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Directive No.24./2018

ORGANISMS FOR RESEARCH OR TEACHING

WHEREAS it is found necessary to determine the major contents of applications for research
and/ or teaching involving modified organisms:

NOW THEREFORE, this directive is issued by the Ministry of Environment, Forest and
Climate Change in accordance with Article 25 of the Biosafety Proclamation No. 655/2009
(as amended by Proclamation No. 896/2015):

PART ONE
GENERAL

1. Short Title
This directive may be cited as the **Directive to Determine Major Contents of
Application for Special Permit for the Contained Use of Modified Organisms in
Research or Teaching No.&42018™.

2. Scope of application

The directive shall be applied on any application related to modified organisms in
contained use in research or teaching.

3. General Provisions

Application to seek a special permit for contained use shall accompany the following
general information with the application:

1/
2/

3/

4/
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Name and address and institutional affiliation of the applicant;

Information on personnel including name, training and other qualifications of
persons responsible for planning and carrying out the implementation of the
project, including those responsible for supervision, monitoring and safety, in
particular the name and qualifications of the responsible scientist;

Information on institutional capacity to carry out the transactions availability
of the necessary facilities such as biosafety class cabinet I-IIl, as required and
biosafety level laboratory or greenhouse or animal facilities levels I-1V, as
required;

Information on institutional system to conduct risk assessment and manage
potential risk, namely standard operating procedures, institutional biosafety
committees and designated bio-safety officer.




PART TWO
INFORMATION ON THE DONOR. RECIPIENT,

THE MODIFIED ORGANISM

Characteristics of the parental organisms

The applicant subject to this directive shall provide the following information about
the genetically modified organism:

1/

2/

3/

4/

5/

scientific name, and when available also common name of the donor of the
transgene;

scientific name, and when available also common name of the recipient
organism;

scientific names, and when available also common names, of species that are
related to any of the organisms from which any of the transgenes in the
expression cassette have been taken;

degree of relatedness between transgene donor and recipient (between
parental) organisms;

description of the geographic distribution and of the natural habitats of the
parental organisms: when applicable, their predators, preys, parasites,
competitors, symbionts and hosts.

Characteristics of nucleic acids that affect trait expression

The applicant shall provide the following information with regard to characteristics of
nucleic acids that affect trait expression:

1/
2/
3/
4/
5/

nucleic acid sequences;

description of the trait that it expresses, if any;
genetic markers, if any;

description of identification and detection techniques;

sensitivity, reliability (in quantitative terms) and specificity of the detection
techniques.

Characteristics of the vector

The applicant shall provide the following information in regards to vectors, where it is
applicable:

1/
2/

nature and source of the vector;

sequence of the non-coding genetic segments used to construct the expression
cassette and to introduce it into the recepient organism to prod
organism. &

13
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Characteristics of the modified organism

The applicant shall provide the following detail information in regards to the modified
organism:

1/ Information relating to the modification:
a) methods used for the modification:
b) methods used to construct and introduce the inserts into the recipient

organism or into any nucleic acid or protein sequence.
2/ Information on the modified organism:

Where application is for confined field trial, the applicant shall provide
information as to:

a) scientific and common names and transformation event;

b) description of phenotypic characteristics and in particular any new
traits and characteristics which may be expressed or no longer
expressed;

c) potential for nucleic acids involved in trait expression being transferred to or

exchanged with other organisms;

d) verification of the stability of the nucleic acids involved in trait expression
and factors affecting their stability, if applicable;

e) expected function of the new trait;

f) history of previous genetic modification, releases or uses of the modified
organism if available;

g) potential risks to human or animal health, biological diversity, the
environment and ways to manage those risks to acceptable levels so as to
facilitate the research;

h) generation time in natural ecosystems, sexual and asexual reproductive
cycles:

i) information on survival, including seasonality and the ability to form seeds,

spores, sclortia and other survival structures, as appropriate;

i) where applicable, pathogenicity, infectivity, toxicity, virulence, allergenicity,
ability to be a carrier (vector) of pathogens;

k) where applicable, antibiotic resistance, and potential use of these antibiotics
in humans or domestic animals for prophylaxis or therapy:

1) risk of passing modification to other organisms.
3/ For commercially available rDNA molecules intended for
teaching purposes, the applicant shall provide the following infg
3




10.

a) the description of the rDNA molecules as provided by the provider
companies including trade names;

b) the names of company (ies) that provide the rDNA molecules:

c) the specific purpose of the rDNA molecules in the research project or
teaching activities;

d) SOP to handle the rDNA molecules and disposal after use;

e) a document explaining approval of the transaction for research or
teaching transaction by the institution.

Waste treatment

The applicant shall provide the following information on potential wastes that generated
during the particular research work:

1/
2/

3/

4/

type of waste generated;
expected amount of waste;
possible risks;

description of methods of treatment envisaged.

Emergency response plan

The following risk management plan shall be put in place in case of accidental or unintended
release of the modified organisms destined for research or teaching:

1/ methods and procedures for controlling the modified organism in case of unexpected
spread;

2/ methods for the decontamination of the areas or the eradication of the modified
organism;

3/ methods for disposal or sanitation of plants, animals and soils that were exposed
during the unexpected spread;

4/ methods for the isolation of the area affected by the unexpected spread;

5/ plans for protecting human health and the environment in case of the occurrence of an
undesirable effect.

Effective Date

_ é_»(a(’
This directive shall enter into force as of the---- day of 2018.

Done at Addis Ababa, this 16 day ofa-fMJZOI 8

Dr. Gemedo Dalle

MINISTER OF MINSTRY OF ENVIRONMENT, \z ¥ ida
CLIMATE CHANGE
4
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Directive No25/2018
DIRECTIVE ISSUED TO PROVIDE RISK ASSESSMENT
PARAMETERS FOR MODIFIED ORGANISMS
Whereas every transaction on modified organisms shall be preceded by an appropriate risk
assessment,
Whereas it is essential to identify the key parameters that standardize a risk assessment
procedure in the country;
Now, therefore, the Ministry of Environment, Forest and Climate Change has issued this
directive in accordance with Article 25 of the Biosafety Proclamation No. 655/2009 (Amended
by Proclamation No. 896/2015) as follows:

RT ONE
GENERAL PROVISIONS

i Short Title
This directive may be cited as the “Directive on Risk Assessment Parameters for
Modified Organisms No. ©#/ 2018”.

2. Scope of Application
This directive shall be applicable for any transaction of modified organism that has yet
not been given an advance informed agreement or special permit by the ministry.

3. General Information

1/ any person who engages in any transaction of modified organisms shall carry out
a risk assessment to evaluate possible harm to human or animal health and the
environment prior to any activity;

2/ the extent of data or information required may vary depending on whether the
transaction is for deliberate release or contained use;
3/ upon decision making, the Ministry shall take into account inclusion of socio-

economic considerations.

PART TWO

4. Characteristics of Donor and Recipient or Parental Organisms
In relation to characteristics of donor and recipient or parental organisms, the following
information shall be presented:

1/ scientific name, and when available also common name of the donor gene;
2/ species that are related to and degrees of relatedness;
3/ the degree of relatedness between the donor and recipient or parental organisms;
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4/

5/

6/

7/
8/

9/

10/
11/

12/
13/

14/
15/
16/
17/

all the sites from where the donor and recipient organisms were collected, if
known;

information on the type of reproduction (sexual/ asexual) of both parental
organisms and the length of reproductive cycle and generation time, as well as the
formation of resting and survival stages;

history of prior genetic modification, whether and how the donor or recipient
organisms were already modified;

phenotypic and genetic markers of interest;

the identification and detection techniques for the organisms, and the sensitivities
of these techniques;

geographic distribution and natural habitats of the organisms including
information on natural predators, preys, parasites, competitors, symbionts and
hosts:

climatic characteristics of their original habitats;

ability of the organisms to survive and colonize the environment to which the
release of the modified organism is intended or may accidentally occur;

genetic stability of the organisms, and factors affecting the stability;

the potential of the organisms to transfer to or exchange genes with other
organisms, either vertically or horizontally;

pathogenicity to humans or animals, if any;
if pathogenic, their virulence, infectivity, toxicity and modes of transmission;
known allergenicity or toxicity of biochemical or metabolic products;

availability of appropriate therapies for pathogenicity, allergenicity and toxicity.

Characteristics of the Vector, Promoter, Terminator and Marker Genes

In relation to characteristics of the vector, promoter, terminator and marker genes, the
following information shall be provided:

1/
2/

3/

4/

5/

nature and source of the vector;

genetic map of the vector, position of the transgene inserted, other nucleic acid
sequences that may affect the expression of traits, marker gene, promoter,
terminator that affects trait expression;

ability of the vector to mobilize and transfer other genes that affect trait
expression by integration and methods for determining the presence of the vector;

history of prior genetic modification, whether and how the donor or recipient
organisms were modified;

potential for human or animal pathogenicity and virulence or allergenicity in
humans or animals;
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6.

6/
7/

8/
9/
10/

11/

natural host range of vector;
natural habitat and geographic distribution of natural and potential hosts of

the vector;

potential impacts of the vector or the inserted transgeneson the environment;
measures for counteracting adverse impacts;

potential to survive and multiply in the environment, or to form genetic
recombinants that affect trait expression;

genetic stability of vector, such as hypermutability.

Characteristics of Modified Organism

In relation to characteristics of modified organism, the following essential information
shall be presented:

1/
2/
3/

4/
5/

6/

7/
8/

9/
10/

11/
12/

13/

14/

the description of the modifications;
the function of the modifications including that of each of the transgenes;

the methods for constructing the expression cassette and for introducing it into the
recipient organism;

whether the introduced transgene has been integrated or is extra chromosomal;

number of expression transgenes inserted in the host genome, and their structures,
for example the copy number and whether in tandem or other types of repeats;

products of the introduced transgenes, in prticular induced trait and levels of
expression and methods for measuring expression;

stability of the introduced transgenes that are expressed or not;

biochemical and metabolic differences of the modified organism compared with
its unmodified counterpart;

probability of vertical or horizontal gene transfer to other species;

probability of the inserted nucleic acids, transgenes generating  pathogenic
recombinants with endogenous viruses, plasmids or bacteria;

allergenicities, toxicities, pathogenicities, and other unintended effects;

autecology of the modified organism compared with that of its unmodified
counterpart;

susceptibility of the modified organism to diseases and pests compared with its
unmodified counterpart;

detailed information on past uses including results of all experiments leading to
previous releases.



Information on the Modified Organisms With Respect To Safety Considerations For
Human And Animal Health
In relation to information on modified organisms with respect to safety considerations for

human and animal health, the following essential information shall be presented:
1/ capacity for colonization;

2/ if the modified organism is pathogenic to humans or animals the following
information is required:
a) diseases caused and mechanism of pathogenicity, including virulence;
b) communicability;
c) infective dose;
d) host range and possibilities of using new hosts;
e) ability to survive outside of the human or animal host;
f) the existence of vectors or other means of transmission;
2) biological stability;
h) allergenicity, toxicity, pathogenicity and other impacts;
i) availability of appropriate therapies.

nformation on Modified Organisms with respe p Environmental consideration

In relation to information on modified organisms with respect to environmental
considerations, the following essential information shall be presented:

1/ factors affecting the survival, reproduction and spread of the modified organism
in the environment;

2/ techniques for detection, identification and monitoring of the modified organism;

3/ techniques for detecting the transfer of genesfrom the modified organism;

4/ known and predicted habitats of the modified organism;

5/ description of the ecosystems which could be affected by accidental release;

6/ possible interactions of the modified organism with other organisms following its
accidental release into the environment;

7/ known or predicted effects of the modified organism on plants or animals or

microorganisms including infectivity, pathogenicity, toxicity, virulence, being a
vector of pathogens, allergenicity, colonization or other impacts;

8/ possible involvement in biogeochemical cycles;

9/ methods for decontamination of the area in case of accidental release;

10/ possible impacts on agriculture.

Essential information related to anticipated socio-economic impacts such as on
sustainable agriculture, employment, market opportunities and, in general, conserving
and/or enhancing means of livelihood of the communities likely to be affected shall be
considered.
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10.

Effective Date
This directive shall enter into force as of the!&,-‘}(iay of 2018

Done at Addis Ababa. [6...day of.. JA/.2018

Dr. Gemedo Dalle

MINISTER OF MINSTRY OF ENVIRONMENT, FOREST AND
CLIMATE CHANGE
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DIRECTIVE Noﬁé)(zols

DIRECTIVE TO ESTABLISH PROCEDURES FOR MANAGEMENT OF RISKS FROM
ANY TRANSACTION INVOLVINGMODIFIED ORGANISMS

Whereas, it is essential to set a risk management procedure dealing with risks arising from any

transaction involving modified organisms,

NOW THEREFORE, this directive is issued by the Ministry of Environment, Forest and
Climate Change in accordance with Article 25 of the Biosafety Proclamation No. 655/2009

(as amended by Proclamation No. 896/2015):

PART ONE
GENERAL

1. Short Title
This directive may be cited as “Directive Issued to Establish Procedures for the Management of

Risks from any Transaction Involving Modified Organisms No£&/ 2018

2. Scope of this Directive
(1) This Directive shall apply to manage any unforeseen risk arising from deliberate and

unintentional release during making, use in teaching, research, import, export, transit,
contained production, transport, storage, processing and putting in the market of any
modified organisms.

(2) In this directive, unless the context otherwise requires, the Risk arising from
unintentional release includes. inter alia;

a. Spillage from storage or transportation,
b. release out of Human error

c. Release out of force majeure.
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PART TWO

3. Response Measures To Risks Arising From Any Transaction

(1) The ministry shall, before recommending an application for approval for any

transaction, ensure that the application contains;

a.

An emergency plan which includes information on safety measures and
procedures to be adopted and,
Mechanisms through which the information shall be made available to the persons

likely to be affected by the transaction.

4. Emergency Response Group

(1) The Minister shall establish an Emergency Response Group in order to respond to

any emergency cases related to the transaction of modified organism.

(2) The Minister shall appoint the Chairperson, the Secretary and the members of the

Emergency Response Group to comprise representatives of institutions capable of

undertaking risk management measures.

(3) The duties and responsibilities of the Emergency Response Group shall be to:

a.

Develop, implement when needed and keep updating a national risk management
plan;

Develop appropriate systems for the detection and reporting of emergencies in
any transaction involving modified organisms;

Ensure that there is a constant readiness to respond to any emergency of any
modified organism to prevent damage to human and animal health, and the
environment.

Ensure that there is a constant readiness for the disposal of modified organisms
recovered after accidents without any harm to humans, animals or the
environment;

Ensure that complete and accurate records of expenditures incurred in responding
to emergencies are maintained to facilitate cost recovery and the payment of

compensation;




f. Ensure prompt and efficient mobilization of manpower, financial resources and

equipment to deal with any emergency;

(4) The Emergency Response Group shall be responsible to coordinate any accident at
national level involving modified organisms and it shall direct the activities of
institutions and individuals that may offer assistance.

(5) The Emergency Response Group shall meet at such times and with such frequency as
may be necessary to fulfill its duties and responsibilities which, in any event, shall not
be less than every six months.

(6) In cases of emergencies such as accidental release of modified organisms, the
Emergency Response Group shall closely work with the authorized person and other
relevant stakeholders to take rapid action to minimize or prevent possible risks

(7) Without prejudice to the provision of this article, the Emergency Response Group

may adopt its own rules of procedures.

5. Duties of the Permit Holder
(1) Where there is an emergency related to transaction of modified organisms, the
applicant or any person to whom approval was given shall, within twenty-four hours,
inform the Emergency Response Group about the emergency providing the following
information-
The circumstances of the accident,

b. The identity and quantity of the modified organism involved in the emergency,

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,

d. The mitigation measures taken, and

e. Any other relevant information.

6. Risk management measures to be taken by the applicant

(1) The applicant or any person to whom approval was given shall use the following Risk

Management approaches in the event of emergency
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a. Report to the Emergency Response Group.

b. Inform and involve the local leadership to take charge of the area and create

awareness to the population.

c. Isolate the area and provide adequate security to cordon off the affected place, if

needed.

d. When appropriate, evacuate humans and animals that are within reach by the

exposure case by case.

e. In the event where there are residual materials arising from modified organisms, they

have to be collected and, when applicable, be destroyed by appropriate means.

7. Effective Date
This directive shall enter into force as of thefé'z"day of 2018.
Done at Addis Ababa, this 16 day of J&4+2018.

Dr. Gemedo Dalle

MINISTER OF MINSTRY OF ENVIRONMENT, FOREST AND
CLIMATE CHANGE
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Directive No.o. .7;’201 8

DIRECTIVE ISSUED TO DETERMINE THE REQUIREMENTS FOR TRANSPORT

AND STORAGE OF MODIFIED ORGANISMS

WHEREAS it is become necessary to determine the requirements for the transport, and storage
of modified organisms;

NOW THEREFORE, this directive is issued by the Ministry of Environment, Forest and Climate
Change in accordance with Article 25 of the Biosafety Proclamation No. 655/2009 (as amended
by Proclamation No. 896/2015):

Short Title

This Directive may be cited as the “Directive to Determine the Requirements for the
Transport and Storage of Modified Organisms No@77/2018”.

2. Scope of Application

This Directive shall apply to the transportation or movement of any regulated modified
organisms via air or land by any means from one place to another or storage of modified
organism.

3. Transportation of Modified Organjsg

1/

2/

4/

5/

Any person who engages in transportation of modified organisms shall obtain a
transport authorization permit from the Ministry of Environment, Forest and
Climate Change or from the designated competent authority.

The transport authorization permit shall be renewed every two years from the date
of its issuance.

The Ministry of Environment, Forest and Climate Change Ministry of
Environment, Forest and Climate Change shall establish a procedure for tracking
and monitoring of modified organisms transported; provided, however, this does
not include the transportation of modified organism within the same building.

The transport authorization permit may be revoked or suspended when a permit
holder fails to comply with the provisions of Article 4 of this Directive.

The Ministry of Environment, Forest and Climate Change shall ensure that
persons authorized to transport modified organisms receive adequate training on
safe handling of modified organisms and shall register the personnel trained to
undertake the transport.
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6/

7/

8/

9/

10/

11/

12/

Any route for the consignment shall, where practicable, be planned carefully to
minimize risks to human and animal health and the environment.

Any person with the transport authorization permit shall notify and communicate
the Ministry of Environment, Forest and Climate Change, on a monthly basis, of
any transportation of modified organisms through a notification form to be
developed by the Ministry.

Failure to notify to the Ministry of Environment, Forest and Climate Change the
transportation of modified organism on a monthly bases, may lead to cancelation
or suspension of transport authorization permit.

The notification form shall include, inter alia:

a) Name and address of the owner of the consignment of modified organism,
person responsible for the transport of the modified organism and
transporting institution if different;

b) Information concerning packaging means of transport, transport route and
date of dispatch and delivery;

c) Information concerning the organism: Common and scientific name of the
donor and recipient organisms and description of the modified organism;

d) Amount: such as the quantity of culture or number of packages to be
transported;
e) Information concerning when and by which authority the genetically

modified organism was approved or reported for contained use or
deliberate release pursuant to relevant laws;

f) Precautions to be taken in connection with safe handling of the modified
organism;
g) the name and signature of person permitted to transport and date.

If necessary, the Ministry of Environment, Forest and Climate Change or the
relevant competent authority responsible for granting approval or receiving
notification may request further information in addition to those prescribed under
sub-article (10) of this Article.

The Ministry of Environment, Forest and Climate Change shall have the power to
carry out inspection to ensure compliance with the conditions of permit and to this
effect can execute spot inspection to ensure compliance with any requirement.

The person secured authorization permit to transport shall ensure that the label is
placed in a manner that enables other handlers know the material to be transported
is modifies organism or contains modified organisms. ALy




13/

14/

15/

The label shall clearly show the name, address and contact details of the owner of
the consignment, so that the owner can be contacted should the container be lost,
damaged or misdirected.

While transporting, the authorized person shall ensure that the packaging of the
modified organism is of adequate quality to withstand the shocks and loadings
normally encountered during transport and subsequent handling.

