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Bill No. 18 National Biotechnology and Biosafety Bill 2012

THE NATIONAL BIOTECHNOLOGY AND BIOSAFETY BILL, 2012

MEMORANDUM

1 The object of this Bill is to provide a regulatoiname work that facilitates the safe
development and application of biodiversity; to ideate a national focal point, and a
competent authority; to establish a national biegafcommittee and institutional
biosafety committees; to provide mechanism to r@gulresearch, development and
general release of genetically modified organisntsfar related matters.

2 Biotechnology refers to any technique that usemdivorganisms or substances from
living organisms to make or modify a product, impgrglant, animal breeds or micro-
organisms for specific purposes. Biosafety meares shfe development, transfer,
application and utilization of biotechnology ansl piroducts.

Biotechnology has been used in Uganda for manysylepiseveral industries to process
wine and beer, in the production of cheese and ryplgavening bread and extraction of
cobalt. However, modern biotechnology which invalthe use of genetic engineering
technique to transfer useful characteristics tiisease resistance or tolerance to drought,
development of medicine, improving the environnmisnelatively new yet its use creates
enormous opportunities for modernization of agtioa, protection of the environment,
enhance public health and industrialization.



3 At present, there is no specific law regulatingeegsh, development and use of
biotechnology in Uganda. Provision relating to badtnology are scattered in laws
relating to several sectors, like natural resoum®@sservation and utilization, industrial
development and environmental protection whose madimation and management is
entrusted to various agencies and departments wérGment.

The Uganda National Council for Science and TeamoUNCST) under the Uganda
National Council for Science and Technology Acta@ter 209 of the Laws of Uganda
currently handles the research aspects of moderted®inology as part of its mandate to
regulate research. The existing Laws do not expli@nd exhaustively cover issues
relating to regulation of modern biotechnology antechanism for safe use of
biotechnology. Yet enforcement of safe applicattbrmodern biotechnology constitutes
acore component of a credible national science #hnology led economic
development and transformation.

4 In addition, in 1993 Uganda ratified the ConventanBiological Diversity (CBD) and
subsequently the Cartagena Protocol on Biosafed®Bj{in November 2001 which is the
first legally binding international instrument wiéxtensive provisions on the obligations
of States on issues of Genetically Modified OrgarsigGMOs). Article 2 of the CPB
requires Uganda to take necessary and appropregal, | administrative and other
measures to implement its obligations under théoleod.

5 The Bill therefore seeks to designate and estalpfistitutions that shall regulate and
promote the safe development and use of biotdoby in Uganda in order to exploit
and promote the use of science and biotechnologyadernizing agriculture, protection
of the environment, enhancing public health amtligtrialization



6 PROVISIONS OF THE BILL
The Bill has viii Parts and 4 Schedules

7 PART 1- PRELIMINARY
Clauses 1-3 deal with the preliminary matters ef Bill. Clause 1 applies the provisions
of the Bill to research and general release of Geally Modified organisms. Clause 2
provides for the general and specific objectivestted Bill while Clause 3 attaches
specific definitions to the terms used in the Bilhe Bill defines a Genetically Modified
organism as an organism, or a product consistirgy afcluding an organism, where any
of the genes or other genetic material in the deyan-

(a) have been modified by means of modern biotechnetogir
(b) are inherited or other wise derived, through aasnber of replications, from genes
or other genetic material which were modified

8  PART II-INSTITUTIONAL FRAME WORK

Part 11 deals with the institutions which the Bitoposes should be designed or
established (Clauses 4-14). Under the Cartageotoded, Uganda is required to
designate a National Focal Point to operate askabletween Uganda and the Secretariat
for the Convention on Biological Diversity and tirrotocol. Clause 4 proposes to
designate the Ministry responsible for the envireninas the National Focal Point on
matters of biotechnology and Biosafety.

Clause 6 designates the Uganda National CouncilStmence and Technology as the
Competent Authority for biotechnology and biosafetiis is also in fulfillment of
Uganda’s obligations under the Cartagena ProtonoBiosafety. The Bill proposes to
give UNCST specific functions relating to regulgtithe development and use of
biotechnology including approving research, develept and use of GMOs, ensuring
safety of biotechnology to human health and theirenment during development,
testing and the use of GMOs, promoting public awase of biotechnology and biosafety
activities and research, (Clause7).



10

Due to the cres-cutting multi-sectoral nature of biotechnologiye Bill requires the
UNCST to cooperate with other agencies and depatsrd Government in carrying out
its functions. Under Clause 8, the Bill proposeat tithe UNCST should cooperate with
the Ministries responsible for agriculture, heakyironment, trade, labour and social
development, information and communications teabaypland other relevant agencies in
the implementation of the provisions of the Bill.

Clause 9 entrenches the National Biosafety Comenittethe law, as a multi-sectoral
committee of technical persons to assist the Ugatatzonal Council for Science and
Technology to deal with the technical aspects ofdnhnology and Biosafety.

The Bill proposes that every institution conductiegearch in Uganda should establish a
biosafety committee to process approvals for titealrresearch and to assist UNCST to
supervise the day- to-day research activitiesattitistitution.

PART 111- RESEARCH AND GENERAL RELEASE OF A GMO

This part deals with approval for research or galneslease of a GMO .Clauses 15-24
deal with the procedures for applying for approffam the institutional biosafety

committee and Uganda National Council for Scienue &echnology and the review of
applications by the technical persons in the Nafiddiosafety Committee. Clause 25
provides for expedited review of applications inedfic circumstances to address
emergencies or in situations where the applicatibase been considered by the
Conference of Parties serving as the meeting dfidato the Cartagena Protocol on
Biosafety, which is the clearing house for biotedbgy applications internationally

PART IV- RISK AND SAFETY ASSESSMENT AND MANAGEMRT

Clause 29 emphasizes safety in using biotechnobygyroviding for measures to be
taken to minimize or avoid risk to human health #melenvironment arising from actual
or potential contact with a GMO.
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12

13

14

Article 17 of the Cartagena protocol on Biosafegguires Uganda to provide for
emergency measures to deal with unintentional seleda GMO. Clause 30 gives effect
to that obligation by requiring every applicatiar fesearch or general release to contain
an emergency plan complete with safety measurester for circumstances where a
GMO is released unintentionally to the environment.

PART V- RESTORATION AND CESSATION ORDER

In order to protect the environment from damagsiragi from Biotechnology, this Part
enjoins the UNCST with power to issue orders tospes who in the process of
conducting biotechnology activities, occasion daentmthe environment, to restore the
environment to the state it was in before the damag

PART VI- INVESTIGATION AND INSPECTION

Clauses 33-36 give power to Uganda National Cidtmc Science and Technology to
investigate matters relating to GMO activitiesr fiurposes of ensuring compliance
with the safety procedures and other provisiongheflaw and to require a person to
remedy any breach in compliance.

