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DIRECTIVE No. ONE

DIRECTIVE ISSUED TO DETERMINE THE CONTENTS OF APPLICATIONS

FOR UNDERTAKING TRANSACTIONS INVOLVING MODIFIED ORGANISMS

WHEREAS it is important to determine the major contents of applications for
transactions involving modified organisms to bring about consistency within Ethiopia and

harmonization internationally,

WHEREAS, the Environmental Council has agreed upon the information needed to be

included in every application;

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. 01/ 2009 issued to determine the contents

of applications for undertaking transactions involving modified organisms.”
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2. 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 transaction.

Any of the following provisions that is written in the singular shall also apply to the

plural as the case may be.

4. General information
a) Name and address of applicant

b) Information on personnel and training; 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.

¢) A statement specifying whether the transaction is an intended release or contained use

as defined in Articles 4.8 or 4.9 of Directive No.3.
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5. Information on to the modified organism

5.1 Characteristics of the parental organisms

a) scientific name, and when available also common name, of the donor of the

transgene.

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

of the transgene.

c¢) scientific names, and when available also common names, of all species that are
related to any of the organisms from which any of the transgenes in the expression
cassette have been taken, or if the chemical that affects trait expression has been
inserted in situ, scientific names, and when available also common names, of
species that are related to the modified organism and that occur or are likely to

occur in the area where it is to be used.

5.2 Characteristics of nucleic acids or other molecules that affect trait expression

a) Whether the nucleic acid or other chemical that has affected trait expression is

natural or synthetic.

b) Chemical structure.

c¢) Description of the trait that it expresses.

d) Scientific name and, when available other names, of organisms from which the
molecule has been taken, or if modified in situ, scientific name, and when

available, other names of the modified organism.

e) Phenotypic and genetic markers.
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f) Degree of relatedness between transgene donor and recipient (between parental)
organisms; or if synthetic, species that naturally have the most similar trait affecting

molecule.

g) Description of identification and detection techniques.

h) Sensitivity, reliability (in quantitative terms) and specificity of the techniques.

1) Description of the geographic distribution and of the natural habitats of the
parental organisms, or if synthetic, of the species with the most similar trait
affecting chemical; their predators, preys, parasites, competitors, symbionts and

hosts.
j) Potential for nucleic acids or other chemicals involved in trait expression being
transferred to, or exchanged with, other organisms.

k) Verification of the stability of the nucleic acids and other chemicals involved in
trait expression and factors affecting their stability, taking into account the
relevance of laboratory experiments to the ecological conditions under which the

modified organism is to live or to be used.

1) Factors (inter alia chemical, biological, climatic) influencing the functional levels of
the nucleic acid and any other chemical that affects trait expression, and how the

functional level changes.
5.3 Characteristics of the vector
a) Nature and source of the vector

b) Sequence of transposon, other vector and other non-coding genetic segments used to
construct the expression cassette and to introduce it into the recepient organism to

produce the modified organism.
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¢) Frequency of mobilization of the vector when inserted into the rcepient organism and
transfer capabilities of genes or other trait affecting chemicals from the recipient

organism to other organisms and methods of determination of the mobilization and

the transfer.

5.4 Characteristics of the modified organism

(a) Information relating to the modification:
1) Methods used for the modification
2) Methods used to construct and introduce the inserts into the recipient organism or

into any nucleic acid or protien sequence or other chemical; or used to change the

chemical composition of any nucleic acid or other chemical that affects trait

expression.
3) Description of each expression cassette, including the vector.
4) Purity of the inserted expression cassette from any unknown biochemicals.

5) Number of intact vectors and truncated vectors. Sequence, functional identity and
location of the altered or inserted or deleted nucleic acid or protien segments with

particular reference to any known harmful sequence.

6) Sequence and methylation pattern of the recipient nucleic acid as far as 100 kbp

up and down stream from all nucleic acid inserts
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(b) Information on the modified organism
1) Scientific and common names and transformation event.

2) Description of phenotypic characteristics and in particular any new traits and

characteristics which may be expressed or no longer expressed.

3) Structure and amount of any vector and donor nucleic acid or other trait affecting

chemical remaining in the modified organism.
4) Stability of the traits.

5) Expression of the introduced new genetic material or other chemical that affects

trait expression and methods and sensitivity of measurement.
6) Function of the expressed protein.

