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DIRECTIVE No. FOUR

A DIRECTIVE ISSUED TO DETERMINE THE REQUIREMENTS FOR THE

TRANSPORT OF MODIFIED ORGANISMS

WHEREAS it is important to determine the obligations of any applicant in transporting modified

organisms so as to prevent any risks that could arise.

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. 04/ 2009’ issued to determine the Requirements

for the Transport 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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2. Scope of the Directive
This Directive shall apply to the air or land transport or howsoever otherwise moving
from one place to another of any modified organism.

3. Licensing a Driver

4.1 In order to be engaged in the transport of modified organisms, a driver shall be
licensed by the competent licensing agency and certified by the Authority.

4.2 When licensing and registering drivers, the competent licensing agency may limit
the number of drivers that will be registered to transport modified organisms and
shall require the consignment to be adequately insured to cover any harm to human
or animal health or the environment that may result from any accidental release.

4.3 The competent licensing agency shall only issue a license once the driver has
satisfactorily passed an established training programme given every 2 years by the

Authority on the handling and transportation of modified organisms.

4. Application information

5.1 Any person who wishes to transport any modified organism shall apply in writing to

the Authority.
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5.2 Any application for a permit that is submitted under Article 4.1 shall contain:

(a) A full and accurate description of the modified organism or the object made from

the modified organism is to be transported, including the scientific and common

names and the transformation event;

(b) A statement of the quantities to be transported;

(c) The name and address of the place from where the modified organism or the object

made from the modified organism is to be transported;

(d) The name and address of the place to which the modified organism or the object

53

made from the modified organism is to be transported;

Upon receipt of any application to transport any modified organism or an object that
has been made of a modified organism the Authority shall verify that the place to
which the consignment is to be transported is appropriate for contained use, and
may refuse or give with or without conditions an advance informed agreement for

the intended transportation and shall notify the competent licensing agency through

a copy.

5.4 Any route for the consignment should, where practicable, be planned carefully to

5.5

minimize risks to human and animal health and the environment.

If any requirement or condition contained in an advance informed agreement is not
strictly complied with, the competent licensing agency may order the immediate
cessation of the transportation of the modified organism or the object made of a

modified organism.
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5.6 Within seven days of issuing any permit following the advanced informed
agreement given by the Authority, the competent licensing agency shall inform the
Authority, which shall lodge a copy of the advance informed agreement in the

National Biosafety Clearing House.

5.7 The competent licensing agency shall carry out inspection of drivers and vehicles to
ensure compliance with permit conditionalities and for this purpose is empowered

to execute spot checks.

5.8 The driver who is to transport modified organisms or objects made of modified
organisms, upon receiving the document specified in Article 5.3, shall inspect the
load and documentation to ensure that the consignment complies with the

description contained in the documentation.

5.9 Any consignment containing modified organisms or objects made of modified
organisms being transported over land must be secured with load restraint to

prevent movement of the load during travel.

5.10 In the event of any spill or other accident during the transportation of the modified
organism or object made of the modified organism over land, it shall be the

responsibility of the driver to:

(a) Secure the area around the vehicle and the spill;

(b) Determine whether emergency services are to be called;

(c) Assess the situation and react in an appropriate manner;

(d) Immediately notify the consigner, the consignee and the competent licensing

agency and the Authority of the nature of the spill or accident.
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5. Documents accompanying the transport of modified organisms

All modified organisms or objects made of modified organisms that are moved from
one place to another, imported, or exported shall be accompanied by an advance
informed agreement issued by the Authority, which shall, at all times, be available for

inspection by any authorized person or by an inspector.

6.2 The advance informed agreement shall, as a minimum, contain the following

particulars:

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

(b) Scientific and common names of the modified organism and its

transformation event;
(c) The number and type of packages and the total quantity;

(d) Additional handling information, including emergency measures and any
other information necessary to ensure that the consignment will be
segregated correctly and to indicate additional precautions that must be

taken;

(e) The addresses of the consignor and consignee, contact telephone numbers,

and e-mails;

(f) A load plan, showing where the modified organism is located in the aircraft

or vehicle, which must be singed by the person loading the goods;

(g) An emergency procedure guide providing emergency procedures that are to

be employed in the event of any unintentional release or any other accident.
6. Effective Date
This directive shall enter into force as of the day of 200 .

Done at Addis Ababa, this day of 200

Chairperson of the Environmental Council
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