PARTVII-OFFENCES AND PENALTIES
Clauses 37 and 38 provide for the offences andhafianalties in respect of each offence
PART VIII- MISCELLANEOUS PROVISIONS

Clauses 39-43 provide for matters which are #widl to the implementation and
enforcement of the provisions of the Bill, inclugimppeals ,protection of confidential
business information made available to officersl atall of UNCST , how to treat
biotechnology approvals already granted by UNCST agiving power to the Minister to
make regulations in specified circumstances.

MARIA KIWANUKA

Minister of Finance, Planning and Economic Devel opment
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A Bill for an Act
ENTITTLED
THE NATIONAL BIOTECHNOLOGY AND BIOSAFETY ACT, 2012

An act to facilitate the safe development and applation of modern biotechnology; to
designate a national focal point, and competent alority; to establish national biosafety
committee; to provide for the establishment of instutional biosafety committees; to

provide mechanism to regulate research, developmeand general release of genetically
modified organisms and for related matters

BE IT ENACTED BY Parliament as follows:

PART 1-PRELIMINARY

1 Application
(1) This Act applies to research and general releaseG¥IO
(2) For the avoidance of doubt, matters related t@tieadly modified drugs shall be
dealt with under the National Drug Policy and AuthoAct

2 Objectives of the Act
The objectives of this Act are;-
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(a) to facilitate the safe development and applicatibhiotechnology;

(b) to facilitate and promote research, developmentusedof modern biotechnology;

(c) to establish procedures for bio-ethical consideraiin biotechnology research;

(d) to strengthen consumer protection and public utaedsng of products and the
benefits of biotechnology;

(e) to facilitate safe use of biotechnology at addredsonal development challenges
in food security, healthcare, biodiversity consénraand industrialization;

(H to promote capacity in biotechnology researchetgyment and innovation;

(g) to promote technology transfer and benefit-shainrie development and use of
modern biotechnology; and

(h) to build strong institutional relationships amongtéchnology stakeholders

3 Interpretation
In this Act, unless the context other wise requires

“advance informed agreement” means the approvaingby a competent Authority for a GMO
to enter or pass through its territory;

“biosafety” means the safe development, transfgplieation and utilization of biotechnology
and its product;

“biotechnology” means any technique that uses ¢j\onganisms or substances from living
organisms to make or modify a product, improve ptaranimal breeds or micro-organisms for
Specic purposes;

“committee” means the National Biosafety Committee;
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“confidential business information” mans informatiwhich has economic value and the
economic value is enhanced by the information beeuyet;

“confined field testing” means the field testingaoGMO in which physical, biological or other
measures are enforced in order to restrict expetimhenaterials and genes to the testing site;

“contained testing” means the experimentation MO conducted in an enclosed facility
including a glass house or other restricted stredfuat effectively limit the contact of the GMO
with the environment;

“currency point” has the value assigned to it inextule 1;

“emergency” means a situation which is urgentrdoreseeable or which is not caused by
dilatory conduct where-

(a) Uganda is seriously threatened by or actwahfronted with disaster, catastrophe,
war or an act of God; or

(b) Life or quality of life or the environment még seriously compromised,

“environment” means the physical factors of the@umdings of human beings, including land
water, atmosphere, climate, sound, odour, tasgehithiogical factors of animals and plants and
the social factor of aesthetic and includes boghriitural and the built environment;

“genetically modified organism or GMO” means ananigm or product consisting of or
including such organisms where any of the genedlar genetic materials in the organism-

(a) have been modified by means of modern biot@cdigres; or
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(b) are inherited or otherwise derived, through aagnber of replications from genes or other
genetic material which was so modified;

“general release” means the deliberate introduaifaa GMO into the environment for the
purpose of availing the GMO to other persons ompidslic use;

“minister” means the minister responsible for sceeand technology;
“modern biotechnology” means the application of —

(a) in vitro nucleic acid techniques, including recanamt deoxyribonucleic cid (DNA) and
direct injection of nucleic acid into cells or argelles;
(b) fusion of cells beyond the taxonomic family, theeaome natural physiological

reproductive or recombination barriers and thatratetechniques used in traditional
breeding selection;

PART Il — INSTITUTIONAL FRAME WORK
National focal point

4 Designation of National Focal Point
The ministry responsible for the environment shealthe National Focal Point for the

purposes of the Cartagena Protocol on Biosafettyeg@onvection on Biological
Diversity.

5 Functions of the National Focal Point

1 The National Focal Point shall liaise with the ®tariat of the Convention on
Biological Diversity

(2) For the purposes of subsection (1) , the Natiocal Point shall provide
coordinated flow and exchange of information betwee
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(a) relevant ministries, agencies ,and departmentsatters concerning the trans boundary
movement of GMOSs;
(b) Government through formally approved diplomatiarnels; and
(c) the Secretariat to the Convection on Biologicalddsity and other international
organizations, concerning biotechnology and bidgafe

(3) In the performance of its functions, the NasibFocal Point shall receive information from
the Competent Authority regarding biotechnology bratafety matters in Uganda

Competent Authority
6 Designation of Competent Authority

The Uganda National Council for Science andhfetogy is designated as the Competent
Authority for biotechnology and biosafety

7 Functions of the Competent Authority
(1)The functions of the Competent Authority are-

(a) to approve the development ,testinguselof AGMO in Uganda;

b) to update and inform the national focal point orttera relating to biotechnology and
biosafety;

(c) to ensure safety of biotechnology to human healththe environment during
development, testing and use of a GMO;

(d) to consider necessary measures to avoid adveesgsetin the environment, biological
diversity, human health and on socio-economic dad arising from a GMO;
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(e) to establish and maintain a registry and datloé biotechnology and biosafety
activities;

() to prescribe conditions, standards and prositelating to development, testing, transit
and general release of a GMO;

(g9) to advise Government on matters of biotechnplogd biosafety;
(h) to coordinate the roles of other lead agenaeslation to handling of a GMO;

() to promote awareness and education concerhm@dtivities regulated under this Act and
to coordinate public participation;

() to build capacity in biosafety, and biotechrmptaesearch, development and innovation;
(k) to supervise the activities of institutionabbafety committees;

(1) to carry out any other functions as may beidantal for effective implementation of this
Act;

(2) In the performance of its functions under this, the Competent Authority may direct-

(a) an inspector or any other person to destroM@®Gubject to procedures and conditions
prescribed by the Minister by Regulations;

(b) any person to stop any activity involving thevelopment, testing or use of a GMO,
where the provisions of this Act or the conditi@is permit have been or are not being
complied with.
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8 Cooperation with other agencies

The Competent Authority shall cooperate with otip@rernment ministries, departments and
agencies in the implementation of this Act.