In the event of any spill or other accident during the transportation of any
modified organism over land, it shall be the responsibility of the authorized
person to:

a) secure the area around the vehicle and the spill;

b) when necessary calling emergency service;

c) assess the situation and react in an appropriate manner;

d) immediately notify to the Ministry of Environment, Forest and Climate

Change of the nature of the spill or accident.

Documents Accompanying the Transport of Modified Organisms

1/

2/

Modified organism that is moved from one place to another, imported, or
exported shall be accompanied by a transport authorization permit issued by the
Ministry of Environment, Forest and Climate Change, which shall, at all times, be
available for inspection by any competent authority or an inspector.

Without prejudice to the provision of sub-article (1) of this Article, while
transporting, the authorized person shall, at least, hold documents bearing the
following information:

a) Name and address of the destination of the consignment;

b) Scientific and common names of the modified organism and its
transformation event;

c) Quantity or total number of package within the consignment;

d) Additional handling information necessary to ensure that the consignment
will be segregated correctly;

e) The addresses of the consigner and consignee, contact telephone numbers,
and e-mail;

f) An emergency procedure guide providing emergency measures that are to
be employed in the event of any unintentional release or any other
accident.
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5.

Procedures for Storage of Modified Organisms

1/

2/

3/

4/

5/

6/

Facilities to be used for storing modified organisms shall be registered by the
Ministry of Environment, Forest and Climate Change and obtain permit.

The Ministry of Environment, Forest and Climate Change in consultation with the
competent licensing agencies for health and labor affairs, shall undertake
licensing and registration of premises for the storage of modified organisms and
for this purpose shall establish:

a) standards pertaining to the storage of modified organisms;
b) procedures and requirements for the licensing and registration of storage;
c) requirements for the training of employees in the safe handling of

modified organisms.

In undertaking the licensing and registration of premises under sub-article (2) of

this Article, the Ministry of Environment, Forest and Climate Change may require
the premises to carry adequate insurance to cover liability for harm to human or
animal health or the environment.

The person in charge of any premise that is to be used for the storage of any
modified organism shall apply to the Ministry of Environment, Forest and
Climate Change to secure permit.

Any application submitted to store a modified organism shall contain the
following information:

a) a full and accurate description of the modified organism that is to be
stored including scientific and common names and transformation event;

b) a statement of the quantity of the modified organism to be stored and the
duration of the storage or processing;

c) the name and location of the place where the modified organism is to be
stored;
d) a description of the risk management strategy and emergency measures

that operate within the facility.

Upon receipt of any application to store any modified organism, the Ministry of
Environment, Forest and Climate Change shall inspect the premise to determine:

a) adequate facilities exist for the safe storage of the specified modified
organism;
b) adequate security, segregation and safety measures exist at the premise:




7/

8/

9/

10/

11/

12/

c) employee training in the handling of modified organisms has been
undertaken.

Upon the completion of any inspection, the Ministry of Environment, Forest and
Climate Change shall decide on one of the following:

a) issue permit for the storage of modified organisms;

b) specify conditions if some additional activities may make the premise
satisfactory for storage;

c) refuse permit if it decides that a significant risk cannot be avoided.

The permit issued by the Ministry of Environment, Forest and Climate Change
shall contain information regarding:

a) the name and location of the place where the modified organism is to be
stored;
b) full and accurate description of the modified organism that is to be stored

including scientific and common names and the transformation event;
c) the quantity to be stored and the duration of the storage:;
d) risk management measures.

The Ministry of Environment, Forest and Climate Change may, at any time that it
may consider appropriate, cancel the permit that has been issued, if any
requirement contained therein is not strictly complied with and order the
immediate cessation of the storage of the modified organism.

Within seven days of issuing a permit under this Directive the Ministry of
Environment, Forest and Climate Change shall keep its copy in the National
Biosafety Clearing House.

Any premise used for the storage of a modified organism shall ensure that all the
stored material is packed, labeled and segregated.

The person in charge of any premise used for the storage of any modified
organism shall carry out the following activities:

a) ensure that a daily inspection of the modified organism stored in the premise is
undertaken by a responsible person to check that no unintended release or leakage
is occurring.

b) ensure that the entire modified organism in storage areas is secured against
unauthorised access;

c) maintain data on any modified organism stored in the premise and ensure
that the data are readily accessible to inspectors;
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d) ensure that emergency procedures that are to be employed in the event of
any unintended release or other accident are always ready;

Effective Date

This directive shall enter into force as of (5[0] ..day of 2018

Done at Addis Ababa, this__ (4 day of -J&/4-/2018

Dr. Gemedo Dalle

MINISTER OF MINSTRY OF ENVIRONMEN
CLIMATE CHANGE
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Directive No. £2--2018

DIRECTIVE ISSUED TO DETERMINE THE CONTENT OF
N DERTAKING DELIBERATE

RELEASE OF MODIFIED ORGANISMS

Whereas it is important to determine the major contents of applications for deliberate release of
modified organisms;

NOW THEREFORE, this directive is issued by the Ministry of Environment, Forest and Climate
Change in accordance with Article 25 of the Biosafety Proclamation No. 655/2009 (as amended
by Proclamation No. 896/2015):

PART ONE
GENERAL
1. Short Title

This directive may be cited as the “Directive to Determine the Content of an Application
for Undertaking Transaction Involving Deliberate Release of Modified Organisms No. £2
/2018,

2.  Scope of Application

This directive shall be applicable to an application submitted to engage in transaction for
introduction into the environment of any modified organism for which no specific
containment measures are used to limit their contact with the environment.

3. ral i

The application for undertaking transactions involving deliberate release of modified
organisms shall contain the following general information:

1/ name, address and contact details of applicant;
2/ name and field of studies of persons responsible for planning and carrying out the

implementation of the project, including those responsible for supervision,
monitoring and safety, in particular the name of the responsible scientist.

S7
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PARTTWO
A N DONOR. RECIP AND T IFI

With regard to donor, recipient and modified organisms, the following information shall
be presented by an applicant:

1/

2

3/

4/

5/

scientific name, and when available also common name of the donor organism;

scientific name, and when available also common name of the recipient modified
organism;

scientific names, and when available also common names, of species that are
related to any of the organisms from which any of the trans-genes in the
expression cassette have been taken;

degree of relatedness between the donor and recipient (between parental)
organisms;

description of the geographic distribution and of the natural habitats of the donor
and recipient (between parental) organisms; the environments where they occur.

With regard to characteristics of nucleic acids that affect trait expression the following
information shall be presented by the applicant:

1/
2/

3/

4/
5/
6/
7/
8/

9/

10/

description of each expression cassette;

whether the nucleic acid that affects trait expression is introduced without change
or has been modified; if modified, methods used to modify the nucleic acid
composition;

nucleic acid sequence of, inter alia, the target gene, promoter, terminator and
selectable marker;

description of the trait that it expresses

methods used to construct the expression cassette;

genetic markers;

description of identification and detection techniques of the nucleic acids;

quantitative expression of sensitivity, reliability and specificity of the
identification and detection techniques;

potential for nucleic acids involved in trait expression being transferred to or
exchanged with other organisms;

verification of the stability of the nucleic acids and factors affecting their stability.




Characteristics of the Vector

With regard to characteristics of the vector the following information shall be presented
by the applicant:

1/ nature and source of the vector;

2/ sequence of the non-coding genetic segments used to construct the expression
cassette and to introduce it into the recepient organism to produce the modified
organism;

risti i r

With regard to characteristics of the modified organism the following information shall
be presented by the applicant:

1/ Information relating to the modification:
a) Methods used to introduce the inserts into the recipient organism;
b) Copy number of the insert;
¢) Presence of any vector backbone including its sequence;

d) Sequence, functional identity and location of the altered or inserted or deleted
nucleic acid with particular reference to any known harmful sequence;

2/ Information on the modified organism:
a) Unique identifier of the transformation event ;
b) Description of phenotypic characteristics and in particular any new traits
and characteristics which may be expressed or may no longer be
expressed;

c) Stability of the traits:

d) Expression of the introduced new genetic material and methods and
sensitivity of measurement;

e) Function of the expressed protein;

f) Sensitivity, reliability (in quantitative terms) and specificity of detection
and identification techniques of the modified organism:

g) History of previous releases or uses of the modified organism;

h) Risks to human or animal health, biological diversity and the environment:

i) Generation time in natural ecosystems, sexual and asexual reproductive
cycles;

1) Information on survival, including seasonality and the ability to form

seeds, spores, sclortia and other survival structures;
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k)

Pathogenicity, infectivity, toxicity, virulence, allergenicity, ability to be a
carrier (vector) of pathogens, identity of possible vectors to transimit it to
humans or animals as a disease causing agent, host range, possible
activation of latent viruses, ability to colonize other organisms, ability of
nucleic acids or other molecules that affect trait expression to be
introduced into the cells or tissues of other species;

Antibiotic resistance, and potential use of these antibiotics in humans or
domestic animals for prophylaxis or therapy;

Involvement in environmental processes, primary production, nutrient
cycling, decomposition of organic matter and other activities;

Risk of passing modification to other organisms;

3/ Considerations of impacts on health:

a)

b)

d)

8. Information

Toxic, allergenic, or other similar effects of the modified organism on
humans or animals;

Comparison of the modified organism with the donor and recipient or
unmodified parental organisms regarding pathogenicity, allergencity, or
other similar effects in humans or animals;

Capacity for colonization;

If the organism is pathogenic or toxic or allergenic to immunocompetent
humans or animal, the following information is required:

(1)  diseases caused and mechanism of pathogenicity including
invasiveness and virulence;

(2)  communicability;

(3) infective dose;

(4) host range and possibility of alteration of hosts;

(5)  possibility of survival outside of humans or other organisms;
(6) vectors or means of dissemination;

(7 biological stability;

(8)  availability of appropriate therapies.

PART THREE

INFORMATION RELATING TO THE RECEIVING ENVIRONMENT
AND INTERACTION BETWEEN THE MODIFIED ORGANISM AND

THE RECEIVING ENVIRONMENT

With regards to the release the following information shall be presented by the applicant:
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10.

1/

2/
3/
4/
5/

6/

description of the proposed deliberate release, including the purpose and foreseen
outcome;

planned dates and durations of the release;
method to be used for the release;
quantity of modified organism to be released:;

site preparation prior to release (type and method of cultivation, mining,
irrigation, or other activities);

information on, and results of, previous releases of the modified organism
especially at different scales and in different ecosystems.

multiplication. dispersal

With regard to survival, multiplication, dispersal and trait expression the following
information shall be presented by the applicant:

1/

2/

biological features which affect the survival, multiplication and dispersal of the
modified organism;

known or predicted environmental conditions which may affect the survival,
multiplication and dispersal (wind, water, soil, temperature, pH, pollutants such as
pesticides, heavy metals, horizontal gene transfer and others) of the modified
organism or of its genes or other biochemicals that affect trait expression.

I . ith 1} .

In relation to interaction with the invironment the following information shall be
presented by the applicant:

1/
2/

3/

4/

5/

habitat types expected to be suitable for the modified organism;

experiments carried out on the behaviour of the modified organism and an
assessment of its ecological impact carried out in simulated natural environments,
such as growth rooms and greenhouses;

trait transfer capability:

a) possibility for post-release transfer of inserted genetic materials from the
modified organism into organisms in the ecosystem;

b) possibility for post-release transfer of genetic material from organisms in
the ecosystem to the released modified organism;

likelihood of post-release interaction leading to the expression of unexpected or
undesirable traits in the modified organism or in its products;

measures employed to ensure and verify genetic stability; description of genetic
traits which may prevent the transfer of genetic materials; methods used to verify
stability;
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6/

7/

routes of biological dispersal of the modified organism, known or potential modes
of interaction with the disseminating agents, including dispersal by wind, water,
inhalation, ingestion, surface contact with or burrowing into animals, and others;

description of ecosystem to which the modified organism could be disseminated.

I1.  Potential environmental impacts
In relation to potential environmental impact the following information shall be presented
by the applicant:

1/

2/

3/

4/

5/
6/
7/

8/

9/

12.

potential for excessive population increase of the modified organism in the
environment;

competitive advantage of the modified organism in relation to the unmodified or
parental species;

identification and description of the target species that are anticipated to be
affected by the modified organism;

anticipated mechanism and result of interaction between the released modified
organism and the target species;

identification and description of non-target species which may be affected:
likelihood of post-release shifts in biological or in target range;

known or predicted effects on population levels of competitors, preys, hosts,
symbionts, predators, parasites and pathogens;

known or predicted involvement of the modified organism in biogeochemical
processes;

other potentially significant interactions with the environment.

With regard to monitoring and monitoring techniques the following information shall be
presented by the applicant:

1/
2/

3/

4/
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methods for tracing the modified organism and for monitoring its effects;

specificity, sensitivity and reliability of the monitoring techniques to identify the
modified organism;

techniques for detecting the transfer of the introduced transgene to other
organisms;

methods for detecting aberrant expression of traits and their causes.




14.

ifie ni a

With regard to transaction relating to an application for placing a modified organism on a
market, the following additional information, where relevant, shall be presented by the
applicant:

1/ name of the commodity, the scientific and common names and the transformation
event of the modified organism;

2/ names and addresses, including telephone numbers and e-mails, of the maker and
the distributor of the modified organism;

3/ specification for accessing information on the modified organism in the Biosafety
Clearing House of the Protocol;

4/ type of expected use;

5/ specific instructions for storage and handling.

ni m a: d or m |

With regard to the transaction relating to the placing of modified organism as food on a
market, the following additional information, where relevant, shall be presented by the
applicant:

1/ equivalence studies;
2/ information on antibiotic resistance marker genes (if used):
3/ characterization of novel proteins or other novel substances which includes

information about prior history of human consumption of the novel substances if
any, or their similarity to substances previously consumed in food:

4/ the potential toxicity of novel proteins produced by the modified organisms;

5/ the potential allergenicity of novel proteins;

6/ compositional analysis of the modified organism as food or food derived from a
modified organism;

7/ data to allow the nutritional impact of compositional changes in the food to be
assessed;

8 data from animal feeding study;

9/ name the food will be marketed under.

7
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16.

17.

With regard to the transaction relating to the placing of the modified organism as feed on
the market, the following additional information, where relevant, shall be provided by the
applicant:

1/

2/

3/

4/
5/
6/
7/

the potential for adverse health effects to humans and livestock, including
exposure to toxins and anti-nutritional factors, as well as irritation and
allergenicity to humans;

the potential to carry over of any novel product to manure and the potential
impact of this to carry over;

nutritional data which includes a comparison of the composition of the novel feed
ingredient to that of the same feed ingredient derived from an appropriate
counterpart;

dietary exposure;
toxicology data such as endogenous toxins or newly expressed material;
allergenicity data;

laboratory animal/livestock feeding trials.

2/

Effective Date

With regard to the transaction relating to the package containing the modified
organism, the applicant shall affix and show the following information on the
package containing the modified organisms:

a) names and addresses including telephone number and e-mail of sender and
reciever of the modified organisms;

b) the phrase "contains modified organisms” shall be written on the label in
Ambharic and English laguage whenever it is known that there is modified
organism in the package.

The phrase “Contains no modified organisms” may be written in Amharic and
English on the label when the product is known to contain no modified organism.

[6/e/

This directive shall enter into force as of the---! day of 2018

Dr. Gemedo Dalle

MINISTER OF MINSTRY OF ENVIRONMENT, FOREST AND
CLIMATE CHANGE
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DIRECTIVE NO. 09/2019
A DIRECTIVE ISSUED TO ESTABLISH
INSTITUIONAL BIOSAFETY
COMMITTEES

WHEREAS institutions involved in the research
of modified organisms are expected to ensure that
their research is conducted in compliance with the
applicable biosafety laws and standard operating
procedures;

WHEREAS it has become necessary for
institutions  conducting  research  involving
modified organism to initially review applications
by institutional biosafety committees before
submitting to the Commission;

WHEREAS it has become necessary for
institutions to undertake compliance and
monitoring of researches involving modified
organisms in line with the existing biosafety laws;
and terms and conditions of approval;

THEREFORE, this directive is issued by the
Environment forest and climate change
commission in accordance with Article 25 of
Proclamation No. 655/2009 (as amended by
Proclamation No 896/2015).
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1. Designation
This directive may be cited as “Directive Number
6/2019” issued to establish institutional biosafety
committees.

2. Scope of application

This directive shall apply to any institution
engaged in researches involving modified
organisms.

3. Establishment of institutional biosafety
committee

1/ Any existing institution, which undertakes
research on modified organisms, shall establish
institutional biosafety committee within six
months from the date of entry into force of this
directive to ensure the research activities are in
line with the Biosafety laws and standard
operating procedures.

2/ New that

established to conduct researches on modified

research  institutions are
organisms after the entry into force of this
directive shall establish institutional biosafety
committee within eight months from the date
of their establishment.

3/ Any institution that is engaged in the
of modified shall

the

research organisms

immediately notify commission the

institutional biosafety committee that is

established under the institution.
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4) Composition
1/ Institutional biosafety committee shall have at
least six members.
2/ Institutional biosafety committee shall be
composed of the following members:
a) head of the institution or a person
assigned by the head of the institution:
b) at least one molecular biologist and one
ecologist:
¢) amember with qualifications on human,
animal or crop health as appropriate;
d) biosafety focal person and
e) any co-opted expert when necessary.
3/ Whenever conflict of interest arises, members
of the committee shall have the obligation to
notify to their appointing authority.
4/ Notwithstanding Sub —Article (2) of this
Article, the committee members shall possess
scientific and technological knowledge and
expertise sufficient to enable them to properly
evaluate and monitor any work involving
modified organisms conducted by the institution.

5) Chairperson of the Institutional biosafety

committee
1/ The Chairperson of the committee
shall be designated by the head of the
institution.
2/ The Chairperson shall have adequate
knowledge and experience in scientific
research pertaining to modified

organisms.
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6) Appointment of members of the
committee
1/ Members of the committee shall be
appointed by the respective research
institution.
2/ The term of office of the members of
the institutional biosafety committee shall
be five years with a possibility of serving
for a second term as appropriate.
7) Changes in membership

1/ 1If any change is made in the
membership of the Institutional biosafety
committee, the institution shall within
two weeks notify such change to the
commission.
2/ The notification that will be made to
the commission shall contain the revised
list of members, contact details and
background information of the newly
appointed members.
3/ The following can be possible causes
to make changes in the membership of
the institutional biosafety committee
membership:-

a. death of a member,

b. breach of professional code of

conduct,
¢. unsound health conditions,

d. resignation from service.
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8) Responsibilities of the Institutional

biosafety committee

The responsibilities of the institutional biosafety
committee include, but are not limited to the

following:

check the information provided in a
biosafety application form is correct and
complete;

appraise and ensure that the proposed risk
assessment. risk  management and
emergency plans are sufficient;

approve or reject an application with or
without conditions or request additional
information when necessary;

review applications within sixty days from
date of receipt;

regularly review., monitor and inspect
experiments involving modified organisms
for compliance as per existing biosafety
laws. guidelines and terms and conditions
of approval ;

ensure timely and periodic inspection of
laboratory and other facilities, and provide
recommendations to principal Investigators,
departments and heads of institution for
corrective measures;

report to the head of the institution in the
event of severe non-compliance. which the
head of the institution shall report the same
to the commission;

distribute new and relevant biosafety
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information related to research on modified
organisms to the concerned stakeholders;
ensure research is conducted inconsistent
with applicable biosafety laws ., guidelines
and standards ;

ensure the research staff has adequate
training and expertise to perform research;
report to the head of the institution of any

significant non-compliance;

9. Reporting

An institutional biosafety committee shall every

six months or when requested by the commission

submit the following report to the commission :

a)

b)
c)

d)

€)

a)

b)

members of the committee and their
competence:
research approved by the committee;
functions of the committee as per Article 8
of this Directive;
information about the capacity of the
research institution in managing modified
organisms .human resources and the
infrastructure;
reports of recommendation on incidents of
exposure and accidents;

10.  Meetings of the Institutional

biosafety committee

The Institutional biosafety committee shall
meet as required. However the committee
shall meet at least twice a year.
The quorum for any meetings of the

committee shall constitute two third of the
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members.
¢) Decision shall be made by a majority vote.
11. Emergency meetings
The Chairperson may call an emergency meeting
of the institutional biosafety committee to address
any urgent issues.
12. Documents to be reviewed
Members of the committee shall in advance
receive copies of documents to be reviewed in
meetings of the committee.
13. Minutes of institutional biosafety
committee meetings
1/ Minutes of institutional biosafety committee
meetings shall contain the following information:
a) attendance of members of the committee,
invited experts or any participants;
b) agenda and decisions of the meeting:
14. Records of the committee
An Institutional biosafety committee shall
maintain the following records:-
a) minutes of committee meetings and
b) Information about projects approved by
the committee and other related matters;
¢) Other relevant documents.
15. Confidentiality
1/ All members of the committee shall
maintain  confidentially of Intellectual
Property or business information requested
by the applicant or organization or institute
to remain confidential and consented by the

committee.
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2/ Members of the committee shall have
the obligation to maintain the confidential
nature of the opinions expressed by other
members or invited experts during
discussions in the meetings or provided in
written form.