7) Expression levels of the recipient's genes situated as far as 100 kbp up and down

stream from all nucleic acid inserts or chemical changes.

8) Sensitivity, reliability (in quantitative terms) and specificity of detection and

identification techniques of the modified organism.
9) History of previous releases or uses of the modified organism.

10) Risks to human or animal health, biological diversity, the environment, socio-
econmic conditions, ethical values or cultural norms of local communities or the

economic condition of the country.

11) Generation time in natural ecosystems, sexual and asexual reproductive cycles.
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12) Information on survival, including seasonality and the ability to form seeds,
spores, sclorotia and other survival structures.

13) 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.

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

15) Involvement in environmental processes: primary production, nutrient cycling,
decomposition of organic matter, respiration and other activities.

16) Risk of passing modification to other organisms.

(c) History of previous genetic modifications
5.5 Considerations of impacts on health

a) Toxic, allergenic, tetratogenic or hormone mimicking effects of the modified

organism on humans or animals.
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b) Comparison of the modified organism with the donor and recipient or unmodified
parental organisms regarding pathogenicity, allergencity, teratogencity or mimicking

hormones in humans or animals.
¢) Capacity for colonization.
d) If the organism is pathogenic, allergenic, teratogenic or hormone mimicking to a
humans or an animal which is immunocompetent, the following information is
required:

1) diseases or disability that may be 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

6. Information relating to the conditions of deliberate release and the receiving

environment

6.1 Information on the release
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a) Description of the proposed deliberate release, including the purpose and foreseen

outcome.
b) Planned dates and durations of the release.

¢) Size of the site.

d) Method to be used for the release.
e) Quantity of modified organism to be released.

f) Site preparation prior to release (type and method of cultivation, mining, irrigation,

or other activities).
g) Worker protection measures to be taken during the release.
h) Post-release treatment of the site.

i) Techniques foreseen for elimination or inactivation of the modified organism at

the end of the experiment or use.

j) Information on, and results of, previous releases of the modified organism

especially at different scales and in different ecosystems.

6.2 Information on the environment

Complete information should be given both on the site and on the wider environment of
the intended release. Note that in the case of modified organisms destined to be used as
food or feed or for processing, the environment of deliberate release includes the
transportation routes and the market places as well as all the catchments and downstream

areas.
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a)

b)

d)

€)

2

h)
i)

7

k)

Geographical location and grid reference of the site of release.

Physical and biological proximity to humans and other significant biota, including

protected areas.
Size of local population.

Economic activities of local populations which are based on the natural resources

of the area.
Distance to closest areas protected for drinking water or environmental purpose
Climatic characteristics of the area.

Geographical, geological and pedological characteristics of the site and of its

surroundings.
Flora and fauna, including crops, livestock and migratory species of the area.
Description of target and non-target ecosystems likely to be affected.

A comparison of the natural habitat of the recipient and modified organism with

the proposed site of release.

Planned developments or changes in land use in the area which could influence

the environmental impact of the release.

7. Information relating to the interactions between the modified organism

and the environment

7.1 Survival, multiplication, dispersal and trait expression

a)

Biological features which affect the survival, multiplication and dispersal of the

modified organism.

24



A, PAOP hPD. OLI° PHLovh ®LI° PANT PANCE hntT Th
TPE TICE P10 L9 Polmld  (hLOT avgeityT
a3 ey eolont AhN0PCP UBFPT (1407 @Y7
heCE AOSTPTE A28 04 F0L eA- (0T hae A& ovaAa

90517 PHLOPN (1L.4¢P AhAT (A OTANGE AT AA-T):

7.2 hahan, 2C €71.5C 1%t
UV AA®P WD N1 LUSA NAD: Po1a0 B eNG 9L T
A, ATL “NL1LPe NEATS oot AT A WL HATCAP
NJo (e a0 A4 NPT (AO P HheD. WKCET AL PLLT
PCICTG ADT he@. 0o LALLM N KL L-P H00T 19°1°77
. PAMCEL 10T Faed a3
1. tmy0 Adt A haor hfo. OFAL+OT 4005 hCH
OLIF  NA-T  NCIT  PhCT  OLYITE AAT WPPT
PHLOPAT  @OLYI°  PANT  PAMCE hNT+ Yh TPL TICTH
Pav 0 F G AT
2. had T MhAa ACot @hCE N9 F mPPT 0L A0
hPD. PHLOPAT ®LYI° PANT PAMCL hO-bT Th T1e T1CTF
av )t YL AT
o Nhm® Adt A ASC 0TLTA0 T PR e (AT
PO, ALITI POLTA  PATmMOP @LI° PO1LLAT PAVCEL

A@-p:

25



b) Known or predicted environmental conditions which may affect 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.
7.2 Interactions with the environment
a) Habitat types expected to be suitable for the modified organism.

b) 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.