National Biosafety committee
9 Establishment of National Biosafety Committee
(1) There is established a National Biosafety Cottemi
(2) The National Biosafety Committee shall consfghe following members-

(a) one person with at least ten years experienp&nt or animal breeding, genetics,
biotechnology or biosafety who shall be the chasps;

(b) a representative of the ministry responsitilecrop protection with experience and
knowledge in phytosanitary matters;

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

(d) a representative of the ministry responsibtetlie environment with experience and
knowledge in biodiversity or ecology;

(e) a representative of civil society organizationglved in biotechnology and biosafety;
(f) a person with at least 10 years experienceansogy;

(g) a representative of the Uganda National Burdeitandards with experience and
knowledge in GMO standards;

(h) a representative of the ministry responsiblgustice;

(i) a representave of the private sector;
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(j) a representative of the academia or instihgicwonducting research with knowledge and
experience in plant or animal breeding, genetimranlogy, botany ecology, biotechnology
or biosafety;

(k) a representative of farmers nominated by rezsghfarmer’'s umbrella association;

(3) The chairperson and members of the committek Isa appointed by the minister on the
recommendation of the Competent Authority;

(4) The Minister shall while appointing the membefshe committee ascertain that, there is
gender balance on the committee;

(5) A member of the committee shall hold office fioe years and shall be eligible for
reappointment only once;

(6) A member of the committee may resign from @ffic writing to the Minister or may be
removed from office by the Minister where-

(a) the member has been absent from five consecoteetings of the committee with out
the permission of the chairperson;

(b) the Minister is satisfied that ,the membaunsble to discharge the functions of the
office due to-

0] infirmity of the body or mind; or
(i) for misconduct ,or misbelav

(7) Where a member of the committee has resignéagen removed from office, the Minister
shall appoint another person;

(8)The members of the committee shall be paid @lmes determined by the Minister on the
recommendation of the Competent Authority.

10
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10 Functions of the committee

(a) toreview and make recommendations on egibns received by the Competent
Authority;

(b) to advise the Competent Authority on commeatgived from the public on biotechnology
and biosafety;

(c) to recommend to the Competent Authority naitign measures to be undertaken incase of
any accident or any other issues related to betygaf

(e) to advise the Competent Authority on the impatation of this Act;

(f) to make recommendations to the Competent Aiitshon procedures and conduct for risk
and safety assessment;

(g) to recommend to the Competent Authority newesitiic information in respect of
biotechnology and biosafety;

(h) to perform any other function assigned to themittee by the Competent Authority
11. Business of the Committee

The National Biosafety committee shall conducbitsiness in accordance with Schedule2

Registrar of biotechnology and biosafety

12 Register of biotechnology and biosafety
(1) The Competent Authority shall by notice in the Geezdesignate an officer not below
the rank of assistant executive secretary as tfistrar of biotechnology and biosafety

11



BILL NO. 18 National Biotechnology and Biosafety Bill 2012

(2) A person shall not be designated as registrar sitfe person has knowledge and
experience in biotechnology and biosafety;

(3) The Competent Authority shall appoint other perdorsssist the registrar to carry out
his or her functions under this Act;

13. Functions of the registrar

(1) The functions of the registrar are-

(a) to receive and screen completeness of GMO applisator submission to the
committee;

(b) to keep and maintain the registrar of biotechnplaigd biosafety activities;

(c) to register all institutions engaged in biotechggland biosafety research and all matters
that are required to be registered under this Act;

(d) to register approved institutional biosafety contess;

(e) to prepare and issue certificates, permits andraxk/informed agreements after
approval by the Competent Authority;

() to inspect and monitor any person or activity géad, authorized or approved by the
Competent Authority;

(g) to serve notices upon any person to destroy, stopnoove a GMO or any activity
related to a GMO or to comply with this Act asadted by the Competent Authority

(2) The registrar shall in addition to his or her dsispecified under this Act be the secretary
to the committee;

(3) In the performance of his or her functions urglésection (1), the registrar shall
cooperate with other agencies, departments andimés of government.

12
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Institutional biosafety committees
14 Institutional biosafety committee

(1) Every institution registered under this Actlslkatablish an institutional biosafety
committee;

(2) An institutional biosafety committee shall cat®f not less than five persons at least
three of whom shall have expertise in biosafety;

(3) Two or more institutions registered under thes may establish a joint institutional
biosafety committee;

(4) For purpose of forming an institutional bioggfeommittee, a research institution
registered under this Act may co-opt a person thighrelevant expertise;

(5) An institutional biosafety committee establighender this section shall be approved by
the Competent Authority;

(6) The institutional biosafety committee shall-
(a) approve laboratory experiments and containgthtg

(b) regularly review, monitor and supervise laboraexperiments, contained testing and
general release;

(c) make recommendations to the Competent Autharitgspect of applications for confined
testing and general release;

(d) ensure that research is conducted in accordaiticghis Act, regulations and guidelines
issued by the Competent Authority

(7) An institutional biosafety committee shall eyeix months or when requested by the
Competent Authority, in the prescribed manner, nrakert to the Competent Authority
containing—

13
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(a) the membership and competence of the institutibiesafety committee;

(b) research approved by the institutional biosafetymittee;

(c) activities of the institutional biosafety committeeder subsection(6)

(d) the biotechnology and boisafety capacity of theeagch institutions including the human
resources and infrastructure

PART III-RESEARCH AND GENERAL RESEARCHBF A GMO
15 Approval of research and general release of a GBI

Adperson shall not engage in research or gendeslge of a GMO with out approval under
this Act

16 Stages of Research

(1) Research involving a GMO shall be conductethenfollowing stages--------
(a) Laboratory experiment; and
(b) Testing

(2) Testing shall be done at the followiegels----

(a) contained or green house testing
(b) confined field testing; and
(c) testing for full safety and risk assessment

17 Approval for each stage of research
A person shall before engaging in any stage aarh obtain approval as follows----

(a) for laboratory experiment, from the institutiona$afety committee;

14
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(b) For testing---

() in the case of contained experiments or gremrse testing; from the institutional biosafety
committee;

(i) in the case of the confined field testing,frahe Competent Authority;

(iii) in the case of a full safety and risk assesstmfrom the Competent Authority

18 Approval of export, import or transit of a GMO

(1) A person shall not export ,import or transit a GMi{Eh out approval of the Competent
Authority;

(2) A person who contravenes this section commits flamee and is liable on conviction to
a fine not exceeding one hundred and twenty cuyrpomts or imprisonment not
exceeding five years or both

(3) For the purposes of this section, transit meansniinement of a GMO through Uganda
from the territorial jurisdictions of one countty another;

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

19 Laboratory experiment

(1) A person who wishes to engage in a GMO lalboyagxperiment shall before commencing
the research, notify the institutional biosafetyncoittee of the research institution to which that
person is attached;

(2) The notification shall be in Form 1 in SchedBland shall be accompanied by the prescribed
fee.