16. Roles of the principal investigator

1/ The Principal Investigator shall have the

following responsibilities:-

a) implement biosafety laws, guidelines,
standards and terms and conditions of
approval in conducting any research

involving modified organism;
b) ensure members of the committee receive
initial refresher training on biosafety laws,
guidelines and standards;
provide protocols and safety information to
staffs working in containment or
confinement facilities;
d) ensure that necessary safety precautions in
containment or confinement facilities are
maintained.
¢) ensure proper handling and disposal of
waste;
f) ensure laboratory and other research
facilities maintain safety certifications;
g) notify in advance the institutional biosafety
committee of any significant changes in
experimental protocol or location of the
research;

h) provide other relevant information to the
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instructional biosafety committee as
necessary.
17. Training of members of the Institutional
biosafety committee
All members of the institutional biosafety
committee shall receive initial and refresher
training on biosafety laws, guidelines and

standards.

18. Amendment of the directive

The Commission may modify this directive at any

time as appropriate.

— T
e CE 1Y Php
A\ " 2 are -
e 1T Shoe $0 )Y
¥ T o s

73



aoao far L0507 11

T T ———

TCLAC 425 097

PahaN, £75 APC LT AT b9l hol i

74

1.
gv mwavgg b, TOCAT 1 4D e 0011
G.9° BIE 005 BIPGA:

e
GO - ML o it

10

19.Effective Date
Thi%ilirective hall enter into force as of the-------
o of AR a of2019
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day

Done at Addis Ababa, this
of 2019.

Prof. Fikadu Beyene
Environment, Forest and Climate

Change Commission Commissioner




APPLICATION FOR CONFINED FIELD TRIALS TO TEST GM PRODUCT
FOR ....TRAITS IN ETHIOPIA

GENERAL REQUIREMENTS FOR THE APPLICATIONS FOR CONFINED FIELD TRIALS (CFT)

1.0 Name and Contact Address of Applicant

Name of the Institute/Organization , Tel: (+251)- Fax: (+251)- P.O. Box:

1. 1 Date of Submission:

1.2 Name of applicant 1.3 Name of Institutional Biosafety Committee (IBC)
IName of Principal Investigator:
Email:

Name of Trial Manager
Collaborating Investigators:

1.4 Institution of applicant 1.5 Registration Status in Ethiopia

1.6 Affiliating institution (s)

Institution: Role: Address: P.O.Box Contact person: Telephone: Fax E-mail:

1.6.1 Address of applicant’s institution

1.6.2 Telephone 1.6.3 Facsimile /email 1.6.4 Telephone 1.6.5 Facsimile/email

2.0 Nature and purpose of contained use (confined field trial (CFT))

2.1 Brief Description of Proposed contained use (CFT) activity

2.2 Purpose of contained use (CFT)
- character of the activity that will be carried out by applicant (e.g. research, laboratory control, manufacture)

2.3 If the contained use (CFT) work is successful, indicate whether a general release of the GMO is planned

2.4 Total period of contained use (CFT) and date of its expected starting-up




3.0 Risk assessment

3.1 Summary of the risk assessment for the genes and species of GMO involved.

3.2 Description of potential risks associated with the transformed organism, transformation genes or gene
elements.

Toxicity and Allergenicity of the Transformed Trait(s)

3.3 Description of potential risks associated with the activities to be undertaken

4.0 Location where contained use activities are to be undertaken
4.1 Contained Use Facility: Laboratory and growth chambers

4.1.1 Facility Location 4.1.2 Approval No. or reference 4.1.3 Number of other contained use
activities currently approved within the same
facility

4.1.4 Biosafety level assigned to facility during approval (Level 1, or level 2, or level 3 or level 4)

4.1.5.Code of practice of a workplace (Indicate type)

4.1.6.Emergency Response Plan in the event of an accident

4.1.7 Characteristics of the workplace (Tick as appropriate)

4.1.7.1 Microbiological laboratory 4.1.7.2 Pilot plant
4.1.7.3 Production facilities 4.1.7.4 Glasshouse/growth room
4.1.7.5 Animal breeding facility 4.1.7.6 Other (Specify)

4.1.8 Species and amount of used organism and the used genetic modifications including nominally mentioned
validated methods for detection of occurrence of genetically modified organisms.

Waste management plan
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4.2 Contained Use/CFT Facility:

4.2.1 Facility Location 4.2.2 Approval No. or reference 4.2.3 Number of other activities currently
approved within the same facility

4.2.4 Experimental design

4.2.5. Nature and type of data to be collected

4.2.6 Arrangements for transporting the GMO to the greenhouse (CFT)

4.2.7 Proposed herbicide/pesticide use, if any

4.2.7.1 Name of the pesticide /herbicide 4.2.7.2 Active ingredient  [4.2.7.3 Total area to be sprayed (m’
/hectarage)

4.2.8 Provide work schedule (post approval) of key activities including but not limited to:

4.2.8.1 Dates of movement o0f4.2.8.2 Planting (anticipated)  4.2.8.3 Harvest/Sampling (anticipated)
material

4.2.9 Describe your plan for recording the quantities of seed planted/GMO used and accounting for any excess

4.2.10 Describe the disposition plan, including how and where any excess, or non-planted seed/GMO will be
disposed of or stored.

4.2.11 State whether plants will be allowed to set seed or to reproduce

4.2.12 Indicate whether any harvested plant material4.2.12.1 If yes, Type (e.g. seed, leaves, etc.)
will be retained from the trial

4.2.12.2 Quantity to be retained 4.2.12.3 Purpose of retaining material

4.2.13 For harvested plant material, describe the following if applicable:

4.2.13.1 The storage method 4.2.13.2 Storage location

4.2.13.3 Person in the institution responsible for the storage of the material

4.2.13.3.1 Name 4.2.13.3.2 Telephone




5.0. Nature and identity of genetically modified organism

5.1 Name of GMO

5.2 Modified trait(s) Identification

O Herbicide Tolerance O Modified Oil Composition O Pharmaceutical

O Male sterility/restoration O Virus Resistance O Genetic Research

OO Insect Resistance O Stress Tolerance O Generation of mutants
O Nutritional change O Fungal Resistance O Other (Specify)

O Drought Tolerance

5.3 Modified Trait(s)
Describe each specific new trait associated with this GMO.

5.4 Describe Mode of action of traits (gene product, metabolic pathways).

5.5. Description of the Vector

5.5.1 Is the vector naturally pathogenic? 552 Is the vector5.5.3 If yes, how was the vector
disarmed? disarmed?

5.6 Method of introduction of the insert

5.7. Method for detection of genetically modified organism

5.8. Amount of genetically modified organism to be used (volume of the culture, number of plants or animals)

5.8 Information on whether the genetically modified organism has already been approved in some other country
and for what purpose.

6.0 Nature and purpose of the contained use activities
6.1 In case of import or export of the genetically modified organism intended for contained use
6.1.1 The country of origin or destination, as appropriate 6.1.2 Importer or exporter, as appropriate

6.1.3 Maximum amount of genetically modified organism to be  [6.1.4 Means of transportation
imported or exported

6.1.5 Means of packaging and labelling

6.2 Measures to protect human health and the environment and biological diversity

6.3 Frequency and the manner of carrying out control of the occurrence of genetically modified organism inside
and outside of the contained space

6.4 Description of waste management plan
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7.0 Containment measures

7.1 Plan of training of employees prior to the commencement of the use of genetically modified organisms, and
the plan of their refresher training

8.0 Declaration of correctness of information
I certify that the above information is true to the best of my knowledge.

Principal Investigator
Name
Signature
Date

Collaborator(s)
Name
Signature
Date

Institutional Biosafety Committee (IBC) Review
This application has been reviewed by IBC

Name of IBC:

Name of Chairperson:
Signature
Date

REFERENCES

Annex 1: Collaborating Institutions: Roles and responsibilities

Organization Expertise Roles and Responsibilities




APPLICATION FOR UNDERTAKING DELIBERATE RELEASE OF GENETICALLY
MODIFIED ORGANISM IN ETHIOPIA

EXECUTIVE SUMMARY
PART ONE: GENERAL
1. General Information

1(1). Name, Address and Contact Details of Applicant

Date of Submission:

1(2). Name and field of studies of persons responsible for planning and carrying out the implementation of the
Project, including those responsible for monitoring and safety, in particular the name of the responsible
scientist.

Responsible Scientist

PART TWO:
INFORMATION ON DONOR RECIPIENT AND THE MODIFIED ORGANISM

2. Description of the Donor. Recipient and the Modified Organisms

With regard to donor, recipient and modified organisms, the following information shall be presented by an
applicant:

2(1). Scientific name, and when available also common name of the donor organism;
2(2). Scientific name, and when available also common name of the recipient modified organism;

2(3). Scientific names, and when available also common names, of species that are related to any of the
organisms from which any of the trans-genes in the expression cassette have been taken;

2(4). Degree of relatedness between the donor and recipient (between parental) organisms;

2(5). Description of the geographic distribution and of the natural habitats of the donor and recipient
(between parental) organisms; the environments where they occur.

3. Characteristics of nucleic acids that affect trait expression
3(1). Description of each expression cassette;

32). Whether the nucleic acid that affects trait expression is introduced without change or has been
modified;

3(3). Nucleic acid sequence of, inter alia, the target gene, promoter, terminator and selectable marker;
34). Description of the trait that it expresses
3(5). Methods used to construct the expression cassette;

3(6). Genetic markers;
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3(7). Description of identification and detection techniques of the nucleic acids;

3(8). Quantitative expression of sensitivity, reliability and specificity of the identification and detection
techniques;

3(9). Potential for nucleic acids involved in trait expression being transferred to or exchanged with other
organisms;

3(10). Verification of the stability of the nucleic acids and factors affecting their stability

4. Characteristics of the Vector: 6(1). Nature and source of the vector;
5. Characteristics of the Modified Organism

5(1). Information relating to the modification:
5(2).Information on the modified organism:

1. Unique identifier of the transformation event;
2. Description of phenotypic characteristics and in particular any new traits and characteristics
which may be expressed or may no longer be expressed;

Stability of the traits;

4. Expression of the introduced new genetic material and methods and sensitivity of
measurement

5. Function of the expressed protein;

6. Sensitivity, reliability (in quantitative terms) and specificity of detection and identification

techniques of the modified organism;

7. History of previous releases or uses of the modified organism;

Risks to human or animal health, biological diversity and the environment;

9. Generation time in natural ecosystems, sexual and asexual reproductive cycles;

10. Information on survival, including seasonality and the ability to form seeds, spores, sclerotia
and other survival structures;

11. Pathogenicity, infectivity, toxicity, virulence, allergenicity, ability to be a carrier (vector) of
pathogens,

12. identity of possible vectors to transmit it to humans or animals as a disease causing agent,
host range, possible activation of latent viruses, ability to colonize other organisms, ability of
nucleic acids or other molecules that affect trait expression to be introduced into the cells or
tissues of other species;

5(3). Considerations of impacts on health:



PART THREE

INFORMATION RELATING TO THE RECEIVING ENVIRONMENT AND
INTERACTION BETWEEN THE MODIFIED ORGANISM AND THE RECEIVING
ENVIRONMENT

6. Information on the Deliberate Release

6(1). Description of the proposed deliberate release, including the purpose and foreseen outcome;

6(2). Planned dates and durations of the release;

6(3). Method to be used for the release;

6(4). Quantity of modified organism to be released,;

6(5). Site preparation prior to release (type and method of cultivation, mining, irrigation, or other
activities);

6(6). Information on, and results of, previous releases of the modified organism especially at different

scales and in different ecosystems.

7. Survival, multiplication, dispersal and trait expression

7(1). Biological features which affect the survival, multiplication and dispersal of the modified organism;

7(2). Known or predicted environmental conditions which may affect the survival, multiplication and
dispersal (wind, water, soil, temperature, pH, pollutants such as pesticides, heavy metals, horizontal
gene transfer and others) of the modified organism or of its genes or other biochemicals that affect
trait expression)

8. Interactions with the environment

8(1).Habitat types expected to be suitable for the modified organism;

8(2).Experiments carried out on the behavior of the modified organism and an assessment of its
ecological impact carried out in simulated natural environments,

8(3).Trait transfer capability:

8(4). Likelihood of post-release interaction leading to the expression of unexpected or undesirable traits
in the modified organism or in its products;

8(5). Measures employed to ensure and verify genetic stability; description of genetic traits which may
prevent the transfer of genetic materials; methods used to verify stability;

8(6). Routes of biological dispersal of the modified organism, known or potential modes of interaction
with the disseminating agents,

8(7). Description of ecosystem to which the modified organism could be disseminated.

9. Potential environmental impacts

82

9(1). Potential for excessive population increase of the modified organism in the environment;

9(2). Competitive advantage of the modified organism in relation to the unmodified or parental species;

9(3). Identification and description of the target species that are anticipated to be affected by the
modified organism;

9(4). Anticipated mechanism and result of interaction between the released modified organism and the
target species;

9(5). Identification and description of non-target species which may be affected;

9(6). Likelihood of post-release shifts in biological or in target range;
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9(7). Known or predicted effects on population levels of competitors, preys, hosts, symbionts,
predators, parasites and pathogens;

9(8). Known or predicted involvement of the modified organism in bio-geochemical processes;

9(9). Other potentially significant interactions with the environment.

10. Information on monitoring and monitoring techniques

11.

12

13.

10(1). Specificity, sensitivity and reliability of the monitoring techniques to identify the modified
organism;

10(2). Techniques for detecting the transfer of the introduced transgene to other organisms;

10(3). Methods for detecting aberrant expression of traits and their causes.

PART FOUR

ADDITIONAL INFORMATION REOUIRED FOR PLACING ON A MARKET
A COMMODITY CONSISTING OF A MODIFIED ORGANISM

Information required where the transaction relates to an application for placing a
modified organism on a market

11(1). Name of the commodity, the scientific and common names and the transformation event of the
modified organism;

11(2). Names and addresses, including telephone numbers and e-mails, of the maker and the distributor
of the modified organism;

11(3). Specification for accessing information on the modified organism in the Biosafety Clearing
House of the Protocol;

11(4). Type of expected use;

11(5). Specific instructions for storage and handling.

Information required where the transaction relates to the placing of modified organism
as food on the market

12(1). Equivalence studies;

12(2). Information on antibiotic resistance marker genes (if used);

12(3). Characterization of novel proteins or other novel substances (which includes information about prior history
of human consumption of the novel substances if any, or their similarity to substances previously consumed in
food;

12(4). The potential toxicity of novel proteins produced by the modified organisms;

12(5). The potential allergenicity of novel proteins;

12(6). Compositional analysis of the modified organism as food or food derived from a modified
organism;
12(7). Data to allow the nutritional impact of compositional changes in the food to be assessed;
14(8). Data from animal feeding study;
12(9). Name the food will be marketed under.
Information required where the transaction relates to the placing of the modified organism

as feed on the market

13(1). The potential for adverse health effects to humans and livestock,
13(2). The potential to carry over of any novel product to manure and the potential impact of this to carry

over;
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13(3). Nutritional data which includes a comparison of the composition

13(4). Dietary exposure;

13(5). Toxicology data such as endogenous toxins or newly expressed material;

13(6). Allergenicity data
13(7). Laboratory animal/livestock feeding trials

14. Socio-Economic Considerations

Declaration of the Applicant
I Certify that the above information is true to the best of my knowledge

Name

Signature

Date

Collaborator(s)

Name

Signature

Date

Institutional Biosafety Committee (IBC) Review
This application has been reviewed by IBC

Name of IBC:

Name of Chairperson:

Signature

Date

REFERENCES
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PROCLAMATION NO. 655/2009
A PROCLAMATION ON BIOSAFETY

WHEREAS, the environmental rights provided
under Articles 44 and 92 of the Constitution of the
Federal Democratic Republic of Ethiopia require that
human and animal health, environmental wellbeing
and, in general, the socio-economic conditions of the
country be protected from risks that may arise from
modified organisms;

NOW, THEREFORE, in accordance with Article
55(1) of the Constitution of the Federal Democratic
Republic of Ethiopia, it is hereby proclaimed as
follows:

1. Short Title

This Proclamation may be cited as the “Biosafety
Proclamation No.655./2009”.

