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MEMORANDUM

1. The objcct of this Bill is to provide a regulatory framework that
faciliates the safe development and application of
biotcchnology; to designate a national focal point, and a
competent authority; to cstablish a national biosafety commitice
and institutional biosafety committees: to provide mechanism to
rcgulate rescarch. development and gencral release of
genetically modificd organisms and for related matters.

2. Biotechnology refers to any technique that uses living organisms
or substances from living organisms to makc or modify a
product, improve plant, animal breeds or micro-organisms for
specific purposes. Biosafely mcans the safe devclopment,
transfer, application and utilisation of biotechnology and its
products.

Biotechnology has been used in Uganda for many ycars by
several industries to process wine and becer, in the production of
cheese and yoghurt, leavening bread and extraction of cobait.
However, modern bioicchnology which involves the use of
genclic engineering techniques to transfer useful characteristics
like discasc resistance or tolerance to drought. devciopment of
medicines, improving the environment is relatively new yet its
use creates enormous opportunities for modernisation of
agriculture, protection of the environment, enhance public health
and industrialisation.
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At present there is no specific law regulating rescarch,
development and use of biotechnology in Uganda. Provisions
relating to biotechnology arc scattered in laws relating 1o scveral
sectors, like natural resources conscrvation and utilisation,
industrial deveclopment and environmental protection whose
administration and management is entrusted o various agencies
and departments of Government.

The Uganda National Council for Science and Technology
(UNCST) undcer the Uganda National Council for Science and
Technology Act, Chapter 209 of the Laws of Uganda currcatly
handles the rescarch aspects of modern biotechnology as part of
its mandate to regulate research. The existing laws do not
explicitly and exhaustively cover issucs relating te regulation of
modern biotechnology and mechanisms for safe use of
biotechnology. Yet enforcement of safe application of modern
biotechnology constitutcs a core component of a credible
national scicnce and technotogy led cconomic development and
transformation.

In addition, in 1993 Uganda ratified the Convention on
Biological Diversity (CBD) and subsequently the Cariagena
Protocol on Biosafety (CPB) in November 2001 which is the
first legally binding international instrument with extensive
provisions on the obligations of States on issues of Genctically
Modificd Organisms (GMOs). Article 2 of the CPB requires
Uganda to take nccessary and appropriate legal, administrative
and other mcasures to implement its obligations under the
Protocol.

The Bill therefore secks to designate and establish institutions
that shall regulate and promote the safe development and use of
biotechnology in Uganda in order to cxploit and promote the usc
of science and biotechnology in modernising agriculture,
protection of the environment. enhancing public health and
industrialisation,



PROVISIONS OF THE BILL
The Bill has VIII Parts and 4 Schedules.

PART 1 -PRELIMINARY

Clauses 1- 3 deal with the preliminary matters of the Bill. Clause
1 applics the provisions of the Bill to research and gencral
rclcasc of Genetically Modificd Organisms. Clause 2 provides
for the general and specific objectives of the Bill while clause 3
attaches specific definitions to the terms uscd in the Bill. The
Biil defincs a Genetically Modified Organism as an organism, oy
a product consisting of or including an organism, where any of
the genes or other genctic material in the organism—

(a) have been modified by mecans of modern biotechnologics:
or

(b} arc inherited or otherwisc derived, through any number of
repheations, from genes or other genetic material which
were modified.

PART Il - INSTITUTIONAL FRAMEWORK

Part 11 deals with the institutions which the Bill proposes shouid
bc designated or established, (Clauses 4-14). Under the
Cartagena Protocol Uganda 1s required 1o designate a National
Focal Point to operatc as a link between Uganda and the
Secretariat for the Convention on Biological Diversity and the
Protocol. Clause 4 proposes to designate the Ministry
respensible for the environment as the National Focal Point on
mallers of biotechnelogy and biosafety.

Clausc 6 designates the Uganda National Council for Science and
Technology as the Competent Authority for biotechnology and
biosafety. This is also in fulfillment of Uganda’s obligations under
the Cartagena Protocol on Biosafety. The Bill proposcs to give
UNCST specific functions relating to regulating the development
and usc of biotechnology including approving research,
development and use of GMOs. ensuring safety of biotechnology 10
human healih and the environment during development, lesting and
usc of GMOs, promoting public awarcness of biotechnology and
biosafcty activitics and research, (Clausc 7).
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10.

Duc 1o the cross-cutting multi-sceioral nature of biotcchnology.
the Bill requires the UNCST to cooperate with other agencics
and departments of Government in carrying out its functions.
Under clause 8. the Bill proposcs that thc UNCST should
cooperate with the Ministries responsible for agriculture, health,
environment, trade, labour and social development, information
and communications technology and other relevant agencies in
the implementation of the provisions of the Bill.

Clausc 9 entrenches the National Biosafety Commitice in the
law, as a multi-sectoral committee of technical persons 1o assist
the Uganda National Council for Science and Technology to
deal with the technical aspects of biotechnology and biosafcty.

The Bill proposcs that every institution conducting rescarch in
Uganda should establish a biosafety commitice to process
approvals for the initial research and to assist UNCST to
supervise the day-to-day research activitics at that institution,

PART III- RESEARCH AND GENERAL RELEASE OF A GMO
This Part deals with approval for research or general reicase of a
GMO. Clauses 15 - 24 dcal with the procedures for applying for
approval from the institutional biosafety committee and Uganda
National Council for Science and Technology and the review of
applications by the technical persons in the National Biosafcty
Committee. Clause 25 provides for expedited review of
applications in specific circumstanccs to address emergencics or
1n situations where the applications have been considered by the
Conference of Partics serving as the mecting of Parties to the
Cartagena Protocol on Biosafety, which is the ciearing house for
biotechnology applications internationally,

PART 1v- RISK AND SAFETY ASSESSMENT AND
MANAGLEMENT

Clausc 29 cmphasises safety in using biotcchnology by
providing for measures to be taken to minimisc or avoid risk to
human health and the environment arising from aclual or
potential contact with a GMO.



11.

12.

13.

14.

Article 17 of the Cartagena Protocol on Biosafcty requires
Uganda to provide for cmergency mcasures to deal with
unintentional release of a GMO. Clause 30 gives cffect 1o that
obligation by requiring every application for research or generat
rclease to contain an emergency plan complete with safety
measures to cater for circumstances where a GMO s released
unintentionally to the environment.,

PART V - RESTORATION AND CESSATION ORDER

In order to protect the environment from damage arising {rom
biotcchnology, this Part enjoins the UNCST with power to issue
orders to persons who in the process of conducting
biotechnology activitics, occasion damage 1o the environment,
to restore the environment to the state it was in before the
damagc.

PART VI- INVESTIGATION AND INSPECTION

Clauses 33 - 36 give power to Uganda National Council for
Science and Technology to investigate matters relating to GMO
activitics for purposcs of cnsuring compliance with the safety
procedurcs and other provisions of the law and to require a
person to remedy any breach in compliance.

PART VII- OFFENCES AND PENALTIES
Clauses 37 and 38 provide for the offences and attach penaltics
in respect of each offence.

PART VIII- MISCELLLANEOUS PROVISIONS

Clauses 39 - 43 provide for matters which are incidental to the
implementation and enforcement of the provisions of the Bill,
including appeals, protection of confidential business
information made available to officers and staff of UNCST, how
to trcat biotechnology approvals already granted by UNCST and
giving powcr to the Minister to make regulations in specificd
circumstances.

MARIA KIWANUKA,
Minister of Finance, Planning and Economic Development.
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A Bill for an Act
ENTITLED

THE NATIONAL BIOTECHNOLOGY AND BIOSAFETY
ACT, 2012

An Act to facilitate the safe development and application of
modern biotechnology; to designate a national focal point, and a
competent authority; to establish a national biosafety committee;
to provide for the establishment of institutional biosafety
committees; to provide mechanisms to regulate research,
development and general release of genetically modified
organisms and for related matters.

BE (1 ENACTED by Parliament as follows:
PART | —PRELIMINARY

1. Application.
(1) This Act applics to research and gencral release of a GMO.

(2) For the avoidance of doubt matters related to genetically
modificd drugs shall be dealt with under the National Drug Policy
and Authority Act.

2.  Objectives of the Act,
The objectives of this Act are—

3

Qe



Bill No. 18 National Biotechnology And Biosafety Bill 2012

(a) to facilitate the safe development and application of
biotechnology:

(b} to facilitate and promotc rescarch, development and usc of
modern biotechnology:

(c) to establish procedurcs for bio-cthical considerations in
biotechnology rescarch;

(d) 1o strengthen consumer protection and  public
understanding  of products and the benefits  of
biotechnology:

(e} to facilitalc safc usc of biotechnology to address national
development challenges in food security, healtheare,
biodiversity conservation and industrialisation;

(f) to build capacity in biotechnology rescarch, development
and innovation:

(g) to promotc technology transfer and bencfit-sharing in the
development and usce of modemn biotechnology; and

(h) to build strong institutional relationships among
biotechnology stakeholders.