15
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(3) Subject to subsection (4), the institutionaldaifety committee shall within twenty one
working days respond to the person who notifieditistitutional biosafety committee under
subsection (1) informing the person whether to @edc or not proceed with the experiment;

(4) The institutional biosafety committee shall witlsi@ven days after receipt of the
notification under subsection(1) notify the Compet&uthority of the application;

(5) The Competent Authority may within seven days rakeeipt of the notice in
subsection (4) give directions to the institutidmasafety committee regarding the
notification for research;

(6) Where the institutional biosafety committee imfgrthe person not to proceed with the
experiment, the institutional biosafety committealkindicate the reasons for the
decision;

(7) Where the institutional biosafety committee dosnespond to the person within the
time specified in subsection (3), the institutibpiasafety committee shall be taken to
have approved experiment;

20 Application for approval to conduct contained testhg of a GMO
(1) An application for approval to conduct containegerxment or green house testing of a

GMO shall be made to the institutional biosafetynoattee in Form 1 in Schedule 3

(2) The application shall be accompanied by thegieed fees and shall contain
(a) the name and address of applicant;

16
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(b) a detailed description of the laboratory expemnt conducted on the GMO in respect of
which the applicant is seeking approval for thetaoed or greenhouse testing;

(c) the location where contained or green hougetgactivities shall be undertaken;
(d) the nature and identity of the GMOs to be inredl;

(e) the nature and purpose of the contained @nip@use testing activity including storing,
transporting, management or disposing or usingaks in any other way;

(Ha description of the containment measures tprbgided and the suitability of those measures
for the GMOs and activities to be undertaken

(g)a description of any potential risk associatéith whe GMOs or the activity to be undertaken;
(h)adescription of remedial measures to be undentakthe event of any accident;

(i)a declaration by the applicant that the infonmatcontained in the applicant is correct;

(3)Subject to subsection (4), the institutionaldadeéty committee shall review the application
and respond to the applicant within twenty eightkiry days;

(4)The institutional biosafety committee shall witlseven days after receipt of the application
under subsection (1) notify the Competent Authooityhe application;

(5)The Competent Authority may within seven dayerafeceipt of notice in section (4) give
directions to the institutional biosafety committegarding the application

17
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(6)Where the institutional boisafety committeeoimiis the applicant not to proceed with the
testing activity, the committee shall indicate thasons for the decision;

(7)Where the institutional biosafety does not regpoto the applicant with in the time specified
in subsection (3), the committee shall be takematee approved the contained testing;

21 Application for approval to conduct confined fiéd testing of a GMO

(1) An application for approval to conduct confirtedting of a GMO shall be made to the
Competent Authority through the institutional bifetg committee in Form 2 in Schedule 3

(2) The application shall be accompanied by thegiked fees and shall contain-------
(a) the name and address of the applicant

(b a detailed description of the contained or gieeuse testing conducted on the GMO ) in
respect of which the applicant is seeking approval;

(c) the proposed location for the confined fielstiteg activities;
(d) the nature and identity of genetically modifigrganisms involved in the testing;

(e) the nature and purpose of the confined fiedtinig activities including storing, transporting,
producing, processing, disposing or using the gesigt modified organisms in any other way;

(f) a description of the confinement measures tprogided and the suitability of those
measures for the genetically modified organismsawtitities to be undertaken;

(g) a description of any potential risks associatétl the genetically modified organisms or the
activities to be undertaken;

18
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(h) A description of remedial measures to be undertakéme event of any accident;

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

() a recommendation by the institutional biosafety oottee.

(2) The national biosafety committee shall, when reingvthe application, satisfy it self of
availability and suitability of the proposed fatylfor the safe conduct of the confined field
testing

22 Application for approval for general release o GMO

(1) An application for approval of general releata GMO shall be made to the Competent
Authority in Form 3 in Schedule 3

(2) The application shall be accompanied by thegieed fees and shall contain-
(a) the name and address of the applicant:

(b) the name and identity of the GMO;

(C) the intended date of the general release;

(d) the taxonomic status ,common name, point deéctibn or acquisition and characteristics of
the recipient organism or parental organism reltddalosafety;

(e) the centre of origin and center of genetic diitg of the recipient organism, the parental
organism ,and the description of the habitat wileeeorganism may persist;

(f) the taxonomic status ,common name ,point oectibn or acquisition and characteristics of
the modified introduced, the technique used anddbelting characteristics of the GMO;

(9) the intended use of the GMO

(h) the suggested method for the safe handlingage, transport and use of the GMO

19
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(3) The Competent Authority shall within fourteen dayter the receipt of the application-

a) send to all ministries and agencies of Governmaéitt functions relevant to the
application; and

b) publish in theGazzatte and the official website of the Competent Authqrity
a notice in the prescribed form of the applicafimngeneral release

(4) A ministry or agency of Government to which a netig sent under sub section (3) or any
other person, may within thirty days from receiptiee notice or date of publication of the
notice, make any representations to the Competetitofity in respect of the application.

23 Application for import, transit or export of a GMO

(1) An application for import, export or transit of a® shall be in Form 4 in Schedule 3 and
shall state the purpose of the import, export amgit.

(2) The application shall, in the case of —

(a)transit, state the destination country, and desdhlk method for safe handling of the
GMO

(b)importation, be accompanied by an advance inforaggdement, and state-
)] the country of origin;
i) the name of the exporter if different from the aqgoht; and
i) any approvals of the GMO from the country of origimd any other country

(c) exportation, state the destination country.
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24 Review of applications by the National BiosafetZommittee

(1) The Competent Authority shall upon receipt of apliation for confined testing,
general release, export, import or transit of a G&®er the application to the National
Biosafety Committee;

(2) The National Biosafety Committee shall review tpplacation and make a
recommendation to the Competent Authority, in tagecof an application for-

(a) Confined testing within ninety working days
(b) General release within two hundred and seventy iwgritays;
(c) Export, import or transit, within twenty eight wanky days

(3) The Competent Authority shall within ten workingydaafter recipient of the
recommendation from the National Biosafety Commaitteotify the applicant of its
decision;

(4) Where the Competent Authority informs the applicamitto proceed with the testing
activity, the Competent Authority shall indicate tteason for the decision;

25 Expedited review of the applications

The Competent Authority may expedite the revievamfpplication for research of general
release of AGMO where-

(a) a Competent Authority of another country oabkshed at the regional level by multiple
countries has previously approved research or geredease of the GMO in comparable
ecosystems;

(b) a Competent Authority of another country oabshed at the regional level by multiple
countries has previously established that the reBea general release of a GMO poses minimal
risk to human health or the environment;
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(c) the Conference of Parties serving as the mgeti Parties to the Cartagena Protocol on
Biosafety has exempted the GMO from the advamiemed agreement procedures;

(d) the Competent Authority is satisfied that thisran emergency;

(e) the application has previously been considbketthe Competent Authority.