2. Definitions

In this Proclamation, unless the context otherwise
requires:

I/ "modified organism" means any biological
entity which has been artificially synthesized,
or in which the genetic material or the
expression of any of its traits has been
changed by the introduction of any foreign
gene or any other chemical whether taken
from another organism, from a fossil
organism or artificially synthesized;

126 DM 7o, TS
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& “AIPOPO" TNT AT Me®F o0l : - _

OLI° ATIUCTT AIPCIPCT APCTT @f 2/ "transaction" means any making or use of any
AIC O0T ATININTT 0L @@, AGPAhT modified organism in teaching, production,
T ATINTANGT Alay AP TT N2 import, export, transit, release, contained
ATIILT ATIAANT AL AIPLANT AOo- production, transport, placing on the market,
@LI° ARTNA N5l Aoemd9I°T or use as pharmaceutical, as food, as feed or
APMTT AT 0L A4NCh Tl for processing;

0.2 “IPA oI

P/ “av ol TN MHEvGP PO b Lol 3/ “making” means the development of a
AP hfa R8T 1847 1o modified  organism  through  modern

biotechnology;

o/ “1"_? APEP" 0t Nde- 0P 4/ “contained use” means any operation in
0A700T mS o QxR0 AL which modified organisms are produced,
POl PAJPL TOOTT Aevhaha grown, stored, destroyed or used in some
NLARS NP4 71142 hAd I Plho§ other way including for teaching and research
Naas7ame loMa- (4o avavd @ isolated by physical and chemical barriers in
héeLa- N4 AANAm I 1ToNro- space not exceeding the requirement stated in
AT hfPPT ATLNGT ATLELNT the appropriate directive issued by the
ATLNVET A7%.015 0L9° T9°VC - Authority with a view to effectively
TC 9°CICTT IR (WP AA o) O preventing their contact with, and their
NPPI° AL A 7500 714 101 unintended impact on, human, animals and

the external environment;

&/ Ceramy APTT T0F T, 1o, 5/ *“deliberate release” means any introduction
AP@rrt owlt AT hfot A into the environment of a modified organism
QLT APPPTNT ARCS T 7007 K007 based on an advance informed agreement and
A5 TT AL T ATPCI°CT includes, inter alia, any use in commerce,
AP T Ao o0F ACAIT food, aid food, remediation, teaching,
ARTNA T oo T Ada 0 L9° ARTOAGT research, greenhouses, aqua-culture, animal
VIS owlL9° AALA PPI° (lovPA 0k feed or other inputs for animals, medicines
AN, A7%.540 71847 YarE for humans or animals, or disposal;

&/ “hermn, eavian, 099" 10 NNY 6/ “advance informed agreement” means a
APE owldt K& WiPhP0 W14 written consent granted by the Authority for
TUME A2 AN PTLAT ChAP D the undertaking of a transaction in
A dvs 10-L accordance with this Proclamation;

4 C0Ne R TNt AoT hfod 7/ “placing on the market” means obtaining an
atmy AdT ATPA W70 fovien. advance informed agreement for deliberate
Nty kA 034 OACK) release and making available to third parties a
PNt A TT RI°C AMTT 077 modified organism for any use by selling,
Nagesrs Namy oL (KA L giving away or in any other way, and
MA0HANS: o includes giving as aid food;

&/ “MNE-PT ADTLeP TodT" TNt
nF o9 Rreara 0drI) oLy 8/ *“socio-economic impact” means any direct or

O-FHPPE oo 1L PRIC  ADSL7
MnI°C NP RNLA0TF  “NeP oL
OhAP V2 PFT PrC ovwl A7 900
dbo-P T @LI® PN AL PULLCNH
Al P o-mt ro-I

indirect adverse effect that results from a
transaction on the social or cultural
conditions, the livelihood or indigenous
knowledge systems or technologies of a local
community, including on the economy of the
country;
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i/ “m7P” ot Wl T o9 ArPada N 9/ *“risk” means direct or indirect, short,
T 0l? (FFNPPSE o187 (MW CT medium or long-term danger that may befall
NaohndAsd wed® 01409 10 Nho- human or animal health, biological diversity,
®LI° NATNA MmST ONNh Hhe@T7T the ep}rironment, socio-economic_ or cultural
NANLT 0°TNLANT TJUNEPT ADT conditions of local communities or the
WeP mLI® QAP VT OLI° tteconontlllc (fondmon of the country from any
NA1CE ADTILT AL AltA PULTA LIV
hL.D 10-%

S Ay ” - J 10/ “Protocol” means the Cartagena Protocol on

1/ T,E?'Hm\, i “Inr NAPE: EPC Biosafety to the Convention on Biological
CRAR/TRIE PORPar PANlh Lot Diversity ratified by Proclamation No.
707 PhC) G CRAOTIT Mo 362/2003;
TCEHhA 10

18/ “mami fAo- Nl T e ﬂ-"!:" 11/ “competent national authority” means the
QA+ OTCEFha. hATPR Z Adh 1€ institution of a country of export of any
NG 7 ANt ATLPNE.69° modified organism designated by the
AP hfao oL AACEP h7lAh0T government of that exporting country to carry
RIC a3 ot 220N HOmae- R0 out the functions stipulated under Articles 7
Yo-I to 12 of the Protocol;

18/ “‘Jﬁ/*ﬁ(\:’”” 0T (APE PC 12/ “Authority” means the Environmental
evis/inRis  erRRavw- ChTERS Protection ~ Authority of the Federal
boLol-AR £ TPNENLR ST-NAR PANAN, Democratic Republic of Ethiopia established
TN WAL7ANT 10-X pursuant to Proclamation No. 295/2002;

It/ “reamd PHOmo: LPL G, a0re8 13/ “competent licensing agency”’ means an
%,;‘ ; n"?ﬂ;':' ?.}u)f;:\ ﬂJ'.;’, 9;"?;”& i‘;{;ﬁ organpof governmen;g err?powired by law tg
m.p;?r:n';d)u;}:-}f h“l‘g b1 e . issue a business license or a work permit;

10/ “Emme” TNt LV APET (hPE 14/ “inspector” means a person appointed
owlt Pom  LITE anavL e P T pursuant the directives issued by the
@G T AT PHAT AA Authority to undertake examination and any
PRPPC ACI°E W20 QA»7AMNT other control measures to ensure compliance
N2 M@ avavl @ avw/lqf P-{iav with this Proclamation and with regulations
Na- jo- and directives issued hereunder;

o 15/ “national biosafety clearing-house”

o/ g enrt et e |19 St touteydring b e
2CYT" Tt IFCFhA. Wibe & and access to, information established by the
awlt  NdAo-TP !"-"‘P" eeLH 2 Authority based on Article 20 of the Protocol
AL7ART PNAIRT ARALLRT 47 7h in order to facilitate the exchange of
alBEPTIS PAOT VEPT h,?.‘:!” scientific, technical, environmental and legal
N“Levaht AL Am-o-P A“INTTT information and experience with modified
NAA22ANE PTHLD? 2C%T 10 organisms;

T/ “HAA” TAT (ATERL  bololAP 16/ “region” means any regional state referred to

LTNENPeP eTANAR W1 av T
KPR 9% ehavahrte- T 09" NAA
A7 PALN AN0 AT PL&SP Phrl™
ANTERCT T LaI°e-AT

in Article 47 of the Constitution of the
Federal Democratic Republic of Ethiopia and
includes the Addis Ababa and Dire Dawa city
administrations;
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fl

%) “hovpAWq” AT PULme Py

ATPOPA ATNLEL DN Povian.
N°°r 1 AT%0amae- ANAs7AMN-
Lavpirl Ao 1o-Z

i/ Ve eldme: Ao TI0T hri,

Pavyci, NI°9°r 1 NOA22AN T P 1Amar
o -t

i/ “Qo" T PTETE Qo LI (D
A9 a1 PHAme- AhA oI

&/ MiITo9P (o7 2J P00 h1.21C

N79° LeI°C- A

P14.275 1 o0y

8/ PV RIPZ 00 RIPR /8 AT [P/
LIIVPF ATl VT LY APE
N°17509°  A%Para. AL 497
LG A

g/ AP PORPTm ANhPy 40 Ado-
AMNP°S  PWTET MAACRE Mt
0L POLeAGT 0 L9° 18 1005
pagea)yt he&A PA@9° PHIAT Ao
A fa- PILavART G09° GPE NI
NA 5P 14377, LIPGTA:

E/ Qa2 QLY ATPR 100 WIPR [8)
e EmeOT AIPNPAPTT POlavahrt avlB
MY APE R¥P&x It oowlt (1HERave-
Nehd-P PRENTIT MeoOT POVLE G
N0t AANT

PAPE. 9177

PAPE. 2477 NA@-§ NAZNAT MmST (M
MLOTT NANNT 079104007F NhmP-
AL9° (WIC AL hA®T MhPP7 ALLN
PULTADF AADP 00T TINPLT 0L9°
.70 Anh A9 Pl &LE 40 71070
Jm-::

Q7M. Py, NI°T°71

&8/ PHYV  APE RIPR T LIIVPT
AT Tme Vo WM Pavien,
N7 PATT - 0775 @9
ATPNP0 ANVl A LLAP LAY

17/ *“applicant” means any person who submits
an application to the Authority seeking an
advance informed agreement to engage in a
transaction;

18/ “authorized person” means any person who has
been given an advance informed agreement by the
Authority;

19/ *“person” means a natural or juridical person;

20/ any expression in the masculine gender
includes the feminine.

3. Scope of Application

1/ Without prejudice to the provisions of sub-
article (2) and (3) of this Article, this
Proclamation shall apply to any transaction.

2/ Any treaty, provided that it has been ratified
by Ethiopia, on the regulation of modified
organism that is to be wused as a
pharmaceutical for humans, that is to transit
through Ethiopian territory or that has been
declared to have no adverse effect shall be
applied throughout the territory of Ethiopia.

3/ The Authority shall place information
regarding the transactions referred to under
sub-article (2) of this Article on the National
Biosafety Clearing House established under
Article 13 of this Proclamation.

4. Objective of the Proclamation

The objective of this Proclamation is to protect human
and animal health, biological diversity and in general,
the environment , local communities and the country at
large by preventing or at least managing down to levels
of insignificance the adverse effects of modified
organisms.

5. Advance Informed Agreement

1/ Without prejudice to the provisions of Article
3 of this Proclamation, no person shall
engage in any transaction without obtaining
an advance informed agreement.
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&/ 2:;-1;;“:)9“ nm-?ﬁl‘il;ﬂf’n'h? E“:”“;;ﬁ; 2/ Any person who intends to engage in any
transaction shall submit to the Authority an
@l 1 Lont L0TE awavd e P application prepared in accordance with this
aw el e IE TavihF AN Proclamation and regulations and directives

TP LA AANT: to be issued pursuant to this Proclamation.

B/ Q0AsADE Wi, Pavia, NgP9eHT 3/ The z:i;uthorit’y ;nay;?is a condition for lgivitr;g
Amhmd NIAFO@ KwAWE (0| i e suarantee which shal
APE provalrl 28,3277 A“1AT PR 7 8 BT 3
0¢ POLG  ABLePCA  aomed be sufficient to meet his obligations under
.P‘:f' Al ! . o this Proclamation.

. PhovANWT 989 6. Responsibility of Applicant

o/ hmatid o opwies o aew | UGS EG e nd repae the
m,m(:_}. AP i RO ;, "?’I'&.Q".: 1 report in acc;ordance with regulations an.d
TNITLT NN WA ANT COLA I directives  issued  pursuant to  this
NAT® hadeT AY2T 9C AGAAM Proclarpatlon and Sl..lbn‘llt the same to the
bl A KAV Authority together with any other documents

determined as necessary by the Authority.

g/ eam*P 9°1°7 WMo hHCHC av- PP 2/ Besides a detailed technical analysis, a risk
Trdem (a1 “T19°  ALSo- assessment report shall include a brief
NLTA 7% 17007 LHT Q%4 statement summarizing the report in non-
nen avnen, IC Pl AaT technical terms.

- " 3/ The cost of carrying out a risk assessment

£/ em® ‘79“1:? CUTNLES 10 P7NOR and writing a risk assessment report shall be
o6k, Mhavi VE av(id.’y AT borne by the applicant.

. 9T avdPrG A6 PAMS: 7. Identification and Labeling

B 1/ No transaction shall be carried out outside of

&/ (nw APR aowll (Lo A0 the contained conditions of a laboratory
0T LHTG awavs eP .'L”""’&:" remt unless the package of the modified organism
afw PV ORTICET  ORFINNG has been labeled in both Amharic and
f‘z*‘fz\ Tr::z:gg_ o;\l:j:qf"[}?g I‘:}L?:rﬂ‘f:;i English in accordance with the relevant
WY V5 areh, TVHE 090 ?:'}-'P APt oty :}el:;‘gsugt{;::);lasm a;'lufio:l:hrectwes issued pursuant to
PANTI°: '

&/ []':;?:;‘Q‘E l:;g‘? '::ﬂ{;j\ ?;l‘n;f "?'af:’l{lm. 2/ It is prohibited to write “may contain
£ £ # oL 'P’ modified organisms” or any equivalent
??f?;\ r.:'ac\;ﬂ AU (1PPA- AL PAME: unspecific statement on a label.

5 m-i:

£/ 0A@P HhePt TPA 0-0P P7LTT 0 3/ It is prohibited to leave out any modified
TPIG0T° AP wfwe. PTrT organism that is in the package of a modified
NFAm&NT 204 AL ALIAR o Tar organism unwritten on the label.

P-Fhaha o
i/ 11509 no- 0PPA- @0T 999 4/ Any person is entitled to write the words

SLY T A®T hfa 72150 a1
eI “AOP mfo CANTI®" PULA
AU AATENT LFAA::

“contains no modified organism” when the
product in a package is known to be free
from modified organisms.
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90

. AT hfo- 0L A1C o-0T 1010 T

&/

€/

nrnn,. favian, A7 AL Ao-P
MhPfo-7 & AIC o0 “I0100
Phaha o

AOP hPoO7 L& KIC o-OT A“IN101
nrmn. Pavicn, NP AT
h2PCla- “JaoprhF 24 PULPe PH-
av /B FRRNAT S P24 AAaoPE PAho-
AIC 20T PAd- Aldhé-P avsrlp
- av-A. DALY T avar(15"7 Pav o8
Ml 244 NLCTIo PN T avPy
ANz

B ooete AN 1 AP PTT

&/

&/

AP hfPo07 PYL0NE QAo+ L 9”-
NTFa A hPP?? MhC P17 I°CI°4-
POLRLLNTT 05 PAMIN@F VD
Nav9°19° (1 Lav Py PE avC/h --av-
ACH NN 7aPyE +P0Lrt PA®T7IT
NAMIN. AL 7P P92eN0TAT hrdC
Nevhrt-a ANGT POLTA mPT7 oL
AI°T3 Pl L48 avdiny AT

MH? Ch P9 U2 (AT hfPo-
TmP L T Qo AA+TmY Al
°nN7e T PULhFA®TF RICE 7T -
g9 AL A“INPLA ANé.AL PV
PLUT T  PrPEPT omedSTed
MEDNP ARG P10 AP chfPo
oL PPANTT7? AIADNT R75.0-9°
T3 eAION haT e Al
av N WA Tz

H? hoPP9° (Y APE aow/l |
N%om L707TG avavl @ P avw/l
ALY AF0C  “90EE N0ArcANY
tao I LFe Ntame- 0F NF
oy, & KT

I & A "as

5/ AP mfot MAACXPe “MT (A

&/

FEMA A0S P94.A7  Oo-
LUTE ANA27AMNE NPLILe AP
F BT

QA2~AMNT  NAACRLe M+ (hA
F&A NLPAGT ARIT T P17
AP hfo NTEFDA PavlE »~CY9T
AT%00 1471 AAO T

8. Importation of Modified Organisms

1/ Importation of any modified organism without

obtaining an advance informed agreement is
prohibited.

An application for an advance informed
agreement for the importation of a modified
organism shall be accompanied by a
statement signed by the head of the
competent national authority of the country
of export to the effect that the competent
national authority takes full responsibility for
the completeness and accuracy of the
information provided.

9. Making and other forms of Contained Use

1/ Any person who makes a modified organism

2/

3/

shall take into account the characteristics of
the parental organisms used, the research site
and the surrounding environment, and apply
scientifically acceptable and environmentally
sound practices based on the precautionary
principle in order to minimize possible risks
to insignificant level.

Any person that uses a modified organism
under contained conditions shall ensure that
the necessary safety precautions, including
measures to limit the detrimental effects of
any unintentional release, are taken and shall
keep records of all the making or use of the
modified organism and of any unforeseen
event encountered.

Any contained use shall take place only in a
facility registered by the Authority for such
use in accordance with regulations and
directives  issued pursuant to  this
Proclamation.

10. Transit

1/

2/

A person who wishes to carry out any transit
of a modified organism through the territory
of Ethiopia shall notify the authority before
that transit takes place.

The Authority shall place any modified
organism that it deems dangerous to transit
through the territory of Ethiopia in the
Biosafety Clearing-House of the Protocol.
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11. Public Participation
13, A +ate

I18.

&/ Qa2

&/

eaFP  9°177 W0
AILLLO0m M@ NewH-A “I0odf
Ao 2T Nha AMALCA2T 0710
ol hAZ7E oC AANAm LH A0T2-
P17 a0 AANT::

hrmn eovyan, A9°9°% 1 NAGPOm-T
0 L9° NAAAmT P9LPCOF hhleP-
9 Qa~AM (eodio- L1 124
ONTP MR WG OPLA AANTo-

NP PRVTT Lot avlE NCYT

8/ WA»ANr Nhé-P PRUTTTE hLo T

&/

@l B oCYT TIRERI° WA T

MY AFPE 00 Wibk [B] aowls
Pl kLavm- PRV MLl avlF
~2C9T PN TACTY oo BT av e
hdT:-

v/ NAaP VEeP7? had 1 PATo A~
TeXe o0 POLTT Opov- PP
N7 ALeA4ST  ANT AN
a B P

oL WIC 0P A0 oL o-of
A7%Ah 428 PO To-S PHhA-
ha PA@OT VPP NCHCE

o/

d/ LV APE NP aow/l
PPLO TJavpANT P

oo/ Z 0T PAT o7 APETT L7077
avavl, P PTG PR LG LTINTFE

w/ eAtmT APTT APRRI® N2
T3 NhiéP PhLD LN
B b e

0N, favicn, N9°9°r - Aavam-T
NA22AN1T PIL8.07T@- avlBP-
7z

</

A/ TIF @9 AN PAm- PUAT-
N7 AVEEPS PO A1CT N9°9°-
Y PARLC oA T E

i/ AP VPP? & RIC o-0P AF-
AT Pt APT RPEWLLO0Te-
AN CLPLNT T P4 @-ALE

1/ The Authority shall, upon receipt of the risk

2/

assessment report, disseminate it to the
relevant stakeholders through a public
notice and accept comments for a period of
not more than one month.

Comments on the granting or refusal of an
advance informed agreement for the
transaction may be made in writing by any
person within the time limit specified by
the Authority.

12. National Biosafety Clearing-House

1/

The Authority shall establish a National
Biosafety Clearing-House.

2/ The National Biosafety Clearing-House to

be established pursuant to sub-article (1)
of this Article shall contain information on:

a) a roster of experts that shall include
the names, contact addresses and
relevant information on experts in
Ethiopia in modified organisms;

b) a list of modified organisms that have
been approved and rejected for import
and export;

c) applications lodged pursuant to the
provisions of this Proclamation;

d) relevant proclamations, directives,
guidelines and codes of practice;

e) any national emergency response plan
to manage any accidental release;

f) information required by the Authority
for giving an advance informed
agreement;

g) any relevant bilateral, regional and
multilateral agreements and
arrangements;

h) the Authority’s final decisions on the
importation and on the deliberate
release of modified organisms;
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P/ LUT APE A“1NL.09° POLLNLAN
AT e 6 avl B Py

0L Nhié-P LUl Lol PovlE
AC% T o0t T "ISTFe9e
NP4 S 01L& T Ani0 he T ooy
ANV @

My hAPE (AW P&Z  IF  aoowlof
N°nm.C 27221 C1Todi T avls oL
Nehé- P CRUT T T avl8 17 C%l:
AT5 LM P-HhahA Yo

IE. N9°0m.C P71 avlR

&/

€/

AL TS harANT 19°0m.C A7%.0H--
AT PILLAIT @7 avlB P ANAs7A-
a’. PP av) - Ao

ALV LTS AAA PPRIET
ANdAL  Neorr  N°0mC  emlP
AN  Ade AA~ANE  Pavill}

alB ALE AAPANE LIARATA:
AANWES (Y- LO"1"IA o pLd®
TaophnF o7 LACHA::

PHY AIPR 700N WIPAR /B AT €/
I T LTSI NAANWE P9.4(-
-+ P22htad avlBPT 9VLLI°
09°0m.C K750 hLé.dL9°:-

U/ PA@P VP 97l avI\HRT Ch-
aAWE A9°G ALeAT PRTIPN-
FPho- 34715 )%

A/ AP HhPoF Aavhd-FA PULLeN-
TA HLS APL A7%09° PhLD
aoPPT) ¢ YYPL

b/ ALCA PULTA AR 9°177T (1FHA-
L9° N0 710N oL9° Kha0.7
9 on A 05 :

AANWE APCOT PYNla-F7 TQavphF
hadzn Ny Kbz 000 WP i/
nnénser NotePC fovdBmy 9°0Om.-
&Pt MA»2ANE avlP AdN T

)

other information that is required to
implement this Proclamation.

3/ The public shall have access to any record
or document filed in the National

Biosafety Clearing-House.

4/ Any information determined as confidential
pursuant to Article 13 of this Proclamation
shall not be placed on the National
Biosafety Clearing-House.

13. Confidential Information

1/ Every applicant shall have a right to notify
the Authority specifying the information to
be treated as confidential.

2/ Following a written request by the applicant for
keeping information confidential, the Authority
shall determine the information which is
essential for biosafety and for other reasons not
to be confidential and inform the same to the
applicant. The applicant may then agree with
the Authority or withdraw his application.

3/ Notwithstanding the provisions of sub-
article (1) and (2) of this Article, in no case
may the following information supplied by

an applicant be kept confidential:

a) description of the modified organism,
name and address of the applicant,
purpose and location of the

transaction;

b) methods and plans for monitoring the
modified organism and for emergency

response;

c) the evaluation of possible effects, in
particular  any  pathogenic  or

ecologically disruptive risks.