3. Interpretation.
In this Act, unless the context otherwisc requires—

“advance informed agrecment” means the approval given by a
competent Authority for a GMO to cnter or pass through,
its tlerritory;

“biosafety” means the safc development, transfer, application
and utilisation of bjotcchnology and its products;

“biotcchnology™ means any technique that uses living organisms
or substances from living organisms to make or modify a
product, improve plant or animal breeds or micro-
organisms for specific purposcs:

“committec” means the National Biosafety Committee:
4
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“confidential business information” means information which
has cconomic valuc and the cconomic value is enhanced by
the information being sccret,

“confined field testing” mecans the ficld testing of a GMO in
which physical, biological or other measures arc enforced
in order to restrict experimental material and genes to the
tesling siic;

“contained testing” mcans the cxpcrimentation of a GMO
conducted in an encloscd facility including a glass house or
other restricted structure that effectively limit the contact of
the GMO with the environment;

“currcncy point” has the value assigned to it in Schedule 1

“‘emergency” means a situation which is urgent or unforesceabic
or which is not caused by dilatory conduct wherc—

(a) Uganda is scriously threatencd by or actually
confronted with disaster, catastrophe., war or an act of
God: or

(b) life or quality of life or the cnvironment may be
scriously compromised.

“environment” means the physical factors of the surroundings of
human beings. including land, water, atmosphere, climate,
sound. odour, taste, the biological factors of animals and
planis and the social factor of acsthetics and includes both
the natural and the built environment;

“genctically modificd organism or GMO™ means an organism,
or a product consisting of or including such organisms.
where any of the gencs or other genetic maierial in the
organism—

(a) have been modified by means of modern
biotechnologics; or

5 T
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(b) arc inherited or otherwisc derived. through any
number of replications. from genes or other genetic
material which were so modified;

“general release” means the deliberate introduction of a GMO
into the environment for the purpose of availing the GMO
to other persons or for public use;

“Minister” mecans thc minister responsible for sciencc and
technology:

“modern biotechnology™ means the application of—

(a) in vitro nucleic acid ticchnigues. including
rccombinant deoxyribonucleic acid (DNA) and dircct
injection of nucleic acid into cells or organelles;

(b) fusion of cells beyond the taxonomic family, that
overcome natural physiological reproductive or
rccombination barricrs and that are not icchniques
used in traditional breeding or selection.

PART [I—INSTITUTIONAL FRAMEWORK

National Focal Point

4. Designation of National Focal Point.

The Ministry responsible for the environment shall be the National
Focal Point for the purposes of the Cartagena Protocol on Biosafety
to the Convention on Biological Diversity.

5. Functions of the National Focal Point.
(1) The National Focal Point shall liaise with the Sccretariat of
the Convention on Biological Diversity.

(2) For the purposes of subscction (1) the National Focal Point
shall provide coordinated flow and exchange of information
between—
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(a) relevant ministrics, agencies, and departments on matters
concerning the transboundary movement of GMOs;

(b) Governments through formally approved diplomatic
channels; and

(c) the Sccretariat to the Convention on Biological Diversity
and other international organisalions, conccrning
biotechnology and biosafety.

(3) In the performance of its functions, the Nationat Focal Point
shall receive information from the Competent Authority regarding
biotcchnology and biosafeiy matters in Uganda.

Competent Authority

6. Designation of Competent Authority.

The Uganda National Council for Science and Technology is
designated as the Competent Authority for biotechnology and
biosalcty.

7. Functions of the Competent Authority.
(1} The functions of the Competent Authority are—

(a) to approve the development, testing and use of a GMO in
Uganda:

(b) to update and inform the National Focal Point on matters
rclating to biotechnology and biosafety;

(¢) 1o cnsurc safety of biotechnology to human health and the
environmeni during devclopment, testing and use of a
GMO;

(d) to consider necessary measurcs to avoid adverse cffects on
the environment, biological diversity, human health and on
socio-economic conditions arising from a GMO;

7
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(e)

()

(2)

(h)

(i)

()

(k)

)

(2)
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to establish and maintain a registry and databasc of
biotechnology and biosafcty activities;

to prescribe conditions, standards and procedurcs relating
to development. testing , transit and gencral reicase of a
GMO:

to advisc Government on matters of biotechnology and
biosafety:

to coordinate the roles of other icad agencics in relation to
handiing of a GMO;

to promotc awarcness and education concerning the
activitics regulated under this Act and to coordinate public
participation;

to build capacity in biosafety. and hiotechnology rescarch.
development and innovation:

to supervisc the activities of institutional biosafcty
committecs:

to carry out any other functions as may be incidemal for
cffective implementation of this Act.

In the performance of its functions under this Act the

Competent Authority may direct—

(a)

(b)

an mspector or any other person to destroy a GMO subjcct

_to procedures and conditions prescribed by the Minister by

Regulations;

any person to stop any activity involving the development,
testing or use of a GMO, wherce the provisions of this" Act
or the conditions of a permit have not been or arc not being
complied with.
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8. Cooperation with other agencics.

The Competent Autherity shall cooperate with other government
ministrics, departments and agencics in the implementation of this
Act.

National Biosafety Commitiee

9. Establishment of National Biosafcty Committee.
(1) There is established a National Biosafcty Committee.

(2) The National Bicsafety Committee shall consist of the
following members—

(a) onc person with at lcast ten years expericnce n plant or
animal breeding, genetics, biotechnology or biosafety who
shall be the chairperson;

(b) a rcpresentative of the ministry responsible {or crop
protection with experience and knowledge in phytosanitary
matters;

(c) arepresentative of the ministry responsible for health with
knowledge and experience in public health;

(d) arcpresentative of the ministry responsible for the environmem
with expericnce and knowledge in biodiversity or ecology;

(c) a representative of the civil society organisations involved
in biotechnology and biosafety;

(f) a person with at least ten years experience in sociclogy;

(g) a representative of the Uganda National Bureau of
Standards with expericnce and knowledge in GMO
standards; : '

(h) a representative of the ministry responsible for justice;

(i) arepresentative of the private scctor:

9
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(i) a rcpresentative of the academia or institutions conducting
research with knowledge and experience in plant or animal
breeding. genetics.  entomology. botany, ccology,
biotcchnology or biosafety:

(k) a rcpresentative of farmers nominated by a rccognised
farmers umbrella association.

(3) The chairperson and members of the eommitice shall be
appoinied by the Minister on the recommendation of the Competent
Authority.

{4) The Minister shall while appointing the members of the
committce ascertain that therc is gender balance on the commitice.

(5) A member of the committce shall hold office for five years
and shall be eligible for reappointment cnly once.

(6) A mcmber of the committee may resign from office
writing o the Minister or may be removed from office by the
Minister where—

(a) the member has becen absent from five consccutive
meetings of the committee without the permission of the
chairperson:

(b) the Minister is satisfied that, the member is unable to
discharge the functions of the officc due to—

(1) infirmity of the body or mind: or
(ii) for misconduct, or misbehaviour,

(7) Where a member of the commitiec has resigned or been
removed from office. the Minister shall appoint another person.

(8) The members of the committce shall be paid allowances
determined by the Minister on the recommendation of the Competent
Authority.

10
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10. Functions of the commitiee.
The functions of the commitice are—

(a)

(b

(c)

(d)

(c)

(H

(g)

(h)

to review. and make rccommendations on applications
received by the Competent Authority;

to advisc the Competent Authortty on commenis rcecived
from the public on biotechnology and biosafety;

to rccommend to the Competent Authority the amount of
fees for processing applications;

to reccommend to the Compelent Authorily mitigation
mcasurcs to be undertaken in case of an accident or any
other issues related to biosafety;

to advisc the Competent Authority on the implementation
of this Act;

to make rccommendations to the Competent Authority on
procedures and conduct for risk and safcly assessment;

to recommend to the Competent Authority new scientific
information in respect of biotechnology and biosafety;

to perform any other function assigned to the commitice by
the Competent Authority.

11. Business of the committee.
‘The National Biosafety Committee shall conduct its business in
accordance with Schedule 2.

Registrar of biotechnology and biosafety

12. Recgistrar of biotechnology and biosafety.

(1) The Competent Authority shall by notice in the Gazcetie,
designate an officer not below the rank of assistant excecutive
sceretary as the registrar of biotechnology and biosafety.

11
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(2) A person shall not be designated as registrar unless that
person has knowledge and experience in biotechnology and biosafcty.

(3) The Competent Authority shall appoint other persons to
assist the registrar 1o carry out his or her functions under this Act.