26 Conditional approvals
The Competent Authority may approval research aega release of a GMO subject to-

(a) imposing measures to manage and control adeéfiesets on the environment, biological
diversity, human health and on the socio-econominitions arising from a GMO;

(b) subjecting the GMO to a specified period ofefgation commensurement with its life cycle
or generation time ,at the cost of the applicaetoke it is put to its intended use ;or

(c) specifying measures to be undertaken by thecamp to minimize risk

27 Suspension or revocation of approval

(1) The Competent Authority may suspend or revgkeaval given under this Act where the
person contravenes the conditions of the approvdhe provisions of this Act;

(2) The Competent Authority shall, before suspegdinrevoking any approval, give notice in
the prescribed manner, upon whom the suspensivocation relates;

(3) The Competent Authority shall invite the persmainst whom an order is intended to be
issued under this section to give reasons, witkies days, why the approval should not be
suspended or revoked

22



BILL NO. 18 National Biotechnology and Biosafety Bill 2012

(4) Where the Competent Authority issues suspansigevocation, it shall publish the
suspension or revocation in the Gazette and imast lone newspaper with nationwide circulation

28 Order to stop GMO Activities

The Competent Authority or a person authorizedngy@ompetent Authority may order a person
to stop research, general release or any otheitgdtivolving a GMO where---

(a) human or environmental safety is compromised,
(b) a person is conducting a GMO activity withoubeyond approval; or

(c) additional scientific or technical informatioglating to the adverse effect of the GMO
activity has become available

PART IV —RISK AND SAFETY ASSESSMENT AND MANAGEMENT
29 Risk and safety assessment

(1) Every applicant shall carry an assessment pfiak associated with aGMO and submit arisk
and safety assessment report in the case of-

(a) Laboratory research and contained testindyeartstitutional biosafety committee;

(b) General release and confined testing, to thegatent Authority;

(2) The institutional Biosafety committee or thenGuetent Authority shall evaluate the risk
associated with the GMO in accordance with thequilesd safety standards;

(3) The institutional biosafety committee or thenpetent Authority shall not approve an
application, where the evaluation shows that thle cannot be avoided or mitigated;
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(4) The risk and safety assessment shall be dastiein accordance with Schedule 4

30 Unintentional release and emergency measures

(1) An institutional biosafety committee or the Matl Biosafety Committee shall before
recommending an application for approval for reslea@r general release ensure that the
application contains-----

(a) an emergency plan which includes informatiorsafety measures and procedures to be
adopted in the case of any unintentional release; a

(b) mechanisms through which the information shalmade available to the persons likely to
be affected by the unintentional release

(2) Where there is unintentional release of a Gh®@,applicant or person to whom approval
was given shall within twenty four hours inform tBempetent Authority about the
unintentional release providing the following infeation-

(a) the circumstances of the accident;
(b) the identity and quantity of GMO released uantionally;

(c) any available information about the possibleessle effects on the conservation and
sustainable use of biological diversity ,takingoad&count risks to human health ;and

(d) the mitigation measures taken

(3) The Competent Authority shall take appropriagasures to mitigate the risk arising out of
the unintentional release

PART V-RESTORATION ORDERS
31 Restoration order

(1) The Competent Authority may issue a restoratioreerd
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(a) where a person conducts an activity relating GMO with out or beyond the approval of
the Competent Authority;

(b) in the case of damage caused by the unintailtrefease of a GMO attributable to that
person;

(c)Where the Competent Authority has issued anrdai#he person to stop research or general
release of a GMO;

(d) in any other case where the activity of a petsas caused damage
(2) A restoration order issued under subsection (1)

(a) shall direct the person to whom it is addresgedestore the conditions as near as they may
be to the state in which they were before the seled the GMO,;

(b) may levy a charge on the person on whom ieéigesi which, in the opinion of the Competent
Authority represents a reasonable estimate ofdiseof any action taken by an authorized
person to restore the environment to the statehiotwit was before the release of the GMO.

32 Contents of restoration order

The Competent Authority shall specify in the reatimm order-
(a) the activity to which the order relates;

(b) the person to whom the order is addressed;

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

(d) the penalty which may be imposed if the actpacified is not taken
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PART VI- INVESTIGATION AND INSPECTION
33 Investigation of complaints

The Competent Authority may investigate any mattiéhin its functions under this Act which
relates to research or general release of a GMO

34 Appointment of inspectors

(1) The Competent Authority may by notice in thez&#e appoint inspectors for the purposes of
ensuring compliance with this Act and the directioé the Competent Authority;

(2) An inspector shall, when exercising powers urdes Act produce the instrument of
appointment and identification when required tesddy any person;

35 Power of an inspector

(1) Subject to subsection (2), an inspector magresntd inspect at any reasonable time, a place
owned by or under the control of a person condgatesearch or general release of a GMO-

(a) in which the inspector believes on reasonatwargls to be any document , information or
article relevant to the enforcement of this Act amdmine the document, information or article
or remove it for examination or reproduction;

(b) Where the Competent Authority is satisfied tifwt level and magnitude of activities
conducted in a facility might adversely affect #me/ironment and human health.

(2) An inspector may seize, quarantine or othensiep the sale of a GMO that was released or
imported in violation of this Act;

(5) The inspector shall sign for any information, doeunt) article or equipment removed by the

inspector under this section and shall leave a obplye signed record with the person
conducting research or general release.
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(4)Where a place referred to under subsectiors(@)dwelling house, an inspector shall not
enter that dwelling house with out the consenhefdccupant, unless—

(a) under the authority of a warrant issued bywartco

(b) by reason of exigent circumstances, it wouldbeopractical for the inspector to obtain a
warrant.

(5) For the purposes of subsection (4) (b), “exig@rtumstances” means circumstances in
which the delay arising from obtaining a warraningoresult in danger to human life or
safety.

36 Direction to remedy breach

Where as a result of an investigation the comp@eiettiority is satisfied that a person has
breached a condition of the approval or an oblayatinder this Act, it may direct that person
in writing to remedy the breach or issue a restonadrder under Section 31

PART VII-OFFENCES AND PENALTIES
37 Offences and Penalties
Any person who

(a) engages in research or makes general release Mfcav@thout approval commits an
offence and is liable on conviction to a fine net@eding one hundred and twenty
currency points or imprisonment not exceeding figars or both;

(b) fails to disclose any information as required Htig tAct commits an offence and is liable
on conviction to a fine not exceeding forty eightrency points or imprisonment not
exceeding twenty four months or both;

(c) furnishes false information commits an offence erndhble on conviction to a fine not
exceeding forty eight currency points or imprisontngot exceeding twenty four months
or both;
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(d) releases or uses any confidential informatowrany purpose not authorized under this
Act commits an offence and is liable on convictiora fine not exceeding forty eight
currency points or imprisonment not exceeding tywéotr months or both;

(e) uses a GMO in manner inconsistent with the@g granted under this Act commits
an offence and is liable on conviction to a fimo¢ exceeding twenty four currency points or
imprisonment not exceeding twelve months or both;

(f) uses a GMO to deliberately harm or injure thginment or human health commits an
offence and is liable on conviction to a fine egteeding two hundred and forty currency
points or imprisonment not exceeding ten yearsotin;b

(g) obstructs the Competent Authority or an @&fiof the Competent Authority from the
performance of their duties under this Act commats offence and is liable on conviction to
a fine not exceeding twenty four currency pointsirmprisonment not exceeding twelve
months or both;

(h) neglects ,refuses or fails to take emergenfatysaeasures in case of unintentional
release of a GMO commits an offence and is liableonviction to a fine not exceeding
one hundred and twenty currency points or imprisemnmot exceeding five years or both

38 Offence by a body corporate
Where an offence under section 37 is committed Ibgcy corporate —

(a) every director and officer of that body corporsttall also be taken to have committed
that offence; and

(b) Where the body corporate is a firm ,every partrighat firm shall also be taken to have
committed that offence
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Unless he or she proves that the offence was cdedmithout his or her knowledge or that
he or she exercised due diligence to prevent therission of the offence

PART VIII-MISCELLANEOUS PROVISIONS
39 Protection of confidential business informadin

(1) The Competent Authority and institutional bifesg committee shall protect confidential
business information submitted by an applicantsiral not disclose confidential
information except with the written consent of gpplicant.