4/ If the applicant withdraws the application, the
Authority shall respect the confidentiality of the
information except for that part referred to in

sub-article (3) of this Article.
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U9 NTCHFhAS NNhéP PRVTH-
hlol Pavlds ~CYT onP P71 -
®F avlBT POA-C DT ANANNTS
PPNALCALT AL 17  N7IM7S
h?2.evah-"To- Pav 394 Khat IC
Nlavavhnc NPLNm- “JavpnF AL @-A%
avmt ATz

oAz hoeamdl: (41 Qa~ANr
ANd.A avnie PHPwmF e T1é avlE
AANWE RAI5.8PCN AmLP LTAA:
PhmPPm} avl¥  eAbLN TFE o9

hav AT Tavp\hF oy AZL04NH
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18, @-A4% AaNT 14. Decision making

The Authority shall make its decision on
the application by taking into account the
information presented by the applicant, the
information found in the Protocol and the
National  Biosafety  Clearing-Houses,
expert opinion and  stakeholders’
comments, and in consultation with the
concerned public agencies.

The Authority may, prior to taking a
decision, request for further information as
it may deem necessary. Any applicant who
fails to supply the required further
information shall be deemed to have
withdrawn the application.

The Authority shall, within 15 days after it
has received the opinion of experts as well
as stakeholders’ comments, evaluate the
risk assessment report and:

a) approve the report without conditions
and give its advance informed
agreement if it is convinced that the
transaction will not pose any
significant risk;

b) approve the report and issue an
advance informed agreement with
conditions that must be fulfilled in
order to eliminate or reduce to
insignificant level risks if it is
convinced that such risks can be
effectively contained;

c) require the applicant to provide more
information to enable better informed
decision making; or

d) reject the report and deny an advance
informed agreement.

The Authority shall lodge a copy of the
decision given in accordance with sub-
article (1) of this Article in the National
Biosafety Clearing-House within one week
of issuing it.
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15. Review of Decision

1/

2/

3/

4/

Any advance informed agreement given
may be revoked or subjected to additional
conditions if the authority obtains new
information that shows, or a review of

existing information indicates, any
significant risk from the modified
organism.

Where information becomes available to
the applicant after receiving the advance
informed agreement on possible significant
risk, the applicant shall immediately notify
the Authority.

If any condition contained in an advance
informed agreement is not strictly
complied with, the Authority may take any
action that it may consider appropriate for
the immediate cessation of the transaction,
including the destruction of the modified
organism.

Any application to reconsider a refusal of

an advance informed agreement for any
transaction shall be treated as a new
application if it is accompanied by new
scientific information. Otherwise a refusal
shall be final.

16. Duration of Validity of an Advance Informed
Agreement

1/

2/

3/

An advance informed agreement shall expire if
the transaction has not been performed within
the time frame set out for it during its approval.

Any applicant who wishes to challenge the
appropriateness of expiry of an advance
informed agreement pursuant to sub-article
(1) of this Article may submit a written
application to that effect to the authority
within fifteen days from the date of expiry.

Within 30 working days from the receipt of
an application pursuant to sub-article (2) of
this Article, the Authority shall decide
whether to extend the validity of the
advance informed agreement or to order
the revision or the redoing of the risk
assessment.
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17.

Duties of Authorized Persons

1/

2/

3/

4/

Every authorized person shall, within the time
specified in the approved risk assessment
report, submit to the Authority a written report
on the transaction that he has been carrying out.

No authorized person shall transfer any
modified organism that has not been put on
the market to any other person without
obtaining a new advance informed
agreement from the Authority.

Any authorized person shall, in accordance with
regulations and directives to be issued pursuant
to this Proclamation, develop and implement his
own risk management strategy to protect human
and animal health and the environment from
any risk.

Every authorized person shall immediately

inform the Authority whenever any
modified organism is lost or stolen from
him.

18. Duties of Competent Licensing Agencies

2/

Every competent licensing agency is prohibited
from giving a license for any transaction uless
the applicant has submitted to it an advance
informed agreement.

Every competent licensing agency shall suspend
or cancel any license it has given following the
decision of the Authority to suspend or cancel
the advance informed agreement that it has
granted.

19. Powers and Duties of Inspectors

1/

Any inspector may, for the purpose of
ensuring compliance with provisions of
this Proclamation and regulations and
directives to be 1ssued pursuant to this
Proclamation:

a)

enter any place or facility in which a
transaction is taking place;

b) inspect and order the taking of any
corrective measures on the transaction

being carried out;
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2/

c) request and obtain information from
any person carrying out or in charge of
the transaction;

d) examine and obtain a copy of any
record or document related to a
transaction; and

e) take free of charge samples of any
material or substance as required and
carry out or cause to be carried out
tests he considers appropriate.

Every inspector shall exercise in due
diligence and impartiality in the discharge
of his powers and duties pursuant to this
Proclamation and shall show his identity
card whenever requested.

20. Inspections at Points of Entry and Exit

1/

2/

3/

4/

5/

Any person in possession of any modified
organism shall, on arrival or departure,
declare such possession to the customs
officer on duty at the point of entry or exit.

Where a customs officer suspects that any
person is in possession of a modified
organism or any load contains any
modified organism, without a written
advance informed agreement, he shall
impound it and notify the Authority.

The customs officer shall store the
suspected modified organism referred to
under sub-article (2) of this Article in such
a manner that risks to biodiversity, the
environment or human health are
minimized.

The Authority shall, by examining
samples, verify whether the impounded
material referred to under sub-article (2) of
this Article contains any modified
organism or not.

If any organism surrendered to a customs
officer is determined by the Authority not
to be modified, the impounded amount
after reducing the amount used up during
analysis shall be returned to the person
who had surrendered it.
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21‘

6/

7/

8/

9/

If the material impounded and stored
pursuant to sub-article (2) of this Article is
proved to contain any modified organism
and if it is not taken out of Ethiopia within
30 days, the Authority shall destroy it by
incineration or by any other method it
deems appropriate.

Where any imported modified organism
remains unclaimed at the port of entry for
more than two weeks, the Authority,
together with a customs officer or other
appropriate government officer, may take
any action necessary to send back the
modified organism to the country if came
from or to dispose of it in an
environmentally sound manner.

Neither the Authority nor the customs official
shall be held liable for any deterioration in
storage in the condition of the contents of the
material impounded and stored under sub-
article (3) of this Article unless manifest failure
to take reasonable measure is proved.

All costs of any disposal, safe-keeping or
re-export of any load of modified organism
that has been impounded under sub-article
(2) of this Article shall be borne by the
person who had surrendered it.

Penalties

1/

Unless the act entails higher penalty under
the provisions of the Criminal Code:

a) any person who engages in any transaction
with the intention of causing harm to
human health, biological diversity, the
environment or property shall be
punishable with rigorous imprisonment
from 10 to 15 years.

b) any person who violates any provision of
this Proclamation or regulations or
directives issued pursuant to this
Proclamation shall be punishable with a
fine from Birr 4,000 to Birr 7,000 or with
imprisonment from one to three years or
both.

2/ Where the offense is committed by a juridical

person the penalty shall be determined in
accordance with the provisions of Article 90 of
the Criminal Code of the Federal Democratic
Republic of Ethiopia.
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3/ In the case of an offense committed by a
juridical person, in addition to the penalty
imposed to the entity, the officer of the
entity who has failed to exercise all due
diligence shall be punishable in accordance

with sub-article (1) (b) of this Article.
22. Power to Issue Regulation and Directive

1ssue
the

1/ The Council of Ministers may
regulations necessary for
implementation of this Proclamation.

2/ The Authority may issue directives neces-
sary for the implementation of this
Proclamation and regulations issued
pursuant to sub-article (1) of this Article.

23. Effective Date

This Proclamation shall enter into force up on
the date of publication in the Federal Negarit
Gazeta.

Done at Addis Ababa, this 9" day of September, 2009

GIRMA WOLDEGIORGIS

PRESIDENT OF THE FEDERAL
DEMOCRATIC REPUBLIC OF ETHIOPIA
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PROCLAMATION No. 896/2015

APROCIAMATION TO AMEND THE BIOSAFETY
EROCLAMATION

WHEREAS, it has become necessary to
amend the Biosafety Proclamation No. 655/2009;

NOW, THEREFORE, in accordance with
Article 55(1) of the Constitution of the Federal
Democratic Republic of Ethiopia, it is hereby

proclaimed as follows:

1. Short Title
This Proclamation may be cited as the "Biosafety’
(Amendment) Proclamation No.896 /2015",

2. Amendment
The Biosafety Proclamation No. 655/2009 is hereby

amended as follows:

I/ Sub-articles (1), (4), (6), (9), (12), (17) and
(18) of Article 2 are deleted and replaced by
the following new sub-articles (1), (4), (6),
(9), (12), (17) and (18):

"1/ ‘modified organism’ means any biological

entity which has been artificially

synthesized, or in which the genetic
material or the expression of any of its

traits has been changed by the

126°F oM 2o TE
Negarit G. P.O.Box 80001




%

E.LER

LBlA 106 onm qre R YA R +3 BiZ 4

7

Federal Negarit Gazette No. 66, 14™ Auﬁust , 2015 ...... _pag

8309

100

o/

&/

i/

anthtt0r fiZoodeT Lt ol
Pavéa hatt etaomit vfor
10-1

‘HY A2+ “1AT Mo oLy
NAZ0AT mS off (Qxhan Ae
PoLhtA PAT PR TR
AvhAhA A£ACS NFTE 1162 haa
FPla-S 17LL0E4 NoMe- 041 1Lo-
aagog ¢ (IHéPLo OA%T AANAM
g tohio- AoT VEf0F ATLOT
AT%015 oLy TIUCTHIS
°CI°CT 9°C Rah aeph 9°C9°C
a4 L2400 PADT P FAAANT

‘W70 Povian, AP TIAT
AH? AmFPP9 ALPT OARIC 0T
of AN A@APE OATLE AoT

Afo AL  ATPONPON  ARTLLLT
heLe0té P47 PAZY XA
ro-1

‘MY AT OACT (ovhAT AG
N9 10 284 A2 o oL9°

" OATNAT @mST O0NNA  mLOTT

axhan, oL 07N 2S
ANTILEP U AL hAo P hEPT
+605 Oavavyund 10HA hLoT
TIPS A€ Pl 0TaL
0NHh hLoT AGLTT (AIC OPA
oot »C9TS Nxhan.ee
POLAOT AL ARCH POLTFA +5T
101

‘LLAECT @9 ULLAFC I
AIRP LI +hta PANNG PRT “LL0EC
OLP “LLTC 101

introduction of any foreign gene whether
taken from another organism, from a

fossil organism or artificially synthesized,;

4/ contained use’ means any operation up to

field trial in which modified organisms
are produced ,destroyed or used in some
other way including for teaching and
research isolated by physical and
chemical barriers in space not exceeding
the requirement stated in the appropriate
directive issued by the Ministry with a
view to effectively preventing their
contact with, and their unintended impact
on ,human, animal and the external

environment;

6/ ‘advance informed agreement’ means a

written consent granted by the Ministry
for the undertaking of any transaction of
modified organism destined to release
into the environment in the country other

than for contained use;

9/ ‘risk* means short, medium or long-term

danger that may befall on human or
animal health, biological diversity, the
environment or socio-economic
conditions arising from the impact of
modified organism on the conservation
and sustainable use of  biological
diversity, especially with regard to the
value of biological diversity, indigenous
local

knowledge systems and

communities;

12/ ‘Ministry’ or ‘Minister’ means the Ministry

or Minister of Environment and Forest

srespectively;
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17/ ‘applicant’ means any person who
submits an application to the Ministry
seeking an advance informed agreement
or a special permit to engage in a
transaction;

18/ ‘authorized’ person’ means a person who
has been given an advance informed
agreement or a special permit by the
Ministry to engage in a transaction;”

"2/ sub-articles (19), (20), (21) and (22) are added
after sub-article (18) of Article 2 of the
Proclamation and the existing sub-articles (19)
and (20) are re-numbered as sub-articles (23)
and (24):

“19/ 'modern  biotechnology’ means the
application of:
a) In vitro nucleic acid techniques,

including recombinant deoxyri-

bonuclic acid and direct injection of

nucleic acid into cells or organelles;

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;

20/ ‘special permit’ means a written permit granted
by the Ministry for importation of a modified

organism for contained use in research or

. teaching but not for release into the

environment in  accordance  with  this

Proclamation;
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21/ ‘foreign exporter’ means any person under
the jurisdiction of another country who

exports a modified organism;”

3/ the designation “Authority” appearing anywhere
in the Proclamation is deleted and replaced by
“Ministry”;

4/ Article 4 of the Proclamation is deleted and

replaced by the following new Article 4:

“4, Objective of the Proclamation
The objective of the Proclamation shall be

fo:

health,

biological diversity and in general, the

I/protect human and animal
environment, local communities and the
country at large by preventing or at least
managing down the adverse effects of
modified

insignificance; and

organisms to levels of

2/enhance access to and transfer of

technologies, including modern
biotechnology, that serve for conservation
and sustainable use of biological

diversity.”

5/ Article § of the Proclamation is deleted and

replaced by the following new Article 5:

“S. Advance Informed Agreement

1/ Without prejudice to the provision of
Article 3 of the Proclamation no person
may engage in any transaction destined for
release of modified organism to the
environment without obtaining an advance

informed agreement from the Ministry.



ELETR

LA 126 oM ke BE WA E ¢ BT 9

Federal Negarit Gazette No 66, 14" August, 2015 ......pa

B3N

g/ Ao-T hfo} oL KhAN PoRAPP

F/ om0 eoehon, A9+ ATITT T

%/ PRPE RTPR % AQh A7PR F A28 PR
thtate hhTPR 7 Aah ATeR RS
virar
TonI° A
"LARLIE
3/ MTo (o AR L2 ALAMar

&/

£/

ATPAPAT  ATTHEL POLAAT
D9 Ao MY APEST OAPE
Nom  L30F  AS
avav 4, ¢ P avw /- PNOE
MaAhF ALLOES TTPLA AANT:

aow/{h

TITo9°  RevANT (Y APE
a0t LT A
avav s ¢ Pe+av ANk aPNL.CAT
QAT AAONT"

Nom+

PoLlhtae: AN ATPR B

PHY AP PP W1PaFP0 A LhYLL
ALTAPx

PHT? AnPP9® APPSO A LHYLE:
POLLAT N0 Qo AR 4.8
ATS0mar LUT APE  A%IN4LAY°
NM"%om:  L30F KG avavg ey
awlt ATLLOES. “leoAhF
TQPLA RAN T

AR 4.2 PHAma: TiFao-9° Ao
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2/

3/

Any person who intends to engage in any
transaction destined for release of modified
organism to the environment shall submit
to the Ministry an application prepared in

accordance with this Proclamation and the

regulations  and  directives  issued
hereunder.
Any applicant intending to obtain an

advance informed agreement shall comply
with the requirements set in the regulations

and directives issued hereunder.”

6/Articles 6 to 20 of the Proclamation are

renumbered as Articles 7 to 21, respectively, and

the following new Article 6 is added:

“6. Special Permit

1/

2/

3/

4/

No person may engage in any contained
use transaction without obtaining a special

permit,

Any person who intends to obtain a special
permit for contained use transaction shall
submit an application to the Ministry in
accordance with the

regulations and

directives issued hereunder,

A person granted a special permit may not
release a modified organism into the
environment.

Any person who is conducting research in
a contained use shall take all necessary
measures to completely avoid the risks that

may arise from the transaction.”
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7/ Article 9 of the Proclamation (as renumbered
pursuant to sub-article (6) of this Article) is
deleted and replaced by the following new
Article 9:

“9, Importation of Modified Organisms
1/ Importation of any modified organism
without obtaining an advance informed
agreement or a special permit is

prohibited.

2/ An application for contained use is not

subject to an advance informed

agreement but to a special permit.

3/ A person who applies to the Ministry for
an advance informed agreement shall
have a recognition as the law of the
exporting country authorizes the exporter
to take such responsibility.

4/ An application for a special permit for
the importation of a modified organism
shall be accompanied by a statement
signed by the foreign exporter indicating

the identity of the modified organism.”

8/ sub-article (4) of Article 15 of the Proclamation
(as renumbered pursuant to sub-article (6) of this
Article) is renumbered as sub-article (5) and the

following new sub-article (4) is added:

“4/ The Ministry shall issue special permit to an

applicant if:

a) there are facilities and institutional
systems required to conduct the
specified research as per the regulations
and directives issued pursuant to this

Proclamation;
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b) the transaction is not destined for

release to the environment;

c) the applicant has the

qualification to conduct the research; and

d) if standard operating procedures that

prevent or minimize risks to

insignificant level are in place.”

9/ Atrticle 17 of the Proclamation (as renumbered
pursuant to sub-article (6) of this Article) is

deleted and replaced by the following new

Article 17;

“17.Validity Period of Advance Informed
Agreement and Special Permit

required

8/ AT hPa ATUL ¢ & KM,
AT%APE PHAm i Pavin,
A9°9°7+ ARNC %ot P0G LS AR

&€/ AN AaPPI PHAm AR LPL
AAI°OT a0t P05 LIPS A

£/ OFenF  ATMNEANE POm
i Poohun, At AYOT
oC P05 LUPTA:

0/ AL e w& KK ATLAPP
Pd. b L h2mn gavyqn,
ArYr 0L AN? AP PI
PHAm AR 4L ALHTI A&
G0 \Pla NPl LI AR
LP8 0t P7LELO0T L
AVRGNPAT L.F L PHOAmer Ao
ALOPANT LTAN

Z/0FGNT ATINHAAE PAm

ChPIN Povhan, AFCPYT A LTI
AT oC OAPLo- ATFri: 03
POLLLOT UL ATLENTAT 4%
rAma- Ao A.PART L TAA:

1/ An advance informed agreement for

2/

3/

4/

5/

modified

organism shall be valid for ten years.

commercial release  of

A special permit for contained use shall

be valid for five years.

An advance informed agreement for
transit of modified organism shall be

valid for three months.

The authorized person may request for
extension of the validity period of
advance informed agreement for a
commercial release or a special permit
for contained use of modified organism
one year before the expiry date of the

validity period.

The authorized person may request for
extension of the validity period of
advance informed agreement for transit
of modified organism one month before

the expiry date of the validity period.
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6/ The Ministry may, upon the receipt of an
application pursuant to sub-article (4) of
this Article, decide whether to extend the
validity period of an advance informed
agreement or to order the revision or the

doing of the risk assessment.”

10/ sub-articles (3) and (4) of Article 21 of the
Proclamation (as renumbered pursuant to sub-
article (6) of this Article) are deleted and
replaced by the following new sub-articles (3)
and (4):
“3/ The shall

modified organism impounded pursuant to

custom’s officer store the

sub-article (2) of this Article in an

appropriate storage facility in such a manner

that potential risks to biodiversity, the
environment and human health are
minimized.

4/ The Ministry shall, by examining the
samples within five working days, verify
whether the material impounded pursuant to
sub-article (2) of this Article contains any

modified organism or not.”

11/ the following new Article 22 and Article 23
are added after Article 21 of the Proclamation
(as renumbered pursuant to sub-article (6) of
this Article) and the existing Articles 21, 22
and 23 are re-numbered as Articles 24, 25 and

26 respectively:

"22. National BioSafety Advisory Committee

A National Biosafety Advisory Committee,
shall be
established by regulation to be issued by the

accountable to the Minister

Council of Ministers.
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23.Grievance Handling

1/

2/

3/

Any person aggrieved by the rejection of
an application submitted in accordance
with this Proclamation for the issuance
or extension of the validity period of an
advance informed agreement or special
permit, or the suspension or revocation
of the agreement or the special permit
may, within 45 days from the date of
such decision, lodge his complaint with
the Grievance

Hearing Committee
established by the Ministry.

Any person who cannot submit his
complaint in accordance with sub-article
(1) of this Article due to force majeure
may submit his application within 10

days after the end of the force majeure.

The

members and their composition shall be

grievance handling committee

determined by the regulations and

directives issued pursuant to this

Proclamation.

4/ The grievance handling committee shall

up on examining the compliant

submitted to it pursuant to sub-article
(1) of this Article provide its findings
and recommendation to the Minister

within five working days.