13. Functions of the registrar.
(1) The functions ol the registrar arc—

(1)

(b)

(c)

(d)
{c)

(f)

(g}

to receive and screen completeness of GMO applications
for submission to the commitice;

to keep and maintain the register of biotechnology and
biosafety activities:

to register all institutions engaged in biotechnology and
biosafety rescarch and ail matters that are required 10 be
registered under this Act:

to register approved institutional biosafety commiltecs:

to prepare and issuc certificates. permits and advance
informed agreements alter approval by the Competent
Authority:

to inspect and monitor any person or activity, permitied,
authorised or approved by the Competent Authority and
make rccommendations 1o the committec:

to scrve notices upon any person to destroy. stop or remove
a GMO or any activity related to a GMO or to comply with
this Act as directed by the Competent Authority.

(2) The registrar shall in addition to his or her dutics specificd
under this Act be the secretary to the committee.

(3) In the performarnce of his or her unctions under subscction
(1). the registrar shall cooperate with other agencics. departments and
ministrics of govermment.

12
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Institutional biosafety committees

14. Institutional biosafety committee,
(1) Every institution registered under this Act shall establish an
institutional biosafely commitiece,

(2) An institutional biosafety committee shall consist of not icss
than five persons at icast threc of whom shall have expertisc in
biosafety.

(3) Two or morc institutions registered under this Act may
cstablish a joint institutional biosafety commitice.

(4 For purposcs of forming an institutional biosafcty
committee, a research institution registered under this Act may co-opt
a person with the relevant expertise.

{5) An instututional biosafety committee cstablished under this
sccton shall be approved by the Competent Authority.

{(6) The institutional biosafcty committee shall—

(a) approve laboratory experiments and contained testing;

(b} rcgularly review, monitor and supervisc laboratory
experiments, contained testing and confined testing;

{¢) makc rccommendations to the Competent Authority in
respect of applications for confined testing and general
releasc:

{d) cnsurc that research i1s conducted in accordance with this
Act, Regulations and guidelines issucd by the Competent
Authority.

(7} An institutional biosafety commuttee shall cvery six months,
or when requested by the Competent Authorily, in the prescribed
manner, make a report to the Competent Authority containing—

13
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(a) thc membership and competence of the institutional
biosafely commitice:

(b) rescarch approved by the institutional biosafcty commitice:

(c) activitics of the institutional biosafety commitice under
subsection (6):

(d) the biotechnology and biosafety capacity of the rescarch
institution  including the human resources  and
infrastructure.

PART [IT—R1SEARCH AND GENERAL RELEASE OF A GMO

15. Approval of rescarch and gencral release of a GMO.
A person shall not engage in rescarch or general relcase of a GMO
without approval under this Act.

16. Stages of rescarch.
(1) Rescarch involving a GMO shall be conducted in the
following stages—

(a) laboratory experiment; and
(b) testing.
(2) Testing shall be done at the following levels—
(a) conlained or greenhouse testing:
(b} conflined Mcld testing: and
(c) testing for full safety and risk asscssment.
17. Approval for each stage of rescarch.

A person shall before cngaging in any stage ol rescarch obtain
approval as follows—

(a) for laboratory experiment, from the institutional biosalety
commitlee:

14
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(b} for testing—

(1) 1 the casc of contained experiments or green house
testing. from the institutional biosafcty committce:

(1) in the casc of confined ficld testing, from the
Competent Authority;

(111) in the casc of a full safety and risk asscssment, from
the Competent Authority.

18. Approval of export, import or transit of a GMO,
{1) A person shall not export. import or transit a GMO without
the approval of the Competent Authority.

(2) A person who contravenes this section commits an offence
and 1s tiable on conviction to a {ine not excecdmg one hundred and
lwenty currcncy points or imprisonment not exceeding [ive years or
both.

(3) For the purposcs of this scction, transit means the movement
of a GMO through Uganda from the territorial jurisdiction of onc
country to another.

Procedure for approving research, import. export, transit or general
release

19. Laboratory experiment.

(1) A person who wishes to engage in a GMO laboratory
experiment shall before commencing the research. notify the
institutional biosafety committce of the rescarch institution to which
that person is attached.

(2) The notification shall be in Form 1 in Schedule 3 and shall
be accompanicd by the prescribed fec.

15

O’.lz



Bill No. 18 National Biotechnology And Bivsafety Bill 2012

(3) Subject 1o subscction (4), the institutional biosalcty
commitice shall within twenty one working days respond to the
person who notified the institutional biosafcly commitice under
subsection (1), informing the person whether to procced or not
procced with the experiment.

(4) The institutional biosafety committee shall within scven days
after receipt of the notification under subscction (1) notfy the
Competent Authority of the application.

(5) The Compctent Authority may within scven days alter
receipt of the notice in subscction (4) give directions to the
institutional biosalcty committee regarding the notilication [or
rescarch.

(6) Where the institutional comntitice informs the person not to
proceed with the experiment, the institutional biosafety committce
shall indicate the reasons for the decision.

{(7) Where the institutional biosafety commitice docs not respond
to the person within the time specified in subscction (3), the
institutional biosafety committee shall be taken to have approved the
cxperiment.

20. Application for approval to conduct contained testing of a
GMO.
(1) An applicaion for approval to conduct a contained
cxperiment or greenhouse testing of a GMO shatl be made to the
institutional brosafely committee in Form 1 in Schedule 3,

(2) The application shall be accompanied by the prescribed fees
and shail contain—

(a) the name and address of the apphcant:

16
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(b}

(c)

()
(c)

)

(g)

(h)

()

a dctailed description of the laboratory cxperiment
conducted on the GMO in respect of which the applicant is
sccking approval for the contained or greenhouse testing:

the location where contained or greenhouse testing
activitics shall be undertaken;

the nature and identity of the GMOs to be involved;

the nature and purpose of the contained or greenhouse testing
activity including storing, (ransporting. management,
disposing or using thc GMOs in any other way;

a description of the containment measurcs to be provided
and the suitability of those measures for the GMOs and
activitics to be undertaken;

a description of any potential risk associated with the
GMOs or the activity to be undertaken:

a description of remedial measures to be undertaken in the
cvent of any accident;

a declaration by the applicant that the information
contained in the application is correct.

(3) Subject to subsection (4), the institutional biosafcty
commitice shall review the application and respond to the applicant
within twenty cight working days.

(4) The institutional biosafety committee shall within seven days
after receipt of the application under subscction (1) notify the
Competent Authority of the application.

(5) The Competent Authority may within seven days afier
receipt of the notice in subsection (4) give directions 10 the
institutional biosafety committee regarding the application.

17

al



Bill No. 18 Nuational Biotechnology And Biosafety Bill 2012

(6) Where the institutional biosafety comumittee informs the
applicant not to proceed with the testing activity, the committce shall
indicate the rcasons for the decision.

(7) Where the institutional biosafcty committee docs not respond
to the applicant within the time specified in subsection (3), the
committee shall be taken to have approved the contained iesting.

21. Application for approval to conduct confined ficld testing of
a GMO.
(1) An application for approval to conduct confined ficld testing
ol a GMO shall be made to the Competent Authorily through the
institutional biosafcty commitice in Form 2 in Schedule 3.

(2) The application shall be accompanicd by the prescribed [ees
and shall contain—

(a) thc name and address of the applicant:

(b} a dctailed description of the contained or greenhousc
testing conducted on the GMO in respeet of which the
applicant 1s sceking approval:

(c) the proposed location for the confined ficld testing
activities:

{d) the nature and identity of genctically modified organisms
mvolved in the testing:

(¢) the nature und purposc of the confined ficld testing
activitics including storing. transporting. producing,
processing, disposing or using the genetically modificd
organisms in any other way;

() a deseription of the confinecment measures to be provided
and the suitability of (hose measurcs for (he genetically
modified organisms and activities to be undertaken:

(g) @ description of any potential risks associated with the
genctically modified organisms or the activitics 1o be
undertaken;

18



Bill No. 18 National Biotechnology And Biosafety Bill . 2012
(h) a description of remedial measures 10 be underiaken in the
cvent of any accident;

(i) a declaration by the applicant that the information
contained in the application is correct;

(1) arccommendation by the institutional biosafety commitice.
(3) The National Biosafety Committee shall, when reviewing the

application. satisfy itsclf of availability and suitability of the
proposcd facility for the safe conduct of the confined field testing.

22. Application for approval for general release of a GMO.
(1} An application for approval of gencral relcase of a GMO
shall be madc to the Competent Authority in Form 3 in Schedule 3.