(2) The competent Authority shall—

(a) permit the applicant to identify informationbsnitted that is to be treated as confidential,
with justification for claims of confidentially tbe given upon request;

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

(c) prior to any disclosure of information, infotire applicant of its decision, providing
reasons upon request, as well as an opportunégpeal the decision prior to disclosure;

(d) Where an applicant withdraws an applicatiod@es not get approval, respect the
confidentiality of the commercial and industrialdmmation, including research and
development information as well as informationvdnch the Competent Authority and the
applicant disagree as to its confidentiality.

(3) For the purposes of this Section (1), the feitg 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 puepos
(c) a summary of any risk and safety assessmedt; an

(d) methods and plans for emergency response

40 Protection from personal liability

A member of the Council or staff of the Competenthrity or a person authorized by the
Competent Authority shall not ,be personally liafdeany act or omission done bona fide in the
execution of the functions, power of duties of @@mpetent Authority under this Act

41 Appeals

(1) A person aggrieved by the decision of an ing8thal biosafety committee may within
fourteen working days appeal to the Competent Aittho

(2) A person aggrieved by the decision of the CaemteAuthority may appeal to the Minister
within twenty one working days

42 Transitional provisions

Approval given by the Uganda National Council faiédice and Technology for research or
general release of a GMO before the commencemehisofct shall be taken as given by the
Competent Authority under this Act

43 Amendment of schedules
(1) The Minister may, with the approval of cabin®t,statutory instrument, amend Schedule 1

(2) The Minister may on the recommendation of tieen@etent Authority by statutory amend
Schedules 2, 3 and 4
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44  Regulations

(1) The Minister may, after consultation with the Comee Authority , make regulations for
the purposes of carrying into effect the provisionthis Act;

(2) With out prejudice to subsection (1), thenMdter may after consultation with the
Competent Authority make regulations-

(a) prescribing procedures for research involviagedically modified organisms;

(b) prescribing the procedures for general reledggenetically modified organisms into the
environment;

(c) for handling ,transport, identification, an@dgBaging of genetically modified organisms;
(d) specifying the fees for applications and og®wices under this Act;

(e) specifying the safety levels and standardsdéety of GMOs;

(f) establishing procedures for bio —ethical coesadions in biotechnology research;

(9) prescribing penalties in respect of any corgréon of the regulations not exceeding a fine
of forty eight currency points or imprisonment eateeding twenty four months or both; and

(h) for the better carrying into effect he provissoof this Act
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SCHEDULE 1

Section 3

CURRENCY POINT

One currency point is equivalent to twenty thoussimtings
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SCHEDULE 2
Section 11
Conduct of business and affairs of the National Beafety Committee

1 Meetings of the committee

(1) The chairperson shall convene meetings of the NaltiBiosafety Committee at times
and places as the committee may determine andthenittee at times and places as the
committee may determine and the committee shalt foe¢he discharge of business at
least once every three months;

(2) The chairperson may at any time convene a sped@ating of the committee and shall
call a meeting within fourteen days ,if requesteda so in writing by at least four
members of the committee;

(3) Notice of a meeting of the committee shall be giwewriting to each member at least
seven working days before the day of the meeting;

(4) The chairperson shall preside over every meetintgetommittee and in the absence of
the chairperson, the members present shall apasirember from among themselves to
preside at that meeting

2 Quorums
(1) The quorum for a meeting of the committee iegemembers of the committee.

(2) All decisions at a meeting of the committeellda by a majority of the votes of the
members present and voting, and in case of aniggaflotes, the person presiding at the
meeting shall have a casting vote in addition sodniher deliberate vote

3 Minutes of meetings

(1) The registrar shall record and keep minutealloheetings of the committee in a form
approved by the committee;

(2) The minutes recorded under this paragraph bleatubmitted to the National Biosafety
Committee for confirmation at its next meeting doling that to which the minutes relate
and when so confirmed, shall be signed by the pheson, in the presence of the members
present at the latter meeting
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4 Power to co-opt.

(1) The committee may invite any person who ingpmion of the committee has expert
knowledge concerning the functions of the commjtteattend and take part in the
proceeding of the committee;

(2) A person attending a meeting of the committegeu this paragraph may take part in any
discussion at the meeting on which his or her aigaequired but shall not have any right
to vote at that meeting;

(5) Validity of proceedings not affected by vacancy

The validity of any proceedings of the committeallshot be affected by a vacancy in its
membership or by any defect in the appointmentatification of a member or by reason
that a person not entitled, took part in its pracegs

(6) Disclosure of interest of members

(1) A member of the committee who is in any wadily or indirectly interested in any
matter which fails to be considered by the commnaittkall disclose the nature of his or her
interest at a meeting of the committee;

(2) A disclosure made under subparagraph (1) bealeécorded in the minutes of that
meeting;

(3) A member who makes a disclosure under subgpapa (1) shall not--------
(a) be present during any deliberation of the cottemiwith respect to that matter ;or
(b) take part in any decision of the committee wéhpect to that matter

(4) For the purposes of determining whether thequorum, a member withdrawing from
the meeting or who is not taking part in a meetinder subparagraph (3) shall be treated as
being present;

7 Committee may regulate its procedure

Subject to this Act, the committee may regulat®ws 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 GMO/application for approval to conduct
contained testing of GMOs

National Biotechnology and Biosafety Bill, 2012

NOTIFICATION OF LABORATORY EXPERIMENT INVOLVING
GMOs/APPLICATION FOR APPROVAL TO CONDUCT CONTAINED TESTING
OF GMOs

PART A- PARTICULARS OF APPLICANT

R = T

2 Address

3 (A)PNYSICAL ..ottt e
() I 0] €= |
(C) Telephone.......cooiii i FaX. .. oo,
(d) EMALL ..o e e e e e e

PART B -PARTICULARS OF RESEARCH

3 Title of proposed research activity............ccoovii i
4 Summary of proposed research activity.............cooovviiiiiiiievenenn.

5 Categorization of data..........c.ovueiiiie i
@ Source of NUCIEIC ACI.......c.viuie e e e
(b) Specification of nucleic acid sequence................c.cvceveeennns

(c) VECtOr NOSE SYSIEM ... .ttt e e e
(d) RESIICHON MAP ...t e e e e e

(e) Genetic manipulation proCedures............vviie it i v e

For laboratory research involving GMOs, the applicant shall complete thisformas a
notification form .Where permission to proceed with contained research is desired; thisform
shall serve asthe application form
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(6) Plan of
10V ZSES U o F= 11 o] o F PP

8) Describe proposed biological containment measures

9) Description of the subsequent use (if any) or iistron (if any)of the recombination
DNA
== = | PP
10)Source of financial support for the research
= o1 111 PP

() e e AddressS......oovii i
(D) e AddreSS....oeveii
() PP AdAreSS....c.ieii i

12) Description of the training steps taken toueashat the persons proposed to be involved in
the research are familiar with relevant biosafatyd ,guidelines and laboratory procedures
INVOIVEd WIth GIM WOTK. .. ... e e e e e e e e
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13)Describe the arrangements made for health avitbement monitoring

PART C —FACILITIES FOR RESEARCH
14 NAME Of FACIHITY. ...t s e e e e e e e e e e eae s
15 0 T 110 o

16 Description of the nature of the research figcili

17 Do you have approval to use the facilities? YESNO
DECLARATION
| declare that the information provided in thisnfois accurate to the best of my knowledge.