5/ An applicant aggrieved by the decision of

the Minister given under sub-article (4)
of this Article may, with respect to error
of interpretation of law, appeal to the
Federal High Court within 60 days from

the date of the decision.”’
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LY APE N&L4LA 1241 I0M  F P This Proclamation shall enter into force on the
hoMNF ¢77 ZI°C 205 LUSTA: date of publication in the Federal Negarit Gazette.
A0 XA00 1hi & 7 803 9.9° Done at Addis Ababa, this 14" day of August, 2015,
MULATU TESHOME (DR.)
&/C oo Hiav PRESIDENT OF THE FEDERAL DEMOCRATIC
PATOR L RCAR 2TNENLR ¢TANAR REPUBLIC OF ETHIOPIA
TOHADT
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Council of Ministers Regulation No. 411/2017

COUNCIL OF MINISTERS REGULATION TO PROVIDE
FORTHE ESTABLISHMENT OF NATIONAL BIO-SAFETY
ADVISORY COMMITTEE

This Regulation is issued by the Council of Ministers pursuant
to Article 5 of the Definition of Powers and Duties of the Executive
Organs of the Federal Democratic Republic of Ethiopia
Proclamation No. 916/2015 and Article 22 of the Bio-safety
Proclamation No. 655/2009 (as amended by Proclamation No.

896/2015).

PART ONE
GENERAL
1.Short Title
This Regulation shall be cited as the “National Bio-safety

Advisory Committee Establishment Council of Ministers
Regulation No. 411/2017.

16T o 2o, RS
Negarit G. P.O.Box 80001
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% 1can 2. Definition
Y £750 a0z In this Regulation:

B/"UUAEC" AT ""LLNTC" TN ATRPRI® 1/“Ministry” and “Minister” means the Ministry and Minister of
htATFar PRYON, PRTS PAPC LT AP Environment, Forest and Climate Change, respectively;
TLLOVEC AT TL00TC a1

E APE" TNL CRUIIE MOV hPE P 2/*Proclamation” means the Bio-safety Proclamation No.

EP9E/8ib (MhPE EPC A 655/2009 (as amended by Proclamation No. 896/2015);
ATRANNA) YT
E/naie: 2o er1a0m £ AT 3/any expression in the masculine gender includes the feminine.
LA
hea pat PART TWO
CAhLL VTP U LT KNG D NATIONAL BIOSAFETY ADVISORY COMMITTEE
E. avgege 3. Establishment

B/¢Aldu® 2UYE VLT ATMG b9 (hiLw 1/ The National Bio-safety Advisory Committee (in this Regulation

to be referred as the “Committee™) is hereby established.
024 QY £730 o0 “ho%-L" AP1a P%mé-)

Y L7740 AR R Az
2/ The committee shall be accountable to the Minister.

4. Objective

The objective of the Committee shall be to advise the Government

&/eh k- Fadil ACLLNT 4 LS AR

9. 319
Phol-ba 947 QU VLOTF  N°LovAhd

aIINTT YO Y on issues related to bio-safety.

& eh99to- +90CT 34457 5. Powers and Duties of the Committee
W ba-:- The Committee shall, upon request by the Minister, or by the
. request of other ministries through the Minister have the powers
&/0Aaa-m VePF AIPOPNT _
and duties to advise the Government on:
/007 VT 1EET P Lome 7 ANPTS
W l/transactions of genetically modified organisms;
E/0hom  veP3  AFPOPA  (Favpht

2/the issues of national policies and laws of bio-safety;
ATTONLAN TR0 APEmC  PULeTN

@M UELPT aaet W 3/identifying effective methods to create public awareness
/0715 Fa-9° CRUT I VLT 50T AL
W2uots 092Pcn PeE 0L hanT
TLLOEC Aol 0T 090014 heA
N9LPCA PPE oWl a3 NTF Poagne 4/ on any other matters related to bio-safety

regarding transactions of genetically modified organisms;

TCT DALY LTS

110
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6. Members of the Committee

1/The Committee members, including the Chairperson and Deputy
Chairperson, shall be nomination by the Minister and be assigned
by the Government; and their numbers shall be determined as
appropriate
2/The Committee shall be comprised of members with relevant
qualification, experience and organizational representations
from government bodies, higher education institutions, civil

societies and non-governmental institutions.

3/Without prejudice to sub-article (2) of this Article the
Committee shall be drawn from different institutions comprise

the following professional:
a)Biotechnology;
b)Genetic Engineering;
¢)Biodiversity;
d)Natural Science;
e)Environmental Science;
f)Medical or Health science;
g)Nutrition Science;
h)Animal Science;
i)Social Science and
J)other disciplines as appropriate.
7. Powers and Duties of the Chairperson
The Chairperson of the Committee shall have the following powers

and duties:

1/preside and lead the activities of the committee;
2/cause the execution of powers and duties defined in Article 5
of this Regulation;

3/call regular and extraordinary meetings.
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Z. nahi-te- 0000 8. Meetings of the Committee
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1/The Committee shall hold its regular meeting at least four times
a year.

2/Without prejudice to sub-article (1) of this Article the committee
may have extraordinary meeting any time upon the call of the
Chairperson.

3/There shall be a quorum where more than two third of the
members of the Committee are present at a meeting.

4/The Committee shall present its recommendation in consensus
provided, however, if consensus is not reached, the majority
recommendation together with the dissenting opinion shall be

sent to the Minister.

9. Terms Committee members
1/The term of office of the Committee members shall be
three years.
2/Notwithstanding sub-article (1) of this Article, the Minister
may, in consultation with appropriate body, assign a member

of committee for one additional term.

10. Confidentiality

1/The Committee members shall keep any information that has

been decided not to be disclosed.

2/Any Committee member who violates sub-article (1) of this

provision shall be liable according to relevant laws.

PART THREE
NATIONAL BIOSAFETY ADVISORY
COMMITTEE SECRETARTIAT

11 .Secretariat

The Secretariat of the National Bio-safety Advisorv Committee

shall be organized under the Ministry.

12 .Powers and Duties of the Secretariat
The Secretariat shall:

1/organize and submit any bio-safety requests made to the
committee;
2/submit the recommendation of the Committee to the
Minister;
3/prepare and submit performance report of the
the Minister.

Committee to



1y ERIE

bRt 124 ol der: WL avhidy® B 4% AT 9.9 Federal Negarit Gazette No. 83 19" September, 2017....page =

o/ehkey °hé VA AT AXTT TR
ORI ALL-BF L eNA
heh het
AR AR £ P
IE, avavg g WAt
LUF L ATINGAY® TLLNES  avavl e
ALOMN LTAMs

18, 230+ £70050F Uk

LU L0 NéoLdet 1.246T 200 1 honilT
7 E9°C 20T PUSTA:

A%.0 AN eophloe G477 €01 9.9°

DLATILLT” RANT
PAAPR L 4llAP ATPhENLPE STNAN
mPAL “LiL0C

4/compile and maintain recommendations and other documents
of the Committee.

PART FOUR

MISCELLANEOUS PROVISIONS
13.Power to Issue Directive
The Minister may issue directives necessary for the

implementation of this Regulation.

14.Effective Date
This Regulation shall come into force on the date of publication

in the Federal Negarit Gazette.

Done at Addis Ababa this 19™ day of September , 2017

HAILEMARIAM DESSALEGN

PRIME MINISTER OF THE FEDERAL DEMOCRATIC
REPUBLIC OF ETHIOPIA
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PROCLAMATION NO. 362/2003
A PROCLAMATION TO RATIFY THE CARTAGENA
PROTOCOL ON BIOSAFETY TO THE CONVENTION
ON BIOLOGICAL DIVERSITY

WHEREAS, the Cartagena an Protocol on Biosafety to
the Convention on Biological Diversity was adopted on the
29" January, 2000;

WHEREAS, the House of Peoples’ Representatives of
the Federal Democratic Republic of Ethiopia ratifed the
Cartagena Protocol on Biosafety to the Conventicn on
Biological Diversity at its session held on 31* July, 2003

NOW, THEREFORE, in accordance with Article 55 (1)
and (12) of the Constitution of the Federal Democratic
Republic of Ethiopia, it is hereby proclaimed as follows:

1.  Short Title
This Proclamation may be cited as the *‘Cartagena

Porotocol on Biosafety Ratification Proclamation
No. 362/2003"".

2. Ratification of the Protocol

The Cartagena Protocol on Biosafety to the Convention
on Biological Diversity, adopted on the 29" day of
Junuary, 2000 is hereby ratified.

9247 S 7k LA
Negarit G.P.O.Box 80,001
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Environmental Protection
Authority

The Environmental Protection Authority is hereby
authorized to take, in cooperation with the appropriate
Federal, Regional and city government organs, actions
necessary to implement the Protocol.

Effective Date

This Proclamation shall enter into force as of the 31* day
of July, 2003.
Done at Addis Ababa this 31* day of July, 2003.

GIRMA WOLDEGIORGIS
PRESIDENT OF THE FEDERAL
DEMOCRATIC REPUBLIC OF ETHIOPIA
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Introduction

The Convention on Biological Diversity was finalized in Nairobi in May 1992
and opened for signature at the United Nations Conference on Environment and
Development (UNCED) in Rio de Janeiro on 5 Junel992. It entered into force

on 29 December 1993. Today, the Convention is the main international instrument
for addressing biodiversity issues. It provides a comprehensive 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 human health and the environment from the possible adverse
effects of the products of modern biotechnology. At the same time, modern
biotechnology is recognized as having a great potential for the promotion of
human well-being, particularly in meeting critical needs for food, agriculture and
health care. The Convention clearly recognizes these twin aspects of modern
biotechnology. On 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 example, in Article 16, paragragh 1,
and Article 19, paragraphs 1 and 2). On the other hand, Articles 8(g) and 19,
paragraph 3, seek to ensure the development 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 human health. Article 8(g) deals with measures that Parties should take at
national level, while Article 19, paragraph 3, sets the stage for the development of
an international legally binding instrument to address the issue of biosafety.

At its second meeting, held in November 1995, the Conference of the Parties to the
Convention established an Open-ended Ad Hoc Working Group on Biosafety to
develop a draft protocol on biosafety, focusing specifically 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. After several years of negotiations, the Protocol, known as the Cartagena
Protocol on Biosafety to the Convention on Biological Diversity, was finalized and
adopted in Montreal on 29 January 2000 at an extraordinary meeting of the
Conference of the Parties.

The conclusion of the Biosafety Protocol has been hailed as a significant step
forward in that it provides an international regulatory framework to reconcile the
respective needs of trade and environmental protection with respect to a rapidly
growing global industry, the biotechnology industry. The Protocol thus creates
an enabling environment for the environmentally sound application of
biotechnology, making it possible to derive maximum benefit from the potential
that biotechnology has to offer, while minimizing the possible risks to the
environment and to human health.
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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 1I/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:
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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 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.
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Article
3
USE OF TERMS

For the purposes of this Protocol:

(a) “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;

(c) “Export” means intentional transboundary movement from one Party to
another Party;

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

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

() “Importer” means any legal or natural person, under the jurisdiction of
the Party of import, who arranges for a living modified organism to
be imported;

(g) “Living modified organism” means any living organism that possesses

a novel combination of genetic material obtained through the use of
modern biotechnology;

(h) “Living organism” means any biological entity capable of transferring
or replicating genetic material, including sterile organisms, viruses
and viroids;

(i) “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;

(J) “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
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this Protocol and which has been duly authorized, in accordance with
its internal procedures, to sign, ratify, accept, approve or accede to it;

(k) “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.

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 in 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

)
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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 first 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
&
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 I.

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:

(a) 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 I; in calculating the time within

[
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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

(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 fifteen 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 II. 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.
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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
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 III; 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.
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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 into 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) 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.

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:

(a) Cases in 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.

10
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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 .

Article
14
BILATERAL, REGIONAL AND MULTILATERAL
AGREEMENTS AND ARRANGENMENTS

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 III and taking into
account recognized risk assessment techniques. Such risk assessments shall be
based, at a minimum, on information provided in accordance with Article 8 and
other available scientific evidence in order to identify and 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.
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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.
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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 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:

(a) 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;

(d) 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.

13
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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, 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

(c) 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.
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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.

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.
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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;

(c) 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;

(d) 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.

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
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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. If 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:

(a) The name and address of the notifier;
(b) A general description of the living modified organism or organisms;

(c) 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

(d) 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 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
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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:

(a) 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.
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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.

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, in 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.
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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.

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, in 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,
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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;

(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

27



142

Cartagena Protocol on Biosafety

(f) 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.
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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.

Article
34
COMPLIANCE

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 its 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.
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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.

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.
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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.

Annex I

INFORMATION REQUIRED IN NOTIFICATIONS
UNDER ARTICLES 8, 10 AND 13

(a) Name, address and contact details of the exporter.
(b) Name, address and contact details of the importer.

(c) 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.

(f) 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.

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

(h) 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
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obtained through the use of modern biotechnology.
(J) Quantity or volume of the living modified organism to be transferred.

(k) A previous and existing risk assessment report consistent with
Annex III.

(I) 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.

(n) 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.

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

(a) 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.

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

(g) 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.

(h) Taxonomic status, common name, point of collection or acquisition,
and characteristics of the donor organism or organisms related to biosafety.
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(i) Approved uses of the living modified organism.
(j) A risk assessment report consistent with Annex III.

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

Annex 111
RISK ASSESSMENT

Objective

1. The objective of risk assessment, under this Protocol, is 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.
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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;

(¢) An evaluation of the consequences should these adverse effects be
realized;

(d) 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

(f) Where there is uncertainty regarding the level of risk, it may be
addressed by requesting further information on the specific issues of concern or
by 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;
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Cartagena Protocol on Biosafety

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

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

(e) Living modified organism. Identity 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;

(f) 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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CONVENTION ON BIOCLOGICAL DIVERSITY
Preamble
The Contracting Parties,

Conscious of the i1ntrinsic value of biological diversity and of the
ecological, genetic, social. economic, scientific. educational. culturai.
recreational and aesthetic values of biological diversity and its
components,

Conscious also of the importance of Dblological diversity for
evolution and for maintaining life sustaining systems of the biosphere,

Affirming that the conservation of biological diversity 1s a common
concern of humankind,

Reaffirming that States have sovereign rights over their own
piological resocurces,

Rearfirming also that States are responsible for conserving their
biological diversity and for using their biological resources in a
sustainablie manner.

Concerned that biological diversity is being significantly reduced
by certain human activities.

Aware of the deneral lack of information and knowledge regarding
bioclogical diversity and of the urgent need to develop scientific,
technical and institutional capacities to provide the basic understanding
upon which to plan and impiement appropriate measures,

Noting that it is vital to anticipate. prevent and attack the causes
of significant reduction or loss of biological diversity at source.

Noting also that where there is a threat of significant reduction or
loss of biological diversity, iack of full scientific certainty shouid
not be used as a reason for postponing measures to avoid or minimize such
a threat.

Noting  further that the fundamental requirement for the
conservation of biological diversity 1s the in-situ conservation of

ecosystems and natural habitats and the maintenance and recovery of
viable populations of species in their natural surroundings.

Noting further that ex-situ measures, preferably in the country of
origin, also have an important role to play,

Recognizing the ciose and traditional dependence of many indigenous
and local communities embodying traditional lifestyles on biological
resources, and the desirability of sharing equitably benefits arising



from the use of traditional knowledge, innovations and practices reievant

to the conservation of biological diversity and the sustainabie use or
its components,

Recognizing also the vital role that women play in the conservation
and sustainabie use of bioiogical diversity and affirming the neea for
the full participation of women at all levels of policy-making and
impiementation for biological diversity conservation,

Stressing the importance of. and the need to promote. international.
regionai and global cooperation among States and intergovernmental
organizations and the non—governmental sector for the conservation of
piological diversity and the sustainable use of its components,

Acknowledging that the provision of new and additional financial
resources and appropriate access to relevant technologies can be expected
to make a substantial difference in the world’'s ability to address the
loss of biological diversity,

Acknowledging further that special provision is required to meet
the needs of developing countries, including the provision of new and
additionai financiai resources and appropriate access to reievant
technologies.

Noting in this regard the special conditions of the least deveioped
countries and smail isiand States.

Acknowiedging that substantial investments are required to conserve
biological diversity and that there is the expectation of a broad range
of environmental, economic and social benefits from those investments,

Recognizing that economic and social development and poverty
eradication are the first and overriding priorities of developing
countries,

Aware that conservation and sustainable use of biologicail diversity
is of critical importance for meeting the food. health and other needs of
the growing world population. for which purpose access to and sharing of
both genetic resources and technologies are essential.

Noting that, ultimately, the conservation and sustainable use of
biological diversity will strengthen friendly relations among States and
contribute to peace for humankind,

Desiring to enhance and complement existing international
arrangements for the conservation of biological diversity and sustainabie
use of its components, and

Determined to conserve and sustainably use biological diversity for
the benefit of present and future generations.
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Have agreed as follows:
Article I. Objectives

The objectives of this Convention, to be pursued in accordance with
its relevant provisions. are the conservation of biolodical diversity.
the sustalnable use of its components and the rair and equitable sharing
of the benefits arising out of the utilization of genetic resources,
including by appropriate access to genetic resources and by appropriate
transfer of relevant technologies. taking 1nto account all rights over
those resources and to technologies, and by appropriate funding.

Article 2. Use of Terms
For the purposes of this Convention:

"Biolcegical diversity" means the variability among living organisms from
all sources including, i1nter alia. terrestrial. marine and other aquatic
ecosystems and the ecological complexes of which they are part: this
inciudes diversity within species, between species and of ecosystems.

“Biological resources’ includes genetic resources. organisms or parts
thereof, populations, or any other biotic component of ecosystems with
actual or potential use or value for humanity.

"Biotechnology” means any technological application that uses biological
systems, living organisms, or derivatives thereof, to make or modify
products or processes for specific use.

“Country of origin of genetic resources" means the country which
possesses those genetic resources 1n in—-situ conditions.

“Country providing genetic resources” means the country supplving denetic
resources coliected from in-siiu sources. including populations of both
wild and domesticated species, or taken from ex-situ sources. which may
or may not have originated in that country.

“Domesticated or cultivated species” means species in which the
evolutionary process has been influenced by humans to meet their needs.

"Ecosystem” means a dynamic complex of plant, animal and micro-organism
communities and their non-living environment interacting as a functional
unit.

“"Ex-situ conservation"” means the conservation of components of biological
diversity outside their natural habitats.

"Genetic material" means any material of plant. animal. microbial or
other origin containing functional units of heredity.

“Genet1c resources” means genetic material of actual or potential value.



"Habitat” means the place or tvpe of site where an organism or popuiation
naturally occurs.

"In-situ conditions” means ronditions where gdenetic resources exist
within ecosystems and natural habitats, and. in the case of domesticated
or cultivated species, in the surroundings where they have developea
their distinctive properties.

"In-situ conservation’ means the conservation of ecosystems and naturai
habitats and the maintenance and recovery of viable populations of
speciles in their natural surroundings and. in the case of domesticated or

cuitivated species, in the surroundings where they have developed their
distinctive propertiies.

"Protected area” means a geographically defined area which is designated
or regulated and managed to achieve specific conservation objectives.

"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
Convention and which has been duly authorized. in accordance with 1is
internal procedures. to sign, ratify, accept, approve or accede to it.

"Sustainable use"” means the use of components of biological diversity 1in
a way and at a rate that does not lead to the long-term decline of

biological diversity, therebv maintaining its potential to meet the needs
and aspirations of present and future generations.

"Technoiogy" includes biotechnology.
Articie 3. Principle

States have, in accordance with the Charter of the United Nations
and the principles of international law, the sovereign right to exploit
their own resources pursuant to their own environmental policies. and the
responsibility to ensure that activities within their jurisdiction or
controi do not cause damage to the environment of other States or of
areas beyond the limits of national jurisdiction.

Articie 4. Jurisdictional Scope
Subject to the rights of other States, and except as otherwise
expressly provided in this Convention. the provisions of this Convention
apply, in relation to each Contracting Party:

(a) In the case of components of biological diversity, in areas
within the limits of its national jurisdiction; and
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(b) In the case of processes and activities. regardless of where
their effects occur, carried out under its Jjurisdiction or control,
within the area of its national jurisdiction or beyond the limits of
national jurisdiction.