1) Possibility for post-release transfer of genetic materials or other chemicals that
affect trait expression from the modified organism into organisms in ecosystems
of the release site and its catchment and downstream area.

2) Possibility for post-release transfer of genetic material or other trait affecting
chemical from organisms in the ecosystems to the modified organism.

d) Likelihood of post-release interaction leading to the expression of unexpected or

undesirable traits in the modified organism.
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e) Measures to be employed to ensure and to verify genetic stability. Description of

traits which may prevent the transfer of genetic materials or other trait affecting

chemicals. Methods to verify stability.

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

others.

g) Description of ecosystems to which the modified organism could be disseminated.

7.3 Potential environmental impacts

a)

b)

d)

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 intended 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.
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g) Known or predicted effects on population levels of competitors, preys, hosts,

symbionts, predators, parasites and pathogens.

h) Known or predicted involvement of the modified organism in biogeochemical

processes.

1) Other potentially significant interactions with the environment.

8. Information on monitoring, control, waste treatment and emergency response

plans

8.1 Monitoring techniques

a) Methods for tracing the modified organism and for monitoring its effects.

b) Specificity (to identify the modified organism and to distinguish it from the
donor, recipient or the related organisms), sensitivity and reliability of the

monitoring techniques.

¢) Techniques for detecting the transfer of the introduced transgene or chemically

changed gene or protien or other trait affecting chemical to other organisms.

d) Methods for detecting aberrant expression of traits and their causes.

8.2 Control of the release

a) Methods and procedures to avoid the spread of the modified organism beyond the

site of release or the designated area of use
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b) Methods and procedures to protect the site from intrusion by unauthorized

individuals.

¢) Methods and procedures to prevent other organisms from entering the site.

8.3 Waste treatment

a) Type of waste that will be generated.
b) Expected amount of waste.
¢) Possible risks.

d) Description of methods of treatment planned.

8.4 Emergency response plan

a) Methods and procedures for controlling the modified organism in case of

unexpected spread.

b) Methods for the decontamination of, or for the eradication of the modified

organism from the area.

¢) Methods for disposal or sanitation of plants, animals and soils that were exposed

during the unexpected spread.
d) Methods for the isolation of the area affected by the unexpected spread.

e) Plans for protecting human health and the environment in case of the occurrence

of an undesirable effect.

9. Additional information required in the case of notification for placing a
commodity consisting of a modified organism on the market and the obligation

that the applicant shall accept.
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9.1 The following additional information shall be provided in the application for
placing a commodity that is made of a modified organism or that has any part

taken from a modified organism on the market:

a) Name of the commodity, the scientific and common names and the transformation

event of the modified organism.
b) Names and addresses, including telephone numbers and e-mails, of the maker and
the distributor of the modified organism.

¢) Specification for accessing information on the modified organism in the Biosafety

Clearing House of the Protocol.
d) Type of expected use: food, feed or processing
e) Specific instructions for storage and handling

9.2 The following information shall be shown clearly in both Amharic and English
on each package containing the commodity, and the applicant shall undertake in

his application that this shall always be done

a) Names and Addresses

1. Name and address, including telephone number and e-mail, of sender of the

commodity.

2. Name and addresses, including telephone number and e-mail, of receiver of

the commodity.

b) The words "Contains modified organisms” shall be written on the label

whenever it is known that there are modified organisms in the commodity.

¢) When the commodity is a food item or any other consumer prooduct, the words

“Processed from modified organisms” shall be written on the label.
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d) A specification of the modified organisms shall also be written both in Amharic and

in English on the label.

1.

The scientific name.

The common name.

The transformation event.

The unique identifier, where available.

The expressed new trait.

Properties that arise from the new trait or from other related changes.

e) The words “Contains no modified organisms” may be written on the label in both

Ambharic and English when the product is known to have been processed from

products that do not contain any modified organisms.

10. Effective Date

This directive shall enter into force as of the---- day of 200....

Done at Addis Ababa, this ---- day of

Chairperson of the Environmental Council
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