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Introduction

The Convention on Biological D
iversity w

as finalized in N
airobi in M

ay 1992 
and opened for signature at the U

nited N
ations Conference on Environm

ent and
D

evelopm
ent (U

N
CED

) in Rio de Janeiro on 5 June1992.  It entered into force 
on 29 D

ecem
ber 1993. Today,the Convention is the m

ain international instrum
ent

for addressing biodiversity issues.  It provides a com
prehensive and holistic

approach to the conservation of biological diversity,the sustainable use of natural
resources and the fair and equitable sharing of benefits deriving from

 the use of
genetic resources.
Biosafety is one of the issues addressed by the Convention. This concept refers to
the need to protect hum

an health and the environm
ent from

 the possible adverse
effects of the products of m

odern biotechnology.  A
t the sam

e tim
e,m

odern
biotechnology is recognized as having a great potential for the prom

otion of
hum

an w
ell-being,particularly in m

eeting critical needs for food,agriculture and
health care.  The Convention clearly recognizes these tw

in aspects of m
odern

biotechnology.  O
n the one hand,it provides for the access to and transfer of

technologies,including biotechnology,that are relevant to the conservation and
sustainable use of biological diversity (for exam

ple,in A
rticle 16,paragragh 1,

and A
rticle 19,paragraphs 1 and 2).  O

n the other hand,A
rticles 8(g) and 19,

paragraph 3,seek to ensure the developm
ent of appropriate procedures to enhance

the safety of biotechnology in the context of the Convention’s overall goal of
reducing all potential threats to biological diversity,taking also into account the
risks to hum

an health.  A
rticle 8(g) deals w

ith m
easures that Parties should take at

national level,w
hile A

rticle 19,paragraph 3,sets the stage for the developm
ent of

an international legally binding instrum
ent to address the issue of biosafety.

A
t its second m

eeting,held in N
ovem

ber 1995,the Conference of the Parties to the
Convention established an O

pen-ended A
d H

oc W
orking G

roup on Biosafety to
develop a draft protocol on biosafety,focusing specifically on transboundary
m

ovem
ent of any living m

odified organism
 resulting from

 m
odern biotechnology

that m
ay have adverse effect on the conservation and sustainable use of biological

diversity.  A
fter several years of negotiations,the Protocol,know

n as the Cartagena
Protocol on Biosafety to the Convention on Biological D

iversity,w
as finalized and

adopted in M
ontreal on 29 January 2000 at an extraordinary m

eeting of the
Conference of the Parties.
The conclusion of the Biosafety Protocol has been hailed as a significant step
forw

ard in that it provides an international regulatory fram
ew

ork to reconcile the
respective needs of trade and environm

ental protection w
ith respect to a rapidly

grow
ing global industry,the biotechnology industry.  The Protocol thus creates 

an enabling environm
ent for the environm

entally sound application of
biotechnology,m

aking it possible to derive m
axim

um
 benefit from

 the potential
that biotechnology has to offer,w

hile m
inim

izing the possible risks to the
environm

ent and to hum
an health. 
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The Parties to this Protocol,
Being

Parties to the Convention on Biological D
iversity,hereinafter referred

to as “the Convention”,
RecallingA

rticle 19,paragraphs 3 and 4,and A
rticles 8

(g) and 17 of the
Convention,

Recalling
also decision

II/5 of 17 N
ovem

ber 1995 of the Conference of the
Parties to the Convention to develop a Protocol on biosafety,specifically
focusing on transboundary m

ovem
ent of any living m

odified organism
resulting from

 m
odern biotechnology that m

ay have adverse effect on the
conservation and sustainable use of biological diversity,setting out for
consideration,in particular,appropriate procedures for advance inform

ed
agreem

ent,
Reaffirm

ing
the precautionary approach contained in Principle

15 of the Rio
D

eclaration on Environm
ent and D

evelopm
ent,

Aw
are ofthe rapid expansion of m

odern biotechnology and the grow
ing

public concern over its potential adverse effects on biological diversity,taking
also into account risks to hum

an health,
Recognizing

that m
odern biotechnology has great potential for hum

an w
ell-

being if developed and used w
ith adequate safety m

easures for the environm
ent

and hum
an health,

Recognizing also
the crucial im

portance to hum
ankind of centres of origin

and centres of genetic diversity,
Taking into accountthe lim

ited capabilities of m
any countries,particularly

developing countries,to cope w
ith the nature and scale of know

n and potential
risks associated w

ith living m
odified organism

s,
Recognizing

that trade and environm
ent agreem

ents should be m
utually

supportive w
ith a view

 to achieving sustainable developm
ent,

Em
phasizing

that this Protocol shall not be interpreted as im
plying a change

in the rights and obligations of a Party under any existing international
agreem

ents,
U

nderstanding
that the above recital is not intended to subordinate this

Protocol to other international agreem
ents,

H
ave agreed as follow

s:

A
rticle
1

O
B

JE
C

T
IV

E

In accordance w
ith the precautionary approach contained in Principle

15 of
the Rio D

eclaration on Environm
ent and D

evelopm
ent,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 m

odified organism
s resulting

from
 m

odern biotechnology that m
ay have adverse effects on the conservation

and sustainable use of biological diversity,taking also into account risks to
hum

an health,and specifically focusing on transboundary m
ovem

ents. 