(2) The application shall be accompanicad by the prescribed fees
and shall contain—

(a) the name and address of the applicant;
(b) the name and identity of the GMO:
(c) thc iniended date of the gencral releasc;

{d) thec taxonomic status, common name, point of colicction or
acquisition and characteristic of the recipicnt organism or
parcntal organism related to biosafety;

() the centre of origin and centre of genctic diversity of the
recipicnt organism. the parental organism, and the
description of the habitat where the organism may persist;

(f) the taxonomic status, common name, point of collection or
acquisition and characteristics of the modification
introduced, the technique used and the resulting
characteristics of the GMO:

(g) the intended use of the GMO;

(h) thc suggested method for the safc handling, storage,
transport and usc of the GMO.
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(3) The Competent Authority shall within fouricen days alter
receipt of the application—

(a) scnd to all ministrics and agencics of Government with
functions relevant to the application; and

(b) publish in the Gazette and the official website of the
Competent Authority,

a notice in the prescribed form of the application for general release.

(4) A ministry or agency of Government to which a notice is sent
under subscction (3) or any other person may, within thirty days from
the receipt of the notice or date of publication of the notice, make any

representations to the Competent Authority in respect of the
application,

23. Application for import, transit or export of a GMQ.

(1) An application for import, export or transit of a GMO shall
be in Form 4 m Schedule 3 and shall staic the purposc of the import,
CXport or (ransit.

(2) The application shall, in the cas¢ of—

(a) transit. state the destination country and describe the
method for safe transportation of the GMO:

(b) importation, bc accompanicd by an advance informed
agreement, and state—

(1) the country of origin;

(ii) the namc of the exporter if diffcrent from that of the
applicant; and

(i) any approvals of the GMO {rom the country of origin
and any other country.

{¢) cxportation. statc the destination country.
20
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24. Revicew of applications by National Biosafety Committee.

(1) The Competent Authority shall upon reccipt of an
application for confined testing, gencral release, export, import or
ransit of a GMO, rcfer the application to the National Biosafety
Commitice.

(2) The National Biosafety Committee shall review the
application and make a recommendation to the Competent Authority,
in the case of an application for—

(a) confined testing, within ninety working days;

(h) general release, within two hundred and seventy working
days;

(c) export, import or transit, within twenty cight working days.

(3) The Competent Authority shall within ten working days after
receipt of the recommendation from the National Biosafcty
Committee. notify the applicant of its decision.

{4) Where the Competent Authority informs the applicant not to
proceed with the testing activity, the Competent Authority shall
indicatc the rcasons for the decision.

25. Expedited review of applications.
‘The Competent Authority may cxpedite the review of an application
for rescarch or general release of a GMO where—

(a) acompeicnt authoritly of another country or established at a
rcgional lcvel by multiple countries has previously
approved rescarch or general relcase of the GMO in
comparable ccosystems:

(b) acompctent authority of another country or cstablished at a
regional level by multiple countrics has previously
established that the rescarch or general release of a GMO
poscs minimal risk 1o human health or the environment;
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(¢) the Conference of Partics serving as the meeting of Parties
to the Cartagena Protocol on Biosafctly has exempted the
GMOQ from the advance informed agreement procedures;

(d) the Competent Authority is satisficd ihat there 1s an
CINCrgency:

(¢) the application has previously been considered by the
Competent Authority.

26. Conditional approval.
The Competent Authority may approve rescarch or general release of
a GMO subject tlo—

(a) 1mposing mecasurcs, to manage and control adverse cffccts
on the cnvironment, biological diversity, human hcalh and
on the socip-cconomic conditions arising from a GMQ:

(b) subjecting the GMO to a specified period of obscrvation
commensurate with its life-cycle or generation time., at the
cost of the applicant. before it is put to its intended usc; or

{(c) specifying mecasures to be undertaken by the applicant to
minimisc risk.

27. Suspension or revocation of approval.

(1) The Competent Authority may suspend or revoke approval
given under this Act where the person contravencs the conditions of
the approval, or the provisions of this Act,

(2) The Competent Authority shall, before suspending or
revoking any approval, give notice in the prescribed manner.
specifying the rcasons for the revocation or suspension, to the person
upon whom the suspension or revocation relates.

(3) The Competent Authority shall invite the person against
whom an order is intended to be issued under this section 1o give
rcasons. within scven days, why the approval should not be
suspended or revoked.
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(4) Where the Competent Authority issucs a suspension or
revocation, it shall publish the suspension or revocation in the Gazette
and in at lcast onc newspaper with nationwide circulation.

28. Order to stop GMO activitics.

The Competent Authority or a person authorised by the Competent
Authority may order a person to stop rescarch, general release or any
other activity involving a GMO where—

(a) human or cnvironmental safety is compromised;

(b) a person is conducting a GMO activity without or beyond
approval; or

{c) additional scicntific or technical information relating to the
adverse effect of the GMO activity has become available.

PART IV—RISK AND SAFETY ASSESSMENT AN MANAGEMENT

29. Risk and safety assessment.

(1) Livery applicant shall carry out an asscssment of any risk
associated with a GMO and submit a risk and safcty asscssment
rcport in the case of—

(a) laboratory rescarch and contained lesting, 1o the
institutional biosafety commitice:

(b) gcneral rcleasc and confined testing. to the Competent
Authority.

(2) The institutional biosafety commitiec or the Competent
Authority shall cvaluate the risk associated with the GMO in
accordance with the preseribed safety standards.

(3) The institutional biosafety committee or the Competent
Authority shall not approve an application, where the cvaluation
shows that the risk cannot be avoided or mitigated.
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(4) The risk and safcty assessment shall be carried out 1n
accordance with Schedule 4.

30. Unintentional release and emergency measures.

(1} An institutional biosafcty comunittee or the National
Biosafety Committee shall before recommending an application for
approval for rescarch or general release ensure that the application
contaims—

(a} an emergency plan which includes imformation on salety
measures and procedures to be adopted in the casc of any
unintentional releasc: and

(b) mcchanisms through which the information shall be made
available to the persons likely to be affected by the
unintentional release.

(2) Where there is unintentional release of a GMO, the applicant
or person to whom approval was given shall within twenty four hours
inform the Competent Authority about the unintentional relcasc
providing the following information—

(a) the circumstances of the accident:
(b) the identity and quantity of GMO rcleased unintentionally;

(c) anyavailable information about the possible adverse effects
on the conscrvation and sustainable usc of biological
diversity, taking also into account risks to human health;
and

(d) thc mitigation measures taken.

(3) The Competent Authority shall take appropriate mecasures (o
mitigate the risk arising out of the unintentional relcase.

PART V—RESTORATION ORDERS

31. Restoration order.
(1) The Competent Authorily may issuc a restoration order—
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(a) wherc a person conducts an activity relating to a GMO

without or beyond the approval of the Compectent
Authorily;

(b) in thec case of damage caused by the unintentional relcasc of
a GMO attributable (o that person;

(c) where the Competent Authority has issucd an order to the
person to stop rescarch or gencral release of a GMO;

(d) in any other case where the activity of a person has causcd
damage.

(2) A restoration order issucd under subscction (1)—

{a) shall direct the person 1o whom it is addressed to restore the
conditions as necar as they may be to the state in which they
were before the release of the GMO;

(b) may levy a charge on the person on whom it is scrved
which, in thc opinion of thc Compctent Authority,
represents a reasonable estimate of the cost of any action
taken by an authorised person to restore the cnvironment (o
the state in which it was before the release of the GMO.

32. Contents of restoration order.
The Competent Authority shall specify in the restoration order—

(a) the activity to which the order relates:
(b) the person 1o whom the order is addressed;

(c) the action which should be taken to remedy the damage and
the time, being not more than thirty days or such further
period as may be prescribed in the order, within which the
action shall be taken; and

(d) the penalty which may be imposed if the action specified is
not taken.
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PART VI—INVESTIGATION AND INSPECTION.

33. Investigation of complaints.

‘The Compelent Authority may invesligate any matter within its
functions under this Act which relates 10 rescarch or general release
of a GMO.

34. Appointment of inspectors.

(1) The Competent Authority may by notice in the Gazette
appoint inspectors for the purposes of ensuring compliance with this
Act and the directives of the Competent Authority.

(2) An inspector shall, when exercising powers under this Act,
producc thc instrument of appointment and identification when
required to do so by any person,

35. Powers of an inspector.

(1) Subject to subscction (2), an inspeetor may enter and inspeet
at any rcasonable time, a place owned by or under the control of a
person conducting rescarch or gencral release of a GMO—

(a) inwhich the inspector belicves on reasonable grounds to be
any document, information or article rclevant 1o the
enforcement of this Act and examine the document.
information or article or remove it {or examination or
reproduction;

(by where the Competent Authority is satisficd that the level
and magnitude of activitics conducted in a facility might
adversely affect the environmenlt and human health.

(2) An inspcctor may scize. quarantine or otherwise stop the sale
of @ GMO that was rclcased or imported in viclation of this Act.

