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DIRECTIVE No. SIX

A DIRECTIVE ISSUED TO DETERMINE RESPONSES TO ACCIDENTAL

RELEASES OF MODIFIED ORGANISM

WHEREAS it is essential to give a prompt and direct response to any accidental release

of modified organisms,

THEREFORE, this directive is issued in accordance with Article 22 of the Biosafety

Proclamation No. ------ -

1. Designation
This directive may be cited as ‘Directive No. 06/ 2009’ issued to determine responses

to accidental releases of modified organisms”.
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1. Definitions

For the purpose of this Proclamation:

1. ‘Placing on the market’ means obtaining an advance informed agreement for deliberate
release or making available to third parties a modified organism for any use by selling,

giving away or in any other way, and includes giving as aid food.

2. ‘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.
3. ‘Making’ means the development of a modified organism through modern biotechnology;
4. 'Person' includes any natural or juridical person.

5. 'Authority’ means the Environmental Protection Authority of the Federal Democratic

Republic of Ethiopia established pursuant to Proclamation No. 295/2002.

6. ‘Inspector’ means a person appointed pursuant to the directives issued by the Authority to
undertake examination and any other control measures to ensure compliance with the

proclamation on biosafety regulations or directives issued under it.

7. ‘Applicant’ means any person who submits an application to the Authority seeking an

advance informed agreement to be engaged in a transaction.

8. 'Transaction' means any making or use of any modified organism in teaching, research,
production, import, export, transit, deliberate release, production under contained use,
transport, placing on the market, or use as a pharmaceutical, as food, as feed or for

processing.
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9. ‘Contained use’ means any operation in which modified organisms are made, grown,
stored, destroyed or used in any other way including for teaching and research isolated by
physical and chemical barriers as specified in Articles 4.8 or 4.9 of Directive no. 03/2009
issued to determine the procedures of a risk management strategy for dealing with
accidents involving modified organisms, as the case may be, with a view to effectively
preventing their contact with, and their unintended impact on, humans, animals or the

external environment.

10.'Deliberate release’ means any introduction into the environment of a modified organism
based on an advance informed agreement and includes, inter alia, any use in commerce,
food, aid food, remediation, teaching, research, greenhouses, aqua-culture, animal feed or

other inputs for animals, medicines for humans or animals, or disposal.

11.'Risk’ means direct or indirect, short, medium or long-term danger that may befall human or
animal health, biological diversity, the environment, socio-economic or cultural conditions

of local communities or the economic condition of the country from any transaction.

12.'Protocol’ means the Cartagena Protocol on Biosafety to the Convention on Biological

Diversity ratified through Proclamation No 362/2003.
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3. Transactions subject to this Directive

This Directive shall apply to any unintended release or any related accident during

any transaction.

4. Emergency measures

4.1 The Authority shall, in order to be ready to respond to any accidental release of
any modified organism, request the Chairperson of the Environmental Council to
establish an Accidental Release Response Group.

4.2 The Chairperson of the Environmental Council shall appoint the Chairperson and
the members of the Accidental Release Response Group to comprise
representatives of institutions capable of undertaking risk management measures.

4.3 The Authority shall appoint a secretary for the Accidental Release Response

Group.
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4.4 The duties and responsibilities of the Accidental Release Response Group shall
be to:

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

b) Develop appropriate systems for the detection and reporting of accidental
releases and other incidents that happen during any transaction involving any
modified organisms that have not been cleared for deliberate release through
an advanced informed agreement issued by the Authority;

c) Ensure that there is a constant readiness to respond to any accidental release of
any modified organism to prevent damage to biodiversity, the environment or

human or animal health

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

e) Ensure that complete and accurate records of expenditures incurred in
responding to any accidental release are maintained so as to facilitate cost
recovery and the payment of compensation;

f) Ensure the prompt availability of manpower, financial resources and
equipment to deal with any accidental release;

4.5 The Accidental Release Response Group shall be the sole authority responsible
for response to any accident involving modified organisms and it shall direct the

activities of institutions and individuals that may offer assistance.
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4.6 The Accidental Release 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.

2. Effective Date
This directive shall enter into force as of the ___dayof200___

Done at Addis Ababa, this day of 200

Chairperson of the Environmental Council
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