A
rticle
2

G
E

N
E

R
A

L
P

R
O

V
IS

IO
N

S

1. 
Each Party shall take necessary and appropriate legal,adm

inistrative and
other m

easures to im
plem

ent its obligations under this Protocol.
2. 

The Parties shall ensure that the developm
ent,handling,transport,use,

transfer and release of any living m
odified organism

s are undertaken in a
m

anner that prevents or reduces the risks to biological diversity,taking also into
account risks to hum

an health.
3. 

N
othing in this Protocol shall affect in any w

ay the sovereignty of States
over their territorial sea established in accordance w

ith international law,and
the sovereign rights and the jurisdiction w

hich States have in their exclusive
econom

ic zones and their continental shelves in accordance w
ith international

law,and the exercise by ships and aircraft of all States of navigational rights
and freedom

s as provided for in international law
 and as reflected in relevant

international instrum
ents.

4. 
N

othing in this Protocol shall be interpreted as restricting the right of a
Party to take action that is m

ore protective of the conservation and sustainable
use of biological diversity than that called for in this Protocol,provided that
such action is consistent w

ith the objective and the provisions of this Protocol
and is in accordance w

ith that Party’s other obligations under international law.
5. 

The Parties are encouraged to take into account,as appropriate,available
expertise,instrum

ents and w
ork undertaken in international forum

s w
ith

com
petence in the area of risks to hum

an health.

2
3
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A
rticle
3

U
S

E
 O

F T
E

R
M

S

For the purposes of this Protocol:
(a)

“Conference of the Parties”
m

eans the Conference of the Parties to 
the Convention; 

(b)
“Contained use”

m
eans any operation,undertaken w

ithin a facility,
installation or other physical structure,w

hich involves living m
odified 

organism
s that are controlled by specific m

easures that effectively lim
it 

their contact w
ith,and their im

pact on,the external environm
ent;

(c)
“Export”

m
eans intentional transboundary m

ovem
ent from

 one Party to
another Party;

(d)
“Exporter”

m
eans any legal or natural person,under the jurisdiction of

the Party of export,w
ho arranges for a living m

odified organism
 to 

be exported;
(e)

“Im
port”

m
eans intentional transboundary m

ovem
ent into one Party 

from
 another Party;

(f)
“Im

porter”
m

eans any legal or natural person,under the jurisdiction of 
the Party of im

port,w
ho arranges for a living m

odified organism
 to 

be im
ported;

(g)
“Living m

odified organism
”

m
eans any living organism

 that possesses
a novel com

bination of genetic m
aterial obtained through the use of 

m
odern biotechnology;

(h)
“Living organism

”
m

eans any biological entity capable of transferring 
or replicating genetic m

aterial,including sterile organism
s,viruses 

and viroids;
(i)

“M
odern biotechnology”

m
eans the application of:

a.
In vitro nucleic acid techniques,including recom

binant 
deoxyribonucleic acid (D

NA
) and direct injection of nucleic acid 

into cells or organelles,or 
b.Fusion of cells beyond the taxonom

ic fam
ily,

that overcom
e natural physiological reproductive or recom

bination barriers and
that are not techniques used in traditional breeding and selection;

(j)
“Regional econom

ic integration organization”
m

eans an organization 
constituted by sovereign States of a given region,to w

hich its m
em

ber 
States have transferred com

petence in respect of m
atters governed by 

this Protocol and w
hich has been duly authorized,in accordance w

ith 
its internal procedures,to sign,ratify,accept,approve or accede to it;

(k)
“Transboundary m

ovem
ent”

m
eans the m

ovem
ent of a living m

odified
organism

 from
 one Party to another Party,save that for the purposes of A

rticles
17 and 24 transboundary m

ovem
ent extends to m

ovem
ent betw

een Parties and
non-Parties.

A
rticle
4

S
C

O
P

E

This Protocol shall apply to the transboundary m
ovem

ent,transit,handling
and use of all living m

odified organism
s that m

ay have adverse effects on the
conservation and sustainable use of biological diversity,taking also into
account risks to hum

an health.

A
rticle
5

P
H

A
R

M
A

C
E

U
T

IC
A

LS

N
otw

ithstanding A
rticle 4 and w

ithout prejudice to any right of a Party to
subject all living m

odified organism
s to risk assessm

ent prior to the m
aking of

decisions on im
port,this Protocol shall not apply to the transboundary

m
ovem

ent of living m
odified organism

s w
hich are pharm

aceuticals for hum
ans

that are addressed by other relevant international agreem
ents or organisations.

A
rticle
6

T
R

A
N

S
IT

 A
N

D
 C

O
N

T
A

IN
E

D
 U

S
E

1.
N

otw
ithstanding A

rticle 4 and w
ithout prejudice to any right of a Party of

transit to regulate the transport of living m
odified organism

s through its
territory and m

ake available to the Biosafety Clearing-H
ouse,any decision of

that Party,subject to A
rticle 2,paragraph 3,regarding the transit through its

territory of a specific living m
odified organism

,the provisions of this Protocol
w

ith respect to the advance inform
ed agreem

ent procedure shall not apply to
living m

odified organism
s in transit.

2.
N

otw
ithstanding A

rticle 4 and w
ithout prejudice to any right of a Party to

subject all living m
odified organism

s to risk assessm
ent prior to decisions on

4
5
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