(3) The inspector shall sign for any information, document,
article or equipment removed by the inspector under this section and
shall leave a copy of the signed record with the person  conducting
rescarch or general releasc.
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(4) Where a place referred to under subsection (1) is a dwelling
house. an inspector shall not cnter that dwelling house without the
conscnt of the occupant, unless—

(a) under the authority of a warrant issucd by a court;

(b) by rcason of exigent circumstances, it would not be
practical for the inspcctor to obtain a warrant.

(5) For the purposes of subscction (4) (b). “cxigent
circumstances” means circumstances in which the delay arising from
obtaining a warrant would result in danger to human life or safety.

36. Direction to remedy breach.

Where as a result of an investigation the Competent Authority is
satisficd that a person has breached a condition of the approval or ait
obligation under this Act. it may direct that person in writing to
remedy the breach or issuc a restoration order under section 31,

ParT VII—OFFENCES AND PENALTIES

37. Offences and penalties.
Any person who—

(a) engages in research or makes general relcase of a GMO
without approval commits an offence and is liable on
conviction to a fine not exceeding onc hundred and twenty
currency points or imprisonment not cxceeding five years
or both;

(b) fails to disclose any information as required by this Act
commits an offence and is liable on conviction to a fine not
exceeding forty eight currency points or imprisonment nol
exceeding twenty four months or both;

(c) furnishes faisc information commits an offence and is liablc
on conviction to a fine not exceeding forty cight currency
points or imprisonment not exceeding twenty four months
or both;
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(d)

(c)

(f)

(g)

(h)

relcases or uses any confidential information for any
purpose not authorised under this Act commits an offence
and is liable on conviction to a fine not cxceeding fourty
cight currency points or imprisonment not cxcceding
twenty four months or both;

uses a GMO in a manner inconsistent with the approval
eranted under this Act commits an offence and is Table on
conviction to a fine not exceeding twenty four currency poinis
or imprisonment not exceeding twelve months or both:

uses a GMO to deliberately harm or injurc the environment
or human hcalth commits an offence and is liablc on
convictlion to a {ine not exceeding two hundred and forty
curiency points or imprisonment not cxceeding ten years or
both:

obstructs the Competent Authority or an officer of the
Competent Auvthority from the performance of their dutics
under this Act commits an offence and is liable on
conviction to a fine not exceeding twenty [our currency
points or imprisonment not cxceeding twelve months or
both:

negleets, refuses or fails to take emergency safely measures
in case of unintentional rcicase of a GMO commits an
offence and is liable on conviction to a [in¢ not excecding
one hundred and twenty currency points or imprisonment
not exceeding five ycars or both.

38. Oficnce by a body corporate.
Where an offence under section 37 is commiticd by a body
corporatc—

(a)

every director and officer of that body corporate shall also
be taken to have comnmutted that offence; and

where the body corporatc is a firm, cvery partner of that
firm shall also be taken 10 have committed that offence.
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unless he or she proves that the offence was committed without his or
knowledge or that he or she exercised due diligence to prevent the
commission of the offence.

Part VIII—MISCELLANEQOUS PROVISIONS

39. Protection of confidential business information.

(1) The Competent Authority and institutional biosafety
committce shall protect confidential business information submitted
by an applicant and shall not disclose confidential information except
with the written consent of the applicant.

(2} The Competent Authority shall—

(a) permit the appticant to identify information submitted that
is to be treated as confidential, with justification for claims
of confidentiality to be given upon request:

(b) inform the applicant if it decides that information identified
by the applicant as confidential does not qualify for the
treatment;

(¢) prior to any disclosure of information, inform the applicant
of its decision, providing reasons upon request, as well as
an opportunity to appeal the decision prior to disclosure:

(d} where an applicant withdraws an application or docs not get
approval, respect the confidentiality of the commercial and
industrial information, including research and development
information, as well as information on which the
Competent Authority and the applicant disagree as to its
confidentiality.

(3) For the purposes of this section (1) the following information
shall not be considered confidential—
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(a) name and address of the applicant:
(b) a summary description of the GMO and its purpose .

{(c) asummary of any risk and safety assessments: and
{d) mecthods and plans for cmergency responsc.

40. Protection from personal liability.

A member of the Council or staff, of the Competent Authority or a
person authorised by the Competent Authority shall not. be
personally Hable for any act or omission done bona fide in the
exccution of the functions, powers or duties ol the Competent
Authority, under this Act.

41. Appeals,

(1) A person aggrieved by the decision of an institutional
biosalety commniittee may within fourteen working days appeal to the
Competent Authority.

(2) A person aggricved by the decision of the Competent
Authority may appeal to thc Minister within twenty onc working
days.

42. ‘Transitional provisions.

Approval given by the Uganda National Council [or Science and
Technology for research or general relcase of a GMO before the
commencement of this Act shall be taken as given by the Competent
Authority under this Act.

43. Amendment of Schedules.
(1) The Minister may, with the approval of Cabinet, by statutory
instrument. amend Schedule 1.

(2) The Minister may on the recommendation of the Competent
Authority by statutory instrument amend Schedules 2, 3 and 4.
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44. Rcgulations.
(1) The Minister may. after consultation with the Competent

Authority, make regulations for the purposes of carrying into effect
the provisions of this Act.

(2) Without prejudice 1o subsection (1) the Minister may after
consultation with the Competent Authorily make regulations—

(a)

(b)

(c)

(d)

(c)

Q)]

(g)

()

prescribing procedures for rescarch nvolving genctically
modified organisms;

prescribing the procedures for general release of genetically
modified organisms into the environment;

for handling, transport, identification, and packaging of
genclically modificd organisms;

specifying the fees for applications and other services under
this Act,

specifying the safety levels and standards for safety of
GMOs:

establishing proccdures for bio-ethical considerations in
hiotcchnology rescarch:

prescribing penaltics in respect of any contravention of the
regulations not cxcecding a fine of forty ecight currency
points or imprisonment not exceceding twenty four months
or both: and

for the betier carrying into effect the provisions of this Act.
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SCHEDULE 1

section 3
CURRENCY POINT

One currency point is equivalent to twenty thousand shillings.
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SCHEDULE 2
Section 11

Conduct of business and affairs of the National Biosafely Committee

1. Meetings of the committee.

(1} The chairperson shall convene meetings of the National Biosafety
Committec at times and places as the committee may detcrmine, and the
committce shall meet for the discharge of business at least once every (hree
months.

(2) The chairperson may, at any time, convene a special meeting of the
commiltec and shall call a mecting within fourteen days. if requested to do
s0 in writing by at least four members of the commitice.

{3) Notice of a meeting of the committee shall be given in writing to
cach member at least seven working days before the day of the meeting.

(4) The chairperson shall preside over every meeting of the commitice
and in the absence of the chairperson. the members present shall appoint a
member from among themselves 1o preside at that meeting.

2. Quorum,
(1) The quorum for a mecting of the committee is scven members of
the committec.

(2) All decisions at a meeting of the commitice shall be by a majority
of the votes of the members present and voting, and in case of an cquality
of votcs, the person presiding at the meeting shal! have a casting vole in
addition to hiy or her deliberative votc.

3, Minutes of meetings.
(1) The registrar shall record and keep. minutes of ajl mectings of the
committee in a form approved by the committee,

(2) The minutes recorded under this paragraph shall be submitted 10
the National Biosafcty Committee for confirmation at its next meeting
following that to which the minutes relate and when so confirmed, shall be
signed by the chairperson. in the presence of the members present at the
laiter meeting,
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4, Power to co-op.

(1) The committee may invite any person who, in the epinion of the
committee, has expert knowledge concerning the functions of the
commitlee, to attend and take part in the proceedings of the commitiee.

(2) A person atlending a mecung of the committce under this
paragraph may take part in any discussion at the meeting on which his or
her advice is required but shall not have any right to vote at that mecting.

5. Validity of procecdings not affected by vacancy.

The validity of any proccedings of the committee shall not be affected by a
vacancy in its membership or by any defect in the appointment or
qualification of a member or by rcason that a person not entitled, took part
in its proceedings.

6. Disclosure of interest of members.

(1) A member of the commitice who is in any way directly or
indircctly intcrested in any maticr which fails to be considered by the
committee, shall disclose the nature of his or her interest at a mecting of the
commitice.

(2) A disclosure made under subparagraph (1) shall be recorded in the
minules of that meeting.

{3) A member who makes a disclosure under subparagraph (1) shall
noi—

(a) be present during any deliberation of the commitiee with respect
to that matier: or

(b) take part in any decision of the committee with respect to that
maltlcr.

(4) For purposes of determining whether there is a quorum, a member
withdrawing from a mceting or who is not taking part in a meeling under
subparagraph (3} shall be treated as being present.