Dated thiS.......oovii i dayof .........oeeinn . 20

(SIONEA) . .. e
Applicant /person making notification

18 Recommendation of Head of Department /Unit/Roogne/ Authorized official
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FORM 2
Section 19, 21

Application for approval to conduct confined testing of a GMO in Uganda

The National Biotechnology and Biosafety Act, 2012

APPLICATION FOR APPROVAL TO CONDUCT CONFINED TESTBIOF GMOS IN

UGANDA

To The Competent Authority

1 General information

i.
ii.
iii.
iv.
V.
Vi.
Vil.
Viii.

Name of the Applicant (principal investigator)

Position

institutional address

Department /Division/programme

Telephone(office): Mobile: Fax

Emalil

Title of the proposed confined testing research

proposed date of commencement of the confinechtestisearch
proposed date of completion of the confined test@sgarch

Name of all institutions both national and intd¢imiaal that are involved in
this work, giving their full contact address, inging physical ,email and
telephone address of the contact person in thesieutions

a. National:

b.

International:
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xi Do you have funding commitméat this project?

Yes No

xii What is/are your internal and external fundaggency (ies)/source (s)
xiii Attach a complete proposal for the confirtedting research that should include a
budget

2 Specific information:
I.  Were /are any of the following genes ,viruses fector conditional
involved in the work?(answer yes or no)

a. Deliberate transfer of drug resistance into orgasithat do
not acquire them naturally/(except for approved hogctor
system that antibiotic resistance markers?

b. Deliberate transfer of DNA into humans?

c. Deliberate information of DNA —Containing genesttha
produce vertebrate toxins with LD50 Less than 10Bggof
Body weight?

d. Using animal or human pathogen (risk group 2-4rastricted
agents) as host vector systems?

e. Using human or animal pathogen DNA cloned into non-
pathogenic prokaryote or lower eukaryote host -arect
systems?

f. Using infectious animal or plant DNA or RNA viruses
defective DNA or RNA Viruses in the presence ofpkevirus
in tissue culture system? (work with animal pathegequires
a sanitary certificate and an import permit frdra televant
government agency (ies)

g. Altering an animal genome by recombinant DNA otitep
viable DNA modified microorganisms in whole aninfals
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h. Experiments involving restricted and controlleceese of DNA modified
plants or animals.

I. Give an explanation of your answer in A (aabpve wherever it was a
yesindicating clearly which of the subsection a-luye referring to

ii. Description of the confined testing researclegge provide a brief
description including objectives, methodology aingetframe of the different
research activities)

iii.Host Organism (List the Biosafety level whexgplicable name and
taxonomic classification)

iv. Describe the vector (s) used and their res@)rce

v. Personnel-Apart from the principal investigator (pi) of thenfined
testing research, list the names and title ofnaldther individuals that will

be engaged in the experiments beginning with resgaanager for the
confined testing. Attach abridged curriculum vi{aet more than one page )
for the pi as well as those of other personnéleinvolved with the
research activities (not more that half a page )each

vi. What arrangements do you intend to put in placeffective health and
environment monitoring

vii. Training: Indicate the steps taken or to be taken to erthatgersonnel
identified above are familiar with relevant bioggfprocedures established
by the government of Uganda and other internatian#iorities. Evidence of
the training shall be provided to the Competenthauity prior to
establishment of the confined testing experiment

viii. Briefly, describe the proposed location oétbonfined testing research
in broad terms such as district, county, sub cqunliage
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X. State whether the necessary permission hasdeseined for use of proposed confined
testing locations

3 Information on the organism
a. Unmodified organism information
i Name of the unmodified organism (common and gifiemames)

ii Describe the reproductive mechanism of the oigrar{Attach any additional information
on the biology of the organism)

ili Is Uganda a primary centre of diversity or on@f the species of the organism? Yes no
Vi Is Uganda secondary center of diversity foradhganism? Yes no

% Is the organism considered naturally invasive8 Yo

If yes, please describe

b.  Modified organism information

i Describe the genetic modification that was danthe organism

il Has genetic modification altered the reproduebiology of the organism? Please explain

iii Does the introduced genetic material give tis@ny infectious agents?

iv Has the genetically modified organism been tstecommercially released in Uganda or else
where ? please explain

v Early efficacy data: Describe results of testthefexpression and efficacy of the target
phenotype from the laboratory containment and ceafitesting stages as applicable
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Vi Has another country rejected an applicatiortlierplanned confined testing of this GMO
or genetic event? If so, which country and on Wieestis?

Vii Provide an annex of information for each genelfement (or feature ) of the construct
including coding sequences, promoters, enhanegrsjration and polyadenylation signal
sequences and their source organism involveldeicdnfined testing research (please clearly
indicate confidential business information jughfy why it is confidential such that it is
considered for keeping confidential by the insittinal biosafety committee, national biosafety
committee and the Competent Authority)

viii ~ Provide an annex or thorough description @ thethod of transformation used; specify
the selectable marker(s) used, clarifying on ttietgaf the marker(s)

c. Material and genetic Confinement

Measuresto minimize gene flow from the confined testing persistence of GMO material in
the environment, or entry of material into the food or feed pathways

i Provide information on the proposed confineditessite size and location, surrounding
area and geographic features as well as the pedpdsolation of the testing site (map of the
proposed site and associated permanent structwssamo be attached)

ii Are there any sexually compatible wild relatiokethe GMO Uganda? Yes No
If yes, describe them
iiilf yes are these within the vicinity of the coméd testing site?

v Describe the mechanism you intend to use tomize gene flow justifying each of the
mechanism proposed.
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For instance;
* Isolation distance;
* Removal of reproductive parts;
* Temporal isolation;
* Termination of experiment before sexually maturity;
» Measures to prevent progeny dispersal from theatest,
* Any other mechanism as may be applicable

(Include and describe climatic and geo-physical data that may influence the reproductive
isolation methods suggested)

Y Type of data to be collected and method of re&esping (ecord keeping must be
consistent which the requirement of the confined testing and /or according to the requirement
set by the Competent Authority)

Vi Describe how the genetically engineered orgamsaterial will be packaged for
transport to the confined testing site

Vil Describe how the packaging materidl i cleaned and /or disposed after use

viii  Describe how the packaging material containing genetically engineered material will
be marked /identified during the transportatiotht® confined testing site

iX Describe measures to inhibit unauthorized rerhof’anaterial from the confined testing
site: These may include but are not to fencingrdjug, locked gate or locating the confined
testing experiment in an adequately isolated area

X What additional measures , if any , kbaltaken to minimize and possibly preclude local
fauna and humans from removing material from thdined testing sites?

