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Directive Nofy. 320 18

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):

1. 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 Organisrh

1/

2

3/

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 shail register the personnel trained to
undertake the transport.




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




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

L

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.




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;




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 (é[ @]...day of 2018
Done at Addis Ababa, this (4 day of -F&4-/2018

Dr. Gemedo Dalle

MINISTER OF MINSTRY OF ENVIRONMEN
CLIMATE CHANGE