7. Committec may regulate its procedure.
Subject to this Act. the committee may regulate its own procedure or any
other matter relating to its meetings,
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SCHEDULE 3
Section 20
FORMS
FORM 1
Notification of laboratory experiment involving GMOx /upplication for
approval 1o conduct contained testing of GMOs

The National Biotechnology and Biosafety Act, 2012
NOTIFICATION OF LABORATORY EXPERIMENT INVOLVING
GMOs / APPLICATION FOR APPROVAL TO CONDUCT
CONTAINED TESTING OF GMOs

PART A- PARTICULARS OF APPLICANT

1. T2 [ PO
2. Address
(a)  Physical.........l e e
(D) POSLAL o e
() ‘lelephone,......ooo Fax.. ...
() Email. s
PART B—PARTICULARS OF RESEARCI
3. Title of proposed research activity............ooon
Summary of proposed research activity. ...
5.  Calegorisation of data
a) Source of nucleic acid. . .o
b)  Specification of nucleic acid sequence.............o.o.ooieenet
C)  Vertor DOSU SYSIEIM .. .ot e
) RESIFCLION MAP. ..ot e e
e) Genetic manipulation procedures...........oovviiiiiins

o labnralary research involving GMOs, the applicant shall complete this form ax a potification form. Where
pernission 1a procecd with comiained research is desired, this form shall servee as the application form,
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0.

10.

Plan of I0VESHZALION. . ....oiii i

Description of the subscquent use (if any) or distribution(if any) of
the recombinant DNA malerials. ...

Names and addresses of persons proposed 10 be invelved in the
() address. ..o
(b)Y address..oooo

Description of the training steps taken 1o ensure that the persons
proposed (o be invelved in the research are familiar with relevant
biosafety laws, guidelines, and laboratory procedures involved with
GM work
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3.

Describe the arrangements made for health and environment
monitoring

PART C- FACILITIES FOR RESEARCH

Name of {acility. .. ..o

I3 o541 () | PO TP AU

Do you have approval 10 usc the facilities, YES NO

DECLARATION

I declare that the information provided in this form is accurate to the best of
my knowledge.

Dated this......ooiiii dayof ... 20.

18.

Applicani/person making notification.

Recommendation of Head of Department/Unit/Programme/
Authorised official,.......oov v
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FORM 2 Section 19, 21

Applicaiion for approval to conduct confined testing of
a GMQ in Uganda.

The National Biotechnology and Biosafety Act, 2012

APPLICATION FOR APPROVAL TO CONDUCT CONFINED
TESTING OF GMOs IN UGANDA

To : The Competent Authority

1.

General Information
1. Name of the Applicant (Principal Investigator)

1. Position

. Institutional Address

iv.  Department /Division/ Programmce

v, Telephone (office): Mabile: IFax:
vi.  E-mail:

vii.  Title of the proposed confined lesting research

viit.  Proposed date of commencement of the confined testing
research

ix.  Proposed datc of completion of the confined testing research:

X. Name all the institutions both national and Internationai that
-are involved in this work, giving their full contact addresses,
including physical, cmail, and tclephone addresses of the
contact persons in these institutions

a. National:

b. International;
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Xl

Xii,

X1,

i

Do you have funding commitment for this project?

Yes

No

What isfarc your external and intemal funding agency (ics) or
source(s)?

Attach a complete proposal for the confined testing rescarch
that should include a budget.

Specific Information:

Were/are any of the following gencs, viruses, factors, or
conditions involved 1n the work? (answer ves or no)

Deliberate transfer of drug resistance into organisms that
do not acquire them naturally? (except for approved
host-veclor sysiems that contain antibiotic resistance
markers)

Deliberate transfer of DNA into humans?

Deliberate formation of DNA-containing genes that
produce vertebrate toxins with LD50 less than 100ng/kg
of Body weight?

Using animal or human pathogens (Risk Groups 2-4 and
restricied agents) as host vector sysiems?

Using human or animal pathogen DNA cloned into non-
pathogenic  prokaryole or lower cukaryotc host-vector
systems?

Using infectious animal or plant DNA or RNA viruses
or defective DNA or RNA viruses in the presence of
helper virus in tissuc culture systerns? (work with
animal pathogens requires a sanitary certificate and an
import permit from the reievant government agency(ics)

Allering an animal genome by rccombinant DNA or
testing viable DNA modified microorganisms in wholc
animals?
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h.

Experiments involving restricted and controlled relcasc
of DNA modificd plants or animals

v,

vi.

viii.

Give an explanation of your answers in A {a-h)
above wherever it was a Yes indicating clearly
which of the subsections a-h vou are referring 1o

Description of the confined testing research
(Plcase provide a bricf project description
including objcctives, methodology and time
frame of the different research activitics):

Host organism (List the Biosafety Level where
applicable. name and taxonomic classification)

Describe the vector(s) used and their sources

Personnel- Apart from the Principal Investigator
(PDof the confincd testing rescarch, list the names
and titles of all the other individuals that will be
engaged in the cxperiments beginning with the
research manager for the confined testing. Attach
abridged curriculum vitae {not more than onc
page) for the PI as well as those of the other
personnel to be inveolved with the rescarch
activities {not more than half a page cach).

Whal arrangements do you intend to put in place
for effective health and environment monitoring

Training- Indicate the steps taken or to be taken
to ensure that personnel identified above arc
familiar or will be familiar with relevant biosafety
proccdures established by the government of
Uganda and other international authorities.
Evidence of the training shall be provided to (he
Competeni Authority prior 10 establishment of the
confined testing experiment.

Briefly describe the proposed locations of the
confined testing research in broad terms such as
district, county sub-county, village.
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ix.  Stalc whether the necessary permission has been
secured for use of proposed confincd testing

locations
3. Information on the organism
a. Unmodified organism information

i Namc of the unmodificd organism {common and
scicntific names)

il. Describe the reproductive mechanisms of the organism
(Attach any additional information on the biclogy of the
organism)

iii.  Is Uganda a primary centre of diversity or origin of the
specics of the organism? Yes No

iv. Is Uganda a sccondary cenure of diversity for the
orgagism?  Yes No

v, Is the organism considered naturally invasive?

Yes No
If Yes. pleasc describe
h. “Udllltd QOrganism Information:

v,

V.

Describe the genetic modification that was done to the
organism.

Has genetic modification altered the reproductive
biology of the organism? Please cxplain

Docs the intreduced genetic maierial give rise o any
infcctious agents?

Has the genetically modificd organism been tested or
commercially released in Uganda or elsewhere? Plcasc
explain

Larly cfficacy data: Describe results of tests of the
expression and cfficacy of the target phenotype from the
laboratory, containment and confincd testing stages, as
applicable.
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vi,

vii.

viii.

Has another country rejected an application for the
ptanncd confined (esting of this GMO or genetic event?
If so. which couniry and on what hasis?

Provide an annex of information for cach genctic
clement (or feature) of the construct inciuding coding
scquences, promoters. enhancers. termination and
polyadenylation signal scquences. and their source
organism. involved in the confined testing rescarch
(Please clearly indicatc  confidential  business
information, justifying why it 1s confidential, such that it
is considered for keceping confidential by the
institutional bhicsafely commitice, national biosafcty
commitlce, and the Competent Authority)

Provide an annex or a thorcugh description of the
method of transformation used; specify the selectable
marker(s) uscd, clarifying on the safcty of the marker(s)

c. Madterial and Genetic Confinement:
Measures to minimise gene flow from the confined lesting,
persistence of GMQ material in the environment, or entry of
material into the food or feed pathways.

iit.

Provide information on the proposcd confined testing
site size and location, surrounding areas and geographic
features as well as (he proposed isolation of the testing
sitc {a map of the proposed xite and associated
permanent structures must also be attached).

Arc there any sexually compatible wild relatives of the
GMO in Uganda? Yes No

If yes, Describe them:
If yes, are these within the vicinily of the confined

lesting site?

Describe the mechanisms you intend to use to minimise
gene flow justifying cach of the mechanisms proposcd.
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Vi,

vil.

viil.

x1.

For instance:

. [solation distances

. Removal of reproductive parts

. Temporal isolation

. Termination of cxperiment before sexual maturity

. Mecasurcs to prevent progeny dispersal from the
tcst arca

. Any other mechanism as may be applicable

{Include and describe climatic and geo-physical
data that may influence the reproductive isolarion
methods suggested).

Type of data to be collected and method of record
keeping? (record keeping must be consistent which the
requirements of the confined testing and/or according to
the requirements set by the Competent Authority).

Describe how the genctically engincered organism
material will be packaged for transport to the confincd
tcsting site.

Describe how the packaging material will be cleaned
and/ or disposed afier use.

Describe how the packaging material containing the
genctically engincered material will be  marked/
identificd during the transportation 1o thc confined
testing site.

Describe measures to inhibit unauthorised removal of
matcrial from the confined testing site: These may
include but arc not limited to fencing, guarding, locked
gate or locating the confined testing experiment in an
adcquately isolated area.

