recipients or parental
organisms in the likely potential receiving environment.

6. Risk assessment should be carried out on a case-by-case basis. The
required information may vary in nature and level of detail from case to case,
depending on the living modified organism concerned, its intended use and the
likely potential receiving environment.

Methodology

7. The process of risk assessment may on the one hand give rise to a need
for further information about specific subjects, which may be identified and
requested during the assessment process, while on the other hand information
on other subjects may not be relevant in some instances.

8. To fulfil its objective, risk assessment entails, as appropriate, the
following steps:

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

(b) An evaluation of the likelihood of these adverse effects being
realized, taking into account the level and kind of exposure of the likely
potential receiving environment to the living modified organism;

/...
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(c) An evaluation of the consequences should these adverse effects be
realized;

(@ An estimation of the overall risk posed by the living modified
organism based on the evaluation of the likelihood and consequences of the
identified adverse effects being realized;

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

™ Where there is uncertainty regarding the level of risk, It may be
addressed by requesting further information on the specific issues of concern
or by implementing appropriate risk management strategies and/or monitoring
the living modified organism in the receiving environment.

Points to consider

9. Depending on the case, risk assessment takes into account the relevant
technical and scientific details regarding the characteristics of the
following subjects:

(a) Recipient organism or parental organisms. The biological
characteristics of the recipient organism or parental organisms, including
information on taxonomic status, common name, origin, centres of origin and
centres of genetic diversity, if known, and a description of the habitat where
the organisms may persist or proliferate;

(b) Donor organism or organisms. Taxonomic status and common name,
source, and the relevant biological characteristics of the donor organisms;

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

(@ Insert or inserts and/or characteristics of modification. Genetic
characteristics of the inserted nucleic acid and the function it specifies,
and/or characteristics of the modification introduced;

(e) Living modified organism. Ildentity of the living modified
organism, and the differences between the biological characteristics of the
living modified organism and those of the recipient organism or parental
organisms;

™ Detection and identification of the living modified organism.
Suggested detection and identification methods and their specificity,
sensitivity and reliability;

@) Information relating to the intended use. Information relating to
the intended use of the living modified organism, including new or changed use
compared to the recipient organism or parental organisms; and

h) Receiving environment. Information on the location, geographical,
climatic and ecological characteristics, including relevant information on
biological diversity and centres of origin of the likely potential receiving
environment.
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