Article 5. Cooperation

Each Contracting Party shall, as far as possible and as appropriate.
cooperate with other Contracting Parties. directly or. where appropriate.
through competent international organizations, in respect of areas beyond
national jurisdiction and on other matters of mutual interest, for the
conservation and sustainable use of biological diversity.

Article 6. General Measures for Conservation and Sustainable Use

Each Contracting Party shall, in accordance with its particular
conditions and capabilities:

(a) Develop national strategies. plans or programmes for the
conservation and sustalnable use of biological diversity or adapt for
this purpose existing strategies. plans or programmes which shall
reflect, inter alia, the measures set out in this Convention relevant to
the Contracting Party concerned: and

(b) Integrate. as far as possible and as appropriate. the
conservation and sustainable use of biological diversity into relevant
sectoral or cross—-sectoral plans, programmes and policies.

Article 7. Identification and Monitoring

Each Contracting Party shall. as far as possible and as appropriate.
in particular for the purposes of Articles 8 to 10:

(a) Identify components of biological diversity important for its
conservation and sustainable use having regard to the indicative list of
categories set down in Annex I:

(b) Monitor, through sampliing and other techniques, the components
of biological diversity identified pursuant to subparagraph (a) above,
paying particular attention to those requiring urgent conservation

measures and those which offer the greatest potential for sustainable
use;

(c) Identify processes and categories of activities which have or
are likely to have significant adverse impacts on the conservation and
sustainable use of biological diversity, and monitor their effects
through sampling and other techniques; and

(d) Maintain and organize., by any mechanism data. derived from
identification and monitoring activities pursuant to subparagraphs (a),
(b) and (c) above.



Article 8. In-situ Conservation
Each Contracting Party shall, as far as possible and as appropriate:

(a) Establish a sysiem of protected areas or areas where special
measures need to be taken to conserve biological diversity:

(b) Develop, where necessary, guidelines for the selection.
establ ishment and management of protected areas or areas where special
measures need to be taken to conserve biological diversity:

(c) Regulate or manage biological resources important for the
conservation of biological diversity whether within or outside protected
areas. with a view to ensuring their conservation and sustainable use:

(d) Promoie the protection of ecosystems, natural habitats and the
maintenance of viable populations of species in natural surroundings:

(e) Promote environmentally sound and sustainable development in
areas adjacent to protected areas with a view to furthering protection of
these areas;

(f) Rehabilitate and restore degraded ecosvstems and promote the
recovery of threatened species, Inter alia. through the development and
impiementation of plans or other management strategies:

(g) Establish or maintain means to regulate. manage or control the
risks associated with the use and release of living modified organisms
resulting from biotechnology which are likely to have adverse
environmental impacis that could affect the conservation and sustainable

use of bioclogical diversity, taking also into account the risks to human
health;

(h) Prevent the introduction of. control or eradicate those alien
specles which threaten ecosysiems, habitats or species:

(i) Endeavour to provide the conditions needed for compatibility
between present uses and the conservation of biological diversity and the
sustainable use of its components:

(j) Subject to its national legislation. respect. preserve and
maintain knowledge, innovations and practices of indigenous and local
communities embodying traditional lifestyles relevant for the
conservation and sustainable use of biological diversity and promote
their wider application with the approval and involvement of the holders
of such knowledge, innovations and practices and encourage the equitable
sharing of the benefits arising from the utilization of such knowledge.
innovations and practices:
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(k) Develop or maintain necessary legislation and/or other
regulatory provisions for the protection of threatened species and
populations;

(1) Where a significant adverse effect on bioclogical diversity has
been determined pursuant to Articie 7, regulate or manage the relevant
processes and categories of activities: and

(m) Cooperate in providing financial and other support for in-situ

conservation outlined in subparagraphs (a) to (1) above, particularly to
developing countries.

Article 9. Ex-situ Conservation

Each Contracting Party shall. as far as possible and as appropriate,
and predominantly for the purpose of complementing in—situ measures:

(a) Adopt measures for the ex-situ conservation of components of
bioiogicai diversity, preferably in the country of origin of such
components:

(b) Establish and maintain facilities for ex-situ conservation of
and research on plants, animals and micro—organisms, preferably in the
country of origin of genetic resources:

(c) Adopt measures for the recovery and rehabilitation of
threatened species and for their reintroduction into their natural
habitats under appropriate conditions;

(d) Regulate and manage collection of biological resources from
natural habitats for ex-situ conservation purposes so as not to threaten
ecosystems and Iin-situ populations of species, except where special
temporary ex—situ measures are required under subparagraph (c) above: and

(e) Cooperate in providing financial and other support for ex—-situ
conservation outlined in subparagraphs (a) to (d) above and in the

establishment and maintenance of ex—-sifu conservation facilities in
developing countries.

Article 10. Sustainable Use of Components of Biological Diversity
Each Contracting Party shall, as far as possible and as appropriate:

(a) Integrate consideration of the conservation and sustainable use
of biological resources into national decision—-making;

(b) Adopt measures relating to the use of bioclogical resources to
avoid or minimize adverse 1mpacts on biological diversity;



(c) Protect and encourage customarv use of biological resources 1in
accordance with traditional cuitural practices that are compatible with
conservation or sustainable use requirements:

(d) Support Ilocal popuiations to develop and implement remedial
acrtion in degraded areas where biological diversity has been reduced;
and

(e) Encourage cooperation between iis governmental authorities and
its private sector 1in developing methods for sustainable use of
bioiogical resources.

Article 11. Incentive Measures
Each Contracting Party shali. as far as possible and as appropriate.
adopt economically and socially sound measures that act as incentives for
the conservation and sustainable use of components of biological
diversity.

Article 12. Research and Training

The Contracting Parties, taking into account the special needs of
developing countries, shalli:

(a) Establish and maintain programmes for scientific and technical
education and training in measures for the identification, conservation
and sustalnable use of biological diversity and its components and

provide support for such education and training for the specific needs of
developing countries:

(b) Promote and encourage research which contributes to the
conservation and sustainable use of biological diversity, particularly in
developing countries, inter ailia, in accordance with decisions of the
Conference of the Parties taken in consequence of recommendations of the
Subsidiary Body on Scieniific, Technical and Technological Advice: and

(c) In keeping with the provisions of Articles 16. 18 and 20.
promote and cooperate in the use of scientific advances in biological
diversity research in developing methods for conservation and sustainable
use of biological resources.

Article 13. Public Education and Awareness
The Contracting Parties shall:
(a) Promotie and encourage understanding of the importance of. and
the measures required for, the conservation of biological diversity, as

well as its propagation through media, and the inclusion of these topics
in educational programmes; and



160

(b) Cooperate, as appropriate. with other States and international
organizations in deveioping educational and public awareness programmes.
with respect to conservation and sustainable use of biological diversity.

Article i14. Impact Assessment and Minimizing Adverse Impacts

Ly Each Contracting Party, as far as possible and as appropriate.
shall:

(a) Introduce appropriate procedures requiring environmental impact
assessment of its proposed projects that are likeiy to have significant
adverse effects on biological diversity with a view to avoiding or
minimizing such effects and, where appropriate. allow for public
participation 1n such procedures: -

(b) Introduce appropriate arrangements to ensure that the
environmental consequences of its programmes and policies that are likely
to have signiTicant adverse 1mpacts on biological diversity are cduly
taken i1nto account:

(c) Promote, on the basis of reciprocity, notification. exchange of
information and consultation on activities under their jurisdiction or
conirol which are likely to significantly arfect adverseiy the biological
diversity of other States or areas beyond the Ilimits of national
Jjurisdiction, by encouraging the conclusion of bilateral. regional or
multilateral arrangemenis, as appropriate;

(d) In the case of imminent or grave danger or damage, originating
under 1ts jurisdiction or control, to biclogical diversity within the
area under jurisdiction of other States or in areas bevond the |imits of
national jurisdiction. notify immediately the poientially affected States
of such danger or damage, as well as initiate action to prevent or
minimize such danger or damage; and

(e) Promote national arrangements for emergency responses to
activities or events, whether caused naturally or otherwise. which
present a grave and imminent danger to biologicai diversity and encourage
international cooperation to supplement such national efforts and, where
appropriate and agreed by the States or regional economic intedration
organizations concerned. to establish joint contingency plans.

P The Conference of the Farties shall examine. on the basis of studies
to be carried out, the issue of Iliability and redress. including
restoration and compensation. for damage to biological diversity, except
where such liability 1s a purely internal matter.

Articie 15. Access to Genetic Resources
1 Recognizing the sovereign rights of States over their natural

resources, the authority to determine access to dgenetic resources rests
with the national govermments and 1s subject to national legislation.



2. Each Contracting Party shall endeavour to create ronditions to
facliltaie access to genetic resources for envirommentally sound uses by
other Contracting Parties and not to impose restrictions that run counter
to the objectives of this Convention.

3s For the purpose of this Convention. the genetic resources being
provided by a Contracting Party, as referred to in this Article and
Articles 16 and 19, are only those that are provided by Contracting
Parties that are countries of origin of such resources or by the Parties

that have acquired the genetic resources in accordance with this
Convention.

4, Access. where granted. shall be on mutually agreed terms and subject
to the provisions of this Article. :

D Access to genetic resources shall be subject to prior informed
consent of the Contracting Party providing such resources. unless
otherwise determined by that Party.

6. Each <Contracting Party shalil endeavour to develop and rarry out
scientific research based on genetic resources provided by other
Contracting Parties with the full participation of. and where possibie
in. such Contraciing Parties.

T Fach Contracting Party shail take legislative, administrative or
policy measures. as appropriate, and in accordance with Articles 16 and
19 and, where necessary, through the rfinancial mechanism established by
Articles 20 and 21 with the aim of sharing in a fair and equitable way
the results of research and development and the benefits arising from the
commercial and other utilization of ¢genetic resources with the
Contracting Party providing such resources. Such sharing shall be upon
mutually agreed terms.

Article 18. Access to and Transrer of Technology

o Each Contracting Partyv. recognizing that technologv includes
biotechnoiogy, and that both access to and transfer of technology among
Contracting Parties are essential elements for the attainment of the
objectives of this Convention. undertakes subject to the provisions of
this Article to provide and/or Tfacilitate access for and transfer to
other Contracting Parties of technologies that are relevant to the
conservation and sustainable use of biological diversity or make use of
genetic resources and do not cause significant damage to the environment.

2. Access to and transfer of technology referred to 1n paragraph 1
above to developing countries shall be provided and/or facilitated under
fair and most favourabie terms, including on concessional and
preferential terms where mutuaily agreed, and, where necessary, in
accordance with the financial mechanism established by Articles 20 and
21. In the case of technology subject to patents and other intellectual
propertv rights. such access and transfer shall be provided on terms

10
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which recognize and are consistent with the adequate and effective
protection of intellectual property rights. The application of this
paragraph shall be consistent with paragraphs 3, 4 and 5 below.

3. Each Contracting Party shall take legislative, administrative or
policy measures, as appropriate, with the aim that Contracting Parties,
in particular those that are developing countries, which provide genetic
resources are provided access to and transfer of technology which makes
use of those resources, on mutually agreed terms, including technoiogy
protected by patents and other intellectual property rights, where
necessary, through the provisions of Articles 20 and 21 and in accordance
with international law and consistent with paragraphs 4 and 5 below.

4, Each Contracting Party shall take legislative, administrative or
policy measures, as appropriate. with the aim that the private sector
facilitates access to, Jjoint development and transfer of technology
referred to in paragraph 1 above for the benefit of both governmental
institutions and the private sector of developing countries and in this
regard shail abide by the obligations included in paragraphs 1. 2 and 3
above.

S The Contracting Parties. recognizing that patents and other
intel lectual property rights may have an influence on the implementation
of this Convention, shall cooperate in this regard subject to nationai
legislation and international law in order to ensure that such rights are
supportive of and do not run counter to its objectives.

Article 17. Exchange of Information

1. The Contracting Parties shall facilitate the exchange of
information, from all publicly available sources, relevant to the
conservation and sustainable use of biological diversity, taking into
account the special needs of developing countries.

2. Such exchange of information shall include exchange of results of
technical, scientific and socio—economic research. as well as information
on training and surveying programmes. specialized knowledge, indigenous
and traditional knowiedge as such and in combination with the
technoiogies referred to in Article 16, paragraph 1. It shall also,
where feasible, include repatriation of information.

Article (8. Technical and Scientific Cooperation
1. The Contracting Parties shall promote international technical and
scientific cooperation in the field of conservation and sustainable use

of bioclogical diversity. where necessary, through the appropriate
international and national institutions.

11



2 EFach Contracting Party shall promote technical and scientific
cooperation with other Contracting Parties, 1n particuiar deveioping
countries, in implementing this Convention, inter alia, through the
developmeni and impiementation of nationai policies. In promoting such
cooperation, special attention should be given to the development and
strengthening of national capabiiities, by means of human resources
development and institution building.

3: The Conference of the Parties, at 1ts first meeting, shall determine

how to establish a clearing-house mechanism to promote and facilitate
technical and scientific cooperation.

4. The Contracting Parties shall, In accordance with national
legislation and poiicies, encourage and develop methods of coopération
for the development and use of technologies. including indigenous and
traditional technoiogies, in pursuance of the objectives of this
Convention. For this purpose. the Contracting Parties shall also promote
cecoperation in the training of personnei and exchange of experts.

3. The Contracting Parties shall. subject to mutuai agreement. promote
the establishment of joint research programmes and joint ventures for the

deveiopment of technologies relevant to the objectives of this
Convention.

Article 19. Handling of Biotechnology and Distribution of its Benefits

1. Each Contracting Party shall take legislative, administrative or
policy measures., as appropriate. to provide for the effective
participation in Dbiotechnoiogical research activities oy those
Contracting Parties. especially developing countries, which provide the
genetic resources for such research, and where feasiblie 1n such
Contracting Parties.

2. Each Contracting Party shall take all practicable measures o
promote and advance priority access on a fair and equitabie basis bv
Contracting Parties. especially developing ¢ountries. to The resuits and
benerits arising irom biotechnoiogies based upon genetic resources
provided by those Contracting Parties. Such access shall be on mutuaily
agreed terms.

3. The Parties shall consider the need for and modalities of a protocol
setting out appropriate procedures, including, in particular. advance
informed agreement, in the field of the safe transfer, handling and use
of any living modified organism resulting from biotechnology that may
have adverse effect on the conservation and sustainable use of bioiogical
diversity.

4. Each Contracting Party shall, directly or by requiring anv natural
or legal person under its jurisdiction providing the organisms referred
to in paragraph 3 above, provide any available information about the use
and safety regulations required by that Contracting Party in handling

'
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such organisms, as well as any avallable information on the potential
adverse 1impact of the specific organisms concerned to the Contracting
Party into wnhich those organisms are to be introduced.

Article 20. Financial Resources

1. Each Contraciing Party undertakes to provide, in accordance with 1ts
capabilities, financial support and incentives in respect of those
national activities which are intended to achieve the objectives of this
Convention. in accordance with its national plans. priorities and
programmes,

-1 The developed country Parties shall provide new and additionai
financial resources to enable deveioping country Parties 1o meet the
agreed full incremental costs to them of implementing measures which
fulfil the obligations of this Convention and to benefit from 1ts
provisions and which costs are agreed between a developing country Party
and the i1nstitutional structure referred to in Article 2!. in accordance
with poliicy. strategy, programme priorities and eligibility criteria and
an 1ndicative list of incremental costs established by the Conference ~r
the Parties. Other Parties., i1ncluding countries undergoing the process
of transition to a market economy, may voluntarily assume the obligations
of the developed country Parties. For the purpose of this Article. the
Conference of the Parties, shall at its first meeting establish a 1ist of
developed country Parties and other Parties which voluntarily assume the
obligations of the developed country Parties. The Conference of the
Parties shall periodically review and if necessary amend the list.
Contributions from other countries and sources on a voluntary basis would
aiso be encouraged. The implementation of these commitments shall take
into account the need for adequacy, predictability and timeiy flow of
funds and the importance of burden-sharing among the contributing Parties
included in the list.

3. The developed country Parties may also provide, and developing
country Parties avail themselves of, financial resources related to the
impiementation of this Convention through bilateral. regional and other
multilateral channels.

4, The extent to which developing country Parties will effectively
implement their commitments wunder this Convention will depend on the
effective 1mpiementation by developed country Darties of their
commitments under this Convention related to financial resources and
transfer of technology and will take fully into account the fact that
economic and social development and eradication of poverty are the first
and overriding priorities of the developing country Parties.

5 The Parties shall take full account of the specific needs and

special situation of least developed countries in their actions with
regard to funding and transfer of technology.

13



Bl The Contracting Parties shall also take 1into consideration the
special conditions resulting from the dependence on, distribution and
location of. biological diversity within developing country Parties, in
particular smail island States.

T, Consideration shall also be given to the special situation of
developing countries, including those that are most environmentally
vulnerable. such as those with arid and semi-arid zones. coastal and
mountainous areas.

Articlie 21. Financial Mechanism

1: There shall be a mechanism for the provision of financial resources
to developing country Parties for purposes of this Convention on a grant
or concessional basis the essential elements of which are described in
this Article. The mechanism shall function under the authoritv and
guidance of. and be accouniabie to. the Conference of the Parties for

purposes of this Convention. The operations of the mechanism shall be
carried out by such institutional stiructure as may be decided upon by the
Conference of the Parties at its Tfirst meeting. For purpcses of this

Convention. the Conference of the Parties shall determine the policy.
strategy. programme priorities and eligibility criteria relating to the
access to and utilization of such resources. The contributions shall be
such as to take 1nto account the need for predictability, adeguacy and
timely flow of funds referred to in Article 20 in accordance with the
amount of resources needed to be decided periodically by the Conference
of the Parties and the importance of burden—sharing among the
contributing Parties included in the list referred to in Article 20,
paragraph 2. Voluntary contributions may aisoc be made by the developed
country Parties and by other countries and sources. The mechanism shall
operate within a democratic and transparent system of governance.

2. Pursuant to the objectives of this Convention. the Conference of the
Parties shail at its first meeting determine the policy, strategy and
programme prioritles, as well as detailed criteria and guidelines for
eligibil ity for access to and utilization of the financial resources
including monitoring and evaluation on a regular basis of such
utilization. The Conference of the Parties shall decide on the
arrangements to give effect to paragraph | above after consultation with
the institutionai structure entrusted with the operation of the financial
mechanism.

3. The Conference of the Parties shall review the effectiveness of the
mechanism established under this Article,. including the ecriteria and
guidel ines referred to 1n paragraph 2 above, not less than two years
after the entry into force of this Convention and thereafter on a regular
basis. Based on such review, it:shall take appropriate action to improve
the effectiveness of the mechanism if necessary.

14
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4, The Contracting Parties shall consider strengthening =xi1sting
financial institutions to provide financial resources for the
conservation and susiainable use of biological diversity.

Article 22. Relationship with Other International Conventions

l. The provisions of this Convention shall not affect the rights
and obligations of any Contracting Party deriving from any existing
international agreement. except where the exercise of those rights ana
obligations wouid cause a serious damage or threat to biological
diversiiy.

2. Contracting Parties shall implement this Convention with
respect to the marine environment consistently with the rights and
obligations of States under the law of the sea.

Article 23. Conference of the Parties

f A Conference of the Parties 1s hereby established. The first
meeting oI the Lonference of the FfFarties shali be convened by the
Execurive Director of the United Nations [nvironment Programme not later
than one vear after the entrv into force or this Convention. Thereafter.
ordinary meetings of the Conference of the Parties shall be held at
regular i1ntervails to be determined by the (onference at 1its first
meeting.

Z Extraordinary meetings of the Conference of the Parties shall be
held at such other times as may be deemed necessary by the Conference. or
at the written request of any Party, provided that. within six months or
the request being communicated to them bv the Secretariat. it is
supporied by at least one third of the Part:ies.

3 The <Conference oI the Parties shall by consensus agree upon and
adopt ruies of procedure fTor 1tseif and for any subsidiary body 1t may
estabiisn. as weil as Tfinancial ruies governing the funding of 1he
Secretariat. At eacn ordinaryv meeting. :t shall adopt a budget Tar rthe
financiai period until the next ordinary meeting.