What additional mecasures, if any, shall be taken to
minimise and possibly preclude local fauna and humans
from removing material from the confincd testing site?

Describe how surplus testing material will be recorded
and disposed at the sitc,
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d.

ML

xiii.

XIv.

Xy

VI

XVii

XViLL

Describe how cquipment used in the establishment of
the confined wsting rescarch will be cleaned.

Deseribe the training that will provided personnel
regarding measures to ensure material confinement.

How will the materials be collected from the testing site
after the experiment is congluded?

Will any of the collected material from the testing site be
retatned and 4T so, for what purpose and under what
transport and storage conditions?

How will the collected materials and residues be
disposed?
Will material be remaoved away from the contined
testing site for further analysis?  Yes No
I yes. explain how these will be wsed and
destroyed.
Deseribe the post-testing plans to control proliferation of
the GMO on the esting site after removal of materials,
The description sheuld give reference 1o the following:

. Brodiversity patterns on the sile;

. Duration of monitoring;

. Frequency of monitoring:

. Disposal of any identificd progenies:
. Any other means; and,

. Record keeping.

Contingency Plans

Deseribe vour contingency plans in the event of accidental
release of genctically engineered organism material, The
deseription: should make reference to notification of e
authorities, recovery of the material. conflinement of the
material. and to any other measures that may be cmployed.
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4. DECLARATION

a. Declaration by the applicant

I hereby declare that the information provided in this
application is complele and accurate. T am familiar with and
agree to abide by the rclevant provisions of the National
Biotechnology and Biosafety Act, regulations, guidelines and
other specific instructions from the institutional biosafetly
commiitcc and the Competent Authority, and any other
regulatory requirement as far as implementation of the
proposed confined testing is concerned. No clements in my
rescarch will be implemented without prior review and
approval by thc institutional biosafety commitice and the
Compctent Authority as the case may be.

Namc:
Signed: Dalc:
Profcssion
b. Institutional biosafety committee recommendation
L. Comment on the suilability of the premises, staff
capacity, resources and authenticity of the information
given in this application.
i. Bricfly cxplain how and at what frequency will the

tnstitutional biosafety commitice monitor the activities
of the proposed confined icsting cxperiment, giving
approximate time intervals at which the institutional
biosafelty committece will furnish the Competent
Authority with reports about this rescarch (except for
cmergencies that must be reported within the shortest
time possible).

iit.  Provide a list of names and addresscs of all members of
the institutional biosafety committce indicating thosc
that were involved in revicwing this application.

45



Bill No. 18 National Biotechnology And Biosafety Bill 2012

C. Declaration by the institutional biosafely commiliee
chairperson or biosafety officer/secretary to institutional
biosafety committee
I declare that the proposal set out in this application has been
considered by a properly constituicd institutional biosafety
commitec of which I am the authorised representative and
whosc views on the propoesal arc accurately sct out in Scction
4 (b) of this form.

Name:

Signed: Date:

Titte with respect 10 the institutional biosafety commitlee
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Section 20
FORM 3

Application for approval to make a general release of
GMOQOs in Ugandu

The National Biotechnology and Biosafety Act, 2012

APPLICATION FOR APPROVAL TO MAKE A GENERAL
RELEASE OF GMOs

PART A—PARTICULARS OF APPLICANT

a. T ST PSRN
b. Address
(a)  Physical.oo o
(b)Y  Postal.. .o
(c) Telephone,.......o Fax...ooooii
() EmMail. .o e

PART B — PARTICULARS OF THE GENERAL RELEASIE

2.1 Proposcd date of the general release......oo
2.2 Proposed location for the general releasc.........ooovnen

2.3 Estimated amounts of GMO material to be produced annually,
including amounts to be released directly by the person making the
GENCIA) TCICASC. ..o

2.4 Namcs and addresses of the agents, where the gencral rclease is
proposcd to be made through agents ...

..................................................................................................

2.5 Delaifs of the rccommended packaging, transportation, storage and
handling methods for the GMO...........o

2.6 Dectails of the type of cnvironment and the geographical arcas for
which the non modificd organism i8 SUitCd.........cooiiiinines
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2.7

2.8

3.1

32

3.3
34

3.6

3.7

38

Describe any previous gencral releases of the GMO in other
countries, wherc applicable ...

State whelher a similar application for gencral release of the GMO
has ever been made and rejected in another country, detailing reasons
for the rejection where applicable..........oooo o,

PART C—DESCRIPTION OF THE GENETICALLY
MODIFIED ORGANISM

Bricfly describe the taxonomic status, common name. point of
collection or acquisition and characteristic of the recipient organism
or parental organism related to biosafety.................

Identily alt genes introduced inthe GMO....................co L.

Describe the gene products that are derived from the introduced
BOICS. e

Deseribe the biological activity associated with the new gene
PIOAUCIS. Lot et

Desceribe the raic and level of expression of the new genetic material,
mcthod and sensitivity of measurement...............o..o

Describe identification and detection techniques of the introduced
gene sequences (include sensitivity, retiability and specificity of the
TCCIINMGUES Y. oot e

Describe the characteristics of the vector used. including its identity,
sources(s) or origin.
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PART D—INFORMATION ON THE PRODUCT(S) DERIVED FROM
THE GMO

4.1 Identify the part of the GMO to be used for the product

42 Describe the type of product. the intended use, and the targeted
communitics (c.g farmers, children, women, ¢te). ..o

4.3 Bricfly describe the rationale for using genctic engincering to avail

4.4  Information on the proposed identification of the product
I N ] PSP

4.5  Describe, where applicable, previous uses of the product(s) from
GMO in other countrics and envIFONMENTS. ...

4.6 List othier polential uses of the GMO product(s) other than the
TR Y Eol 4 Lt T E o PO U PTSTRUPPPUPIN

..............................................................................................................

..............................................................................................................

4.7 Describe the specific storage and handling of viable GMO matcrial
that will avoid misusc or escape of the genetic material into the for
which itis notintended......oooo e

PART E - SUMMARY OF FIELD TESTING IN RESPECT
OF THE GMO

5.1 Give a bricl description of any confined testing ficld experiments
conducted in respect of the GMO in

(1) UaNAA i

(h)  OMIhCT COUNLIY.ccooi e
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5.2

6.1

6.2

6.3

G.5

6.6
6.7

7.1

Provide data or the ficld performance of the GMO, indicating the
locations, dates, cfficacy of the introduced traits, and the overal! ficid
performance of the GMO ...

PART F—SUMMARY OF REPRODUCTIVE BEHAVIOUR
OF THE GMO

Bricfly describe the repreductive biology of the GMO, including
scxual and ascxual systems where applicable (where available, attach
anncx of consensus or published repreductive behavieur of the GMO
from rcputable organisations or aUthOrIlCS).. ...cccovieicireirc i

List the measures to limit cross reproduction of the GMO with related
un-modificd relatives. . ...

Describe the biological dispersal mechanisms for the GMO,
including artificial dispersal systems (such as distribulion and
planting of crop SEeds) ...,

Identily any organism in the arca of general release that may become
cross-fertilised with the genctically modificd pollen...........c.ovocevees .

Describe known measures of limiting biological dispersal of (he
genetic material 1o unintended eavironmMEnts,...o..cceeriecnincievicnaen.

Describe the nature of matcerial (o propagate the GMQ..............c........

If biologicai dispersal occurs, describe the quantitics of reproductive
parts ol the GMO that arc likely to be dispersed and how the
reproductive parts shall interact in the environment, including any
long lerm cffcets..nnnn .

PART G = SAFETY TO HUMAN AND ANIMAL HEALTH

Will the GMO cnter the human and livestock feed chain? (Answer
Yes orNo )
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7.2

7.3

74

)

7.6

7.7

7.8

7.9

8.1

8.2
8.3

If yes above, describe the food and feed safety testing results in
respect of the forcign genc products (including marker genes) to
humans and animals, information should include: mode of function,
toxicily studies, previous uses in the food and feed chain, intended
clfects, an asscssment of thc amino acid similarity between the
introduced or new gene and known allergens and 10Xins...........ooeeeeeee.

Describe any common or major allcrgens present in the recipient
organism belore modification

State whether the genctic modification described in this application
resulted in over-cxpression of the possible allergens indicated in this
Par.

Describe the overall stability of the new genc preducts regarding
cnzymalic degradation using appropriate in vifro aS8ays..............ce....

Where there is known adverse toxicity of the introduced gene product
to humans and animals, describe the mechanisms to limit the contact
of the GMO to humans and animals.........cccccoirerre i

In the cvent that the GMO is not intended to enter the food and feed
chain, describe the management systems to ensure that the GMO docs
not cater the food and feed chain. ...,

What arc the cifects of the undertaking with regard to the health and
safely of the workers and any other persen that wilt dircetly or
indirectly b involved in the gencral releasc....iins

Describe the health and safety mcasures that shall be applied o

safcguard employces during the proposed general releasc..................
PART H - SAFETY TO THE ENVIRONMENT

Describe any potential long-term cffects the GMO may have on the

cnvironment to which the general rclease is intended including
effcets on the following:

i. Biclogical diversity...ooove e

. Biotic and Abiotic components of the environment...................
Describe how the cffects 8.1 shall be managed. . .................

Describc measures to limit spread of the GMO (o un-intcnded
COVIFOMIMCILS ... oottt es e ik e ser e E e n ey ems
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84

8.5

8.6

8.7

8.8

8.9

8.10

9.1

9.2

9.3

0.1

Where the GMO has been specifically developed to clieit resistance
to specific biotic or abiotic components of the environment. state
whether the resistance 18 likely to break down, ..

Describe measures to limit the possibility of resistance breaking,
down as describe in section 8.4 ..o

Describe how resistance shall be managed in the environment during
general release of the GMO.

Where the GMO requires the deliberale use of speeific chemicals and
compounds to attain the intended value, give details of the
cnvironmental safety of the chemicals and compounds...................

Describe the methods for environmental montloring of the GMO,
including measures for emergency procedures in the event of adverse
rCaction in Lhe COVIFOMMCIL . ...... e

Where enly sclected parts or products of the GMO will be uscd,
describe meihods for the safe disposal of the un-used parts or bhi-
products of the GMO. ..o e

Attach an evaluation of the foresceable pathogenic or ecological
AISFUPLIVE TMIPACTS ..ottt

PART [ -~ SOCIO-ECONOMIC CONSIDERATIONS

List any potential positive or negalive socio-cconomic effects of the
proposed gencral release aclivity in Uganda or within the target
population
Identify any possible bio-cthical aspects of the general release
activily
Suggest measures to limit any potential negalive socio-cconomic or
cthical considerations

PART J - DECLARATION

[ dectare that the information provided in this form is accurate 1o the
best of my knowledge.

Dated this. . ..................... dayof .. 20..
(STENOA) (e
(Name) .o

Applican
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10.2 Rccommendation of authorised official representative of the
institution making the general rclcasc {(examples are directors,
mandagers, heads of departments, etc.)

PART K - RISK ASSESSMENT FORMAT FOR GIEENERAL
RELEASE OF GMOS [N UGANDA

11.1  Name, institution, address of applicant

1.2 Name(s), institution(s) and address(s) of risk assessment team, where
applicable

11.3 Title of risk assessment

11.4 Information on rceipicnt organism or parcntal organisms. Describe,
to relevant detail. the biological characteristics of the recipient
organism or parcntal organisms, including information ontaxonomic
status, common name, origin, centres of origin and ceatres of genetic
diversity, if known. and a description of the habitat where the
organisms may persist or proliferate. ...

[1.5 Point of collection or acquisition of recipicnt or parental
DERANISIT. L.ttt e i et e e e e ia et e

11.6 Characteristics of rceeipt organism or parental organism related to
biosafety

()  scxual compatibility with other wild species, including the
distribution in Uganda of those species......c.....ooveeieni,

(b)  Survivability
(i)  ability to form structures for survival or dormancy
(i)  specific factors affecting survivability......................

(¢) disscmination

%)) ways and extent of disscmination, e.g cstimation of how
viable propagules declines with distance

(i}  specific factors affecting dissemination

(d) geographical distribution of the GMO.......................
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1.7

11.8

1.9

(c) Other polential intcractions, relevant to the GMO in the
ccosystem where it is usually propagated or clsewhere
including information on toxic cffects on humans, animals and
OLHCT OTZATHSINIS .. oo ottt e a et e e encnenn e e

(N wild SPCCICS.... v
Information on donor organism or organisms. Detail the taxonomic

status and commen name, source, and the relevant biological
characteristics of the donor organisms...............o

Veclor. Describe the characteristics of the vector, including ils
identity, if any, and its source or origin, and its host range...............

Insert or inscrts or characicristics of modification. Describe Lhe
Gencetie characteristics of the inserted nucleic acid and the function it
spectfies, or characteristics of the modification introduced............

11.10 Living medificd organism. Give a description of the identity of the

11.11

11.12

[1.13

11.14

[1.15

GMOQO, and the differences between the biclogical characleristics of
the living modified organism and those of the recipient organism or
parental organisms;

Detection and identification of the GMO. List the suggested detection
and identification methods and their speeificity, sensitivity and
reliability. ...

Information relaling to the intended use. Provide information relating
to the intended use of the GMO, including ncw or changed use
comparcd 1o the recipient  organism  or  parental
DEGANMISITIS. L.ttt ettt et e e e e

Receiving cnvironment, Provide information on the location,
geographical, climatic and ecological characteristics, including
relevant information on biological diversity and centres of origin of
the Iikely potential receiving environment..............ocoooivei. ...

Estimation of risk. Provide an estimate of the likelihood of adverse
cffects on human health and cnvironment, following procedure in
Schedule 4 of the Act.. ..

Provide any additional risk asscssment studies relevant to the
applicatien for the gencral releasc..........ooovee i
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Form 4
NATIONAL BIOTECHNOLOGY AND BIOSAFETY ACT 2012

APPLICATION FORM FOR IMPORT, EXPORT AND TRANSIT
OF GENETICALLY MODIFIED ORGANISMS

1. Namc, address {including physical address) and contact details of the
importer/exporter

2. Type of application (Tick as appropriaie)
Import
Export
Transit
Importing / destnation COUNIIY........coooieireiniiiiinnnciiene
4, EXporting COURIEY. ...
Expected date of import/export/transit. ...
6. Bricf description of the GMO. ..o
7. Port of entry into Uganda..............on
8. Portof cxit from Uganda in casc of transit or export...........oooenn,
9. Regulatory status of the GMO in couniry of origin ...................

10.  Description of previous approvals of the GMO in Uganda for transit
JAMPOIL ] OF CXPOTL. Lot s e

1. Conscat of import from destination couniry in casc of transit.........

12.  Description of the intcnded use of the GMO in Uganda in case of
1015+ o S

13, Quantity or volume of the GMO to be imporied into /ransited
through/ exporied from Uganda............ooooiiiiii .

14.  Summary description of previous or current risk asscssments
CONAUELE. .\ et et

15.  Description of the suggested methods for safc handling, transpor,
packaging, labeling, disposal, and storage of the GMO................
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16.

17.

Suggested emergency  response  measures  in the cvent of
unintentional releases. ...

DECLARATION BY APPLICANT:

I hereby declare that the information provided in this application is
complete and accurate. T am familiar with and agree to abide by the
rclevant provisions of National Biotechnology and Biosafety Act and
regulations.

Dated this........................ dayof. ... 20...
(NGme)
Applicant
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SCHEDULE 4

Section 29 (4)
RISK AND SAFETY ASSESSMENT

1. Objective of conducting risk and salcty assessment,

The risk and safety assessment shall be conducted with the objective of
identifying and evaluating the potential adverse cllects of a GMO on human
health and the cnvironment.

2. Use of risk and safcty assessmend.

The Competent Authority shall not approve general release of a GMO
unless it is satisficd that a risk and safety assessment has been conducted in
respeet of the application.

3. General principles.
Risk and safcty asscssment shall be conducted according 10 the following
principles—

(ay risk and safcty assessment shall be carried out in a scientiflically
sound and transparent manser and may take into account expert
advice, standards and  guidelines developed by relevam
organisalions.

(b)Y lack of scientific knowledge or scientific consensus shall not
nccessarily be interpreted to indicate a particular level of risk. an
absenee of risk or an acceptable risk;

¢y risk associated with a GMQO shall be considered in the context of
the risks poscd by

(1)  the non-maodified recipient: and
(i) the parental organisims,
in the potential receiving environment.
4.  Procedure for conducting risk and safety asscssment.

Risk andl safety assessment shall be conducted according to the following
SICpS, as approprie—
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(a)

(b)

(c)

{d)

©

(D

an identification of any genotype and phenotypic characteristics
associated with the GMO that may have adverse cffcets on the
cnvironment or on human health;

an cvaluation of the likclihood of these adverse cffects being
realiscd, taking into account the level and the kind of exposure of
the Likely potential recciving environment of the GMO;

an cvaluation of thc conscquences should these effects be
rcalised;

an cstimation of the overall risk posed by the GMO based on the
cvaluation of the likelihood and consequences of (he identificd
adverse cffects being realised;

a recommendation as 1o whether or not the risks are acceptable
or managcable, including identification of stralegics to manage
these risks; and

where there s uncentainty regarding the level of risk, the
Competent Authority may request for further information on the
specific issucs of concern or may recommend implementing
appropriale risk management stratcgics and monitoring the
GMO in the receiving environmeni.
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