. The Conference of the Parties shall leep under review the
impiementation of this Convention. and. for this purpose. shall:

(a) Establish the form and the intervals for transmitting the
information to be submitted 1n accordance with Article 26 and consider
such i1nformation as weil as reports submitted by any subsidiary body:

(b) Review scientific, technical and technological advice on
birological diversiityv provided 1n accordance with Article 25:

(c) Consider ana adopt, as required. protocols in accordance with
Articie 28:
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(d) Consider and adopt., as required. 1n accordance with Articles 28
and 30. amendmenis to this Convention and its annexes:

(e) Consider amendments to any protocol. as weil as to any annexes
thereto. and. if so decided, recommend their adoption to the parties to
the protocol concerned:

(f) Consider and adopt. as required. in accordance with Article 30.
additional annexes to this Convention:

(g) Establish such subsidiary bodies. particularly to provide
scientific and technical advice, as are deemed necessary for the
implementation of this Convention:

(h) Contact., through the Secretariat. the executive bodies of
conventions dealing with matters covered by this Convention with a view
to establishing appropriate forms of cooperation with them: and

(i) Consider and undertake any additional action that may be
required for the achievement of the purposes of this Convention i1n the
1ight of experience gained in its operation.

s The United Nations. 1its specialized agencies and the International

Atomic Energy Agency, as wejil as any State not Party to this Convention.
may e represented as observers at meetings of the Conference of the

Parties. Any other body or agency, whether govermmental or non-
governmental., gqualified 18 ¢ fields relating to conservation and
sustainable use of bioclogical diversity. which has 1informed the
Secretariat of its wish to be represented as an observer at a meeting of
the Conference of the Parties, may be admitted unless at least one third
of the Parties present object. The admission and participation of

observers shail be subject to the rules of procedure adopted by the
Conierence of the Parties.

Article 24. Secretariat
1.5 A secretariat 1s hereby established. Its functions shail be:

(a) To arrange for and segvice meetings of the Conference of the
Parties provided for i1n Article 23:

(b) To perform the functions assigned to it by any protocol:

(c) To prepare reports on the execution of its functions under this
Convention and present them to the Conference of the Parties:

(d) To coordinate with other reievant international bodies and. in

particuiar to enter i1nto such administrative and contractual arrangements
as may be required for the effective discharge of its functions; and
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(e) To perform such other functions as may be determined bv the
Conference of the Parties.

i At its first ordinary meeting, the Conference of the Parties shall
designate the secretariat from amongst those eXxisting competlent
internationai organizations wnich have signified their willingness to
carry out the secretariat functions under this Convention.

Article 25. Subsidiary Body on Scientific. Technical
and Technoiogical Advice

1. A subsidiary body for the provision of scilentific. technical and
technoiogical advice 1s hereby established to provide the Conference of
the Parties and, as appropriate, its other subsidiary bodies with fimeiv
advice relating to the implementation of this Convention. This body
shall be open to participation by all Parties and shall be
multidiscipiinary. It shall comprise government representatives
competent 1n the reievant rield of expertise. It shall report regulariv
.o the Conference of the Parties on aii aspects of its work.

B, nder the authority of and in accordance with guidelines iaid «iown
by the Conference of the Parties, and upon its request. this body shall:

(a) Provide scientific and iechnical assessmenis of the status of
biological diversity;

(b) Prepare scientific and technical assessments of the effects of
tvpes of measures taken 1n accordance with the provisions of this
Convention:

(¢) Identify innovative, refficient and state-of-the-art
technoicgies and know—-how reiating to the conservation and sustainable
use of bioiogical diversity and advise on the ways and means of promoting
deveiopment and/or 1ransrierring such technologies:

(d) Provide advice on scienti1fic programmes and internaticnai

cpoperation in research and deveiopment related to conservation and
sustailnable use of biological diversity; and

(e) Respond to scientific, technicai . technological and
methodological nuestions that the Conference of the Parties and its
subsidiary bodies may put to the body.

3. The functions. terms of reference. organization and operation of
this body may be further elaborated by the Conference of the Parties.
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Articie 26. Reports

Each Contracting Party shall. at intervals to be determined by the
Conference of the Parties. present to the Conference of the Parties,
reporis on measures which it has taken for the implementation of the
provisions of this Convention and their eifectiveness in meeting the
objectives of this Convention.

Article 27. Settiement of Disputes

{19 In the event of a dispute between Contracting Parties concerning the
interpretation or application of this Convention. the parties concerned
shall seek solution by negotiation.

2. If the parties concerned cannot reach agreement by negotiation. theyv

may jointly seek the good offices of, or request mediation by, a third
party.

3 When ratifying, accepting. approving or acceding to this Convention.
or at any time thereafter. a State or regional economic integration
organization may declare in writing to the Depositary that for a dispute
not resoived in accordance with paragraph | or paragraph 2 above. it
accepts one or both of the folliowing means of dispute settlement as
compul sory:

(a) Arbitration i1in accordance with the procedure laid down in Part
1 of Annex 1I1;

(b) Submission of the dispute to the International Court of
Justice.

L% If the parties to the dispute have not. in accordance with paragraph
3 above. accepted the same or any procedure. the dispute shall be
submitted to conciliation 1n accordance with FPart 2 of Annex II unless
the parties otherwise agree.

S The provisions of this Articie shall apply with respect to any
protocol except as otherwise provided in the protocol concerned.

Article 28. Adoption of Protocols
1 The Contracting Parties shall cooperate in the formulation and

adoption of protocols to this Convention.

2. Protocois shall be adopted at a meeting of the Conference of the
Parties.
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3. The text of any proposed protocol shall be communicated to the
Contracting Parties by the Secretariat at least si1x months before such a
meeting.

Article 29. Amendment or the Convention or Protocols

1. Amendments to this Convention may be proposed by any Contracting

Party. Amendments to any protocol may be proposed bv any Party to that
protocol.

2. Amendments to this Convention shall be adopted at a meeting of the
Conference of the Parties. Amendments tfto any protocol shall be adopted
at a meeting of the Parties to the Protocol in question. The text of any
proposed amendment to this Convention ar to any protocol, except as may
ntherwise be provided in such protocol. shall be communicated 710 the
Parties to the instrument in question by the secretariat at least six
months before the meeting at which 1t is proposed for adoption. The
secretariat shail aiso communicate proposed amendments to the signatories
to this Convention for information.

3. The Parties <chali make every erffort tfo reach agreement ~n any
proposed amendment to this Convention or to anv protocol »y consensus.
If all efforts at cronsensus have been exhausted. and no agreement
reached, the amendment shall as a last resort be adopted by a two—-third
majority vote of the Parties to the instrument 1n question present and
voting at the meeting. and shall be submitted bv the Depositary 0 all
Parties for ratification. acceptance or approvail.

4. Ratification. acceptance or approval of amendments shall be notified
to the DCepositary in writing. Amendments adopted in accordance with
paragraph 3 above shail enter 1into force among Parties having accepted
them on the ninetieth day after the deposit of instruments of
ratification. acceptance or approval by at least two thirds of the
“ontraciing Parties to this Convention or of the Parties to the protocoi
concerned. except as may otherwise be vprovided 1n such protocol.
Thereafter the amendmenis shall enter into force for any other Party on
the ninetieth day after that Party deposits 1ts  instrument of
ratification, acceptance or approval of the amendments.

3. For the purposes of this Article, "Parties present and voting” means
Parties present and casting an affirmative or negative vote.

Article 30. Adoption and Amendment of Annexes

i, The amnexes to this C(Convention or to any protocol shall form an
integral part of the Convention or of such protocol. as the case mayv he,
and, uniess expressly provided otherwise, a reference to this Convention
or 1its protocois constitutes at the same time a reference to any annexes
thereto. Such annexes shall be restricted to procedural. scientific.
technical and administrative matters.
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2 Except as may be otherwise provided in any protocol with respect to
its annexes, the following procedure shall apply to the proposal.
adoption and entry i1nto force of additional annexes to this Convention or
of annexes to any protocol:

(a) Annexes to this Convention or to any protocol shall be proposed
and adopted according to the procedure laid down in Article 29:

(b) Any Party that 1s unable to approve an additional annex to this
Convention or an annex io any protocoi to which it is Party shall so
notify the Depositary, in writing, within one year from the date of the
communication of the adoption by the Depositary. The Depositary shall
without delay notify all Parties of any such notification received. A
Party may at any time withdraw a previous declaration of objection and
the annexes shall thereupon enter into force for that Party subject to
subparagraph (c) below:

(c) On the expiry of one year from the date of the communication of
the adoption by the Depositary. the annex shall enter into force for all
Parties to this Convention or fo any protocol concerned which have not
submitted a notification in accordance with the provisions of
subparagraph (b) above.

3. The proposal. adoption and entry into force of amendments to annexes
to this Convention or to any protocol shall be subject to the same

procedure as for the proposal. adoption and entry into force of annexes
to the Convention or annexes ito any protocol.

- If an additional annex or an amendment to an annex 1s related to an
amendment to this Convention or to any protocoi. the additional annex or
amendment shall not enter i1nto force until such time as the amendment to
the Convention or to the protocol concerned enters into force.

Article 31. Right to Vote

1. Except as provided for 1n paragraph 2 below, each Contracting Party
to this Convention or to any protocoi shail have one vote.

2 Regional economic 1ntegration organizations. in matters within their
competence. shall exercise their right to vote with a number of votes
equai to the number of their member States which are Contracting Parties
to this Convention or the reievant protocol. Such organizations shall
not exercise their right to vote if their member States exercise theirs,
and vice versa.

Article 32. Relationship between this Convention and Its Protocols

11k A State or a regional economic integration organization may not
become a Party to a protocol unless it is, or becomes at the same time. a
Contracting Party to this Convention.
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2. Decisions under any protocol shall be taken oniy bv the Parties to
the protocoi concerned. Any Contracting Party that has not ratified.
accepted or approved a protocol may participate as an observer in any
meeting of the parties to that protocol.

Article 33. Signature

This Convention shall be open for signature at Rio de Janeiro by ail
States and any regional economic intedgration organization from & .Tune
1992 until 14 June 1992, and at the United Nations Headquarters in New
York from 15 June 1992 to 4 .June 1993.

Articie 34. Hatification, Acceptance or Approval

{5 This Convention and any protocol shall be subject to ratification.
acceptance or approval by States and by regionai economic integration
organizations. Instruments of ratification. acceptance ar approval shall
be deposited with the Depositary.

2\ Any organization referred to 1in paragrapin 1 above which becomes a
Contracting Party to this Convention or any protocol without any of its
member States being a Contracting Party shall be bound by all the

obligations under the Convention or the protocoi, as the case mav bhe. 1In
the case of such organizations. one or more of whose member States is a
Contracting Party to this Convention or relevant protocol. the

organization and its member States shall rdecide on their respective
responsibilities for the performance of their obligations under the
Convention or protocol. as the case may be. In such cases. the
organization and the member States shall not be entitled to exercise
rights under the Convention or relevant protocol concurrently.

3. In their 1nstruments of ratification. acceptance or approval. the
organizations referred to 1n paragraph | above shall declare the =xtent
of their competence with respect to the matters doverned bv the
Convention or the reievant protocoi. These oreganizations shaii also
inform the Depositary of any relevant modification 1n the extent of their
competence.

Article 35. Accession

1 This Convention and any protocol shall be open for accession by
States and by regional economic integration organizations from the date
on which the Convention or the protocol concerned is closed for

signature. The instruments of accession shall be deposited with the
Depositary.
24 In their instruments of accession. the ordanizations referred to in

paragraph | above shall declare the extent of their competence with
respect to the matters governed by the Convention or the relevant
protocoi . These organizations shall also inform the Depositary of any
relevant modification in the extent of their competence.
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3. The provisions of Article 34, paragraph 2., shall apply to regional
economic integration organizations which accede to this Convention or any
protocol .

Articie 368. Entry Into Force

X This Convention shall enter into force on the ninetieth day after
the date of deposit of the thirtieth instrument of ratification.
acceptance. approval or accession.

2. Any protocol shall enter into force on the ninetieth day after the
date of deposit of the number of instruments of ratification, acceptance.
approval or accession, specified in that protocol, has been deposited.

3. For each Contracting Party which ratifies, accepts or approves this
Convention or accedes thereto 'after the deposit of the thirtieth
instrument of ratification, acceptance, approval or accession. it shall
enter i1nto force on the ninetieth day after the date of deposit by such
Contracting Party of its 1nstrument of ratification, accepiance. approval
or accession.

4. Any protocol. except as otherwise provided in such protocol. shall
enter into force for a Contracting Party that ratifies, accepts or
approves that protocol or accedes thereto after its entry 1nto force
pursuant to paragraph 2 above., on the ninetieth day after the date on
which that Contracting Party deposits its instrument of ratification.
acceptance. approval or accession, or on the date on which this
Convention enters i1nto force for that Contracting Party, whichever shall
be the later.

5. For the purposes of paragraphs | 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.

Article 37. Reservations
No reservations may be made to this Convention.

Article 38. VWithdrawals
1. At any time after two years from the date on which this Convention
has entered into force for a Contracting Party, that Contracting Party
may withdraw from the Convention 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.
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3. Any Contracting Party which withdraws from this Convention shail be
considered as also having withdrawn from any protocc!..to which 1t 1s
party. i

Article 39. Financial Interim Arrangements

Provided that it has been fully restructured in accordance with the
requirements of Article 21. the Global Environment Facility of the United
Nations Development Programme. the United Nations Environment Programme
and the International Bank for Reconstruction and Development shall be
the institutional structure referred to in Article 21 on an interim
basis, for the period between the entry into force of this Convention and
the first meeting of the Conference of the Parties or until the
Conference of the Parties decides which institutional structure will be
designated in accordance with Article 21.

Article 40. Secretariat Interim Arrangements
The secretariat 1io be provided by the Executive Director of the
tnited Nations Environment Programme shall be the secretariat referred to
in Article 24, paragraph 2. on an interim basis for the period between
the entry into force of this Convention and the first meeting of the
Conference of the Parties.
Article 41!. Depositary

The Secretary-General of the United Nations shall assume the
functions of Depositary of this Convention and any protocols.

Article 42. Authentic Texts
The original of this Convention. 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 WHEREQOF the undersigned. being duly authorized to that effect.
have signed this Convention.

Done at Rio de Janeire on this fifth day of June. one thousand nine
hundred and ninety-two.
Annex I

IDENTIFICATION AND MONITORING

Ecosystems and habitats: containing high diversity. large numbers

of endemic or threatened species, or wilderness; required by migratory

species; of social. economic. cultural or scientific importance: or,

which are representative, unique or associated with key evolutionary or

other biological processes:

24 Species and communities which are: threatened: wild relatives of
domesticated or cultivated species; of medicinal. agricultural or other
economic value: or social. scientific or cultural importance: or

importance for research into the conservation and sustainable use of

biological diversity. such as indicator species: and
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Annex IT
Part 1
ARBITRATION
Article 1

The claimant party shall notify the secretariat that the parties are
referring a dispute to arbitration pursuant to Article 27. The
notification shall state the subject-matter of arbitration and include.
in particular, the articles of the Convention or the protocol. the
interpreiation or application of which are at issue. If +the parties do
not agree on the subject matter of the dispute before the President of
the tribunal is designated, the arbitral tribunal shall determine the
subject matter. The secretariat shall forward the information thus
received to all Contracting Parties to this Convention or to the protocol
concerned.

Article 2
Lo In disputes between two parties, the arbitral tribunal shall consist
of three members. Each of the parties to the dispuie shall appoint an

arbitrator and the two arbitrators so appointed shall designate by common
agreement the third arbitrator who shall be the President of the
tribunal. The latter shalil not be a national of one of the parties to
the dispute, nor have his or her usuval place of residence in the
territory of one of these parties. nor be emploved by any of them. nor
have dealt with the case in any other capacity.

2, In disputes between more than two parties, parties in the same
interest shall appoint one arbitrator jointly by agreement.

7 8 Any vacancy shall be filled in the manner prescribed for the initial
appointment.

Article 3

1.« If the President of the arbitral tribunal has not been designated
within two months of the appointment of the second arbitrator. the
Secretary-General of the United Nations shall. at the request of a party.
designate the President within a further two-month period.

2. If one of the parties to the dispute does not appoint an arbitrator
within two months of receipt of the request. the other party may inform
the Secretary-General who shall make the designation within a further
two-month period.
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Article 4
The arbitral tribunal shalli render its decisions in accordance with

the provisions of this Convention, any protocols concerned. and
international law.

Article 5

Unless the parties to tithe dispute otherwise agree. the arbitral
tribunal shall determine its own rules of procedure.

Article €

The arbitral tribunal may, at the request of one of the parties,
recommend essential interim measures of protection.

Article 7

The parties to the dispute shail faciiitate the work of the arbitral
tribunal and, in particular. using all means at their disposai. shall:

(a) Provide 1t with ail relevant documents, information and
facilities; and

(b) Enable 1t, when necessary, to call witnesses or experts and
receive their evidence.

Article 8

The parties and the arbitrators are under an obliigation to protect
the confidentiality of any information they receive in confidence during
the proceedings of the arbitral tribunal.

Article 9

Unless the arbitral tribunai determines otherwise because of the
particuiar circumstances of the case, the costs of the tribunai shail be
borne by the parties to the dispute 1n equai shares. The tribunai shall
keep a record of ail its costs, and shall furnish a finai statement
thereof to the parties.

Article 10
Any Contracting Party that has an interest of a legal nature in the

subject-matter of the dispute which may be affected by the decision in

the case, may intervene 1n the proceedings with the consent of the
tribunal.
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Article 11

The tribunai may hear and determine counterciaims arising directiy
out of the subject-matter of the dispute.

Articie 12

Decisions both on procedure and substance of the arbitral tribunai
shaii be taken by a majority vote of its members.

Article 13

If one of the pariies to the dispute does not appear before the
arbitrai tribunal or fails to defend its case. the other party may
request the tribunal to continue the proceedings and to make its award.
Absence of a party or a failure of a party to defend 1ts case shall not
constitute a bar to the proceedings. Before rendering its final
ciecision. the arbitral tribunai must satisfy itself that the ciaim 1s
well founded in fact and law.

Article 14

The tribunal shall render 1:ts final decision within five months of
the date on which 1t is fully constituted unless it finds it necessary to
extend the time—-l1imit for a period whicn should not exceed five more
months.

Article 15

The finai decision of the arbitral tribunal shall be confined to the
subject-maiter of the dispute and shall state the reasons on which it is
baseaq. It shall contain the names of the members who have participated
and the rdate of the final «ecision. Any member of the iribunal mav
attach a separate or dissenting opinion to the final decision.

Article I8
The award shail be binding on the parties to the dispute. It shail
be without appeal unless the parties to the dispute have agreed in
advance to an appeliate procedure.
Article 17
Any controversy which mav arise between the parties to the dispute
as regards the interpretation or manner of implementation of the finai

decision may be submitted by either party for decision to the arbitral
tribunai which rendered it.

27



178

Part 2
CONCILIATION
Article 1

A conciliation commission shall be created upon the request of one
of the parties to the dispute. The commission shall. unless the parties
otherwise agree, be composed of five members, two appointed by each Party
concerned and a President chosen jointly by those members.

Article 2

In disputes between more than two parties. parties in the  same
interest shall appoint their members of the commission jointly byv
agreement. Where two or more parties have separate interests or there is
a disagreement as to whether they are of the same interest. they shall
appoint their members separalely.

Article 3

If any appointments by the parties are not made within two months of
the date of the request to create a conciliation commission, the
Secretary—General of the United Nations shall. if asked to do so by the
party that made the request. make those appointments within a further
two-month period.

Article 4

If a President of the conciliation commission has not been chosen
within two months of the last of the members of the commission being
appointed. the Secretary-General of the United Nations shall, if asked to

do so by a party, designate a President within a further two-month
period.

Article 5
The conciliation commission shall +take its decisions by majority
vote of its members. It shall. unless the parties to the dispute
otherwise agree, determine its own procedure. It shall render a proposal
for resoiution of the dispute. which the parties shall consider in good
faith.
Article 6

A disagreement as to whether the conciliation commission has
competence shall be decided by the commission.
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