Xi Describe how surplus testing material W# recorded and disposed at the site

43



BILL NO. 18 National Biotechnology and Biosafety Bill 2012

xii Describe how equipment used in the establestinof the confined testing research will be
cleaned.

xiii Describe the training that will provide @nnel regarding measures to ensure material
confinement.

xiv How will the materials be collected from thestiag site after the experiment is concluded?

xv Will any of the collected materials from thetteg site be retained and if so , for what
purpose and under what transport and storage comslit

vix How will the collected materials and residiesdisposed?

xvii Will materials are removed away from the cowfil testing site for further analysis? Yes
No

If yes, explain how these will be used dedtroyed.

xviii Describe the post- testing plans to contradlferation of the GMO on the testing site after
removal of materials. The description should geferrence to the following?

» Biodiversity patterns on the site;

* Duration of monitoring;

* Frequency of monitoring;

» Disposal of any identified progenies;
* Any other means, ad,

* Record keeping.

d Contingency plans

Describe your contingency plans in the event ofdemntal release of genetically engineered
organism material. The description should makeregiee to notification of the authorities,
recovery of the material, confinement of the maleand to ay other measure that may be
employed.
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4. DECLARATION
a. Declaration by the applicant

I hereby declare that the information providedhiis application is complete and
accurate. | am familiar with and agree to abidehgyrelevant provisions of the National
Biotechnology and Biosafety Act , regulations, giildes and other specific instructions
from the institutional biosafety committee and @@mpetent Authority and any other
regulatory requirements as far as implementatiadh@proposed confined testing is
concerned. No elements in my research will be impleted without prior review and
approval by the institutional biosafety committee ahe Competent Authority as the
case may be .

Name

Signed Date

Profession

b Institutional biosafety committee recomrandation

() Comment on the suitability of the premisstaff, capacity, resources and authenticity ef th
information given in the application

i Briefly explain how and at what frequeneill the institutional biosafety committee monitibre
activities of the proposed confined testing experitn giving approximate time intervals at whitife
institutional biosafety committee will furnish t@@mpetent A authority with reports about this ezsh
(except for emergencies that must be reported mitte shortest time possible).

i Provide a list of names and addressedlahambers of the institutional biosafety committee
indicating those that were involved in reviewingstapplication.
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c Declaration by the institutional biosafety commitee chairperson or biosafety officer
[/secretary to institutional biosafety committee

| declare that the proposal set out in this apgitie has been considered by properly constitute
institutional biosafety committee of which iarhetauthorized representative and whose viewhken
proposal are accurately set out in section 4(lbhisfform

Title with respect to the institutional biosafetynemittee
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FORM 3
Section 20
Application for approval to make a general release of GMOs in Uganda
The National Biotechnology and Biosafety Act, 2012
APPLICATION FOR APPROVAL, TO MAKE A GENERAL RELEASE OF GMOs

PART A —PARTICULARS OF APPLICANT

A NITIE .ttt e et et et e
B AAIESS ...t e e e
@) PRYSICAL. ...t
(b) P oS Al .. e
(C) Telephone. ... ..o fax. o
(A) EMa@lL e e e

PART B-PARTICULARS OF THE GENERAL RELEASE
2.1 Proposed date of the general release ................c.cocvvaeeens
2.2 Proposed location for the general release..
2.3 Estimated amounts of GMO material to be prodtmmually |nclud|ng amounts to be
released directly by the person making the gemelahse

2.5 Details of the recommended packaging, tranapor, storage and handling methods for

TNE GO .. e e
2.6 Details of the type of environment and the gaphical are for which the modified
o1 F= L1 TS T U T (=T P
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2.7 Describe any previous general release of th©Gbther countries, where
applicable. ... ..o

2.8 State whether similar application for geneetéase of the GMO has ever been made and

rejected in another country ,detailing reasonstHerrejection where
APPICADIE. ... e

PART C- DESCRIPTION OF THE GENETICALLY MODIFIED OR&NISM
3.1 Briefly describe the taxonomic status, commame, point of collection or acquisition
and characteristics of the recipient organism oemi@l organism related to biosafety

3.3 Identify all genes introduced inthe GMO..........c..ciiicimcee i
3.4 Describe the gene products that are derived fhe introduced
01T 0=

3.6 Describe the rate and level of expression®httw genetic material method and
sensitivity of measurement

3.7 Describe identification and detection techngjokthe introduced gene sequence
s(include sensitivity ,reliability and specificitf the techniques)
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PART-INFORMATION ON THE PRODUCT (S) DERIVED FROM THGMO
4.1 Identify the part of the GMO to be used for pineduct

4.2 Describe the type of product, the intended aisd,the targeted communities (e.g.
farmers, children, women, etc)

4.3 Briefly, describe the rationale for using gémengineering to avail the
product

45 Describe, where applicable, previous usesaptbduct(s) from GMO in other countries
and environments

4.7 Describe the specific storage and handlingaifle GMO material that will misuse or
escape of the genetic material into the organigmavfach it is not intended

PART E-SUMMARY OF FIELD TESTING IN RESPECT OF THEM®

5.1 Give a brief description of any confined tegtiield experiment conducted in respect of
the GMO IN

(@) LU o - 1 o =
(b) Other country
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5.2 Provide Data on the field performance of the@dicating the location, dates, efficacy
of the introduced traits and the overall field perfiance of the GMO

PART F-SUMMARY OF REPRODUCTIVE BEHAVIOR OF THE GMO
6.1 Briefly describe the reproductive biology of the GNhcluding sexual and asexual
system where applicable (where available attachwfertinsensus or published
reproductive behavior of the GMO from reputableamigations or
S LU 0 1 1]= )
6.2 List the measures to limit cross reproduction ef@MO with related un-modified
1= F= 1A P
6.3 Describe the biological dispersal mechanism forGMO including artificial dispersal
system (such as distribution and planting of ClEgds).............coooe i it
6.4 Identify any organism in the area of general reddhat may become cross fertilized with
the genetically modified pollen.............ooviii
6.5 Describe the nature of material to propagate theOGM..............ccooveiiiiiiiiieninn
6.6 If biological dispersal occurs ,describe the quaattiof reproductive parts of the GMO
that are likely to be dispersed and how the reyetide parts shall interact in the
environment ,including any long term effect.............coov e

PART G-SAFETY TO HUMAN AND ANIMAL HEALTH
7.1 Will the GMO enter the human and livestock feedic?§Answer Yes or No)
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7.2 If yes above, describe the food and feed sédsting results in respect of the foreign
gene products (including marker genes) to humaraaidals, information should
include; mode of function, toxicity studies, prewsouses in the food and feed chain,
intended effects, an assessment of the amino simidarity between the introduced or
new gene and known allergens present and tOXiNS......ccccceveviiiiiiieii i,

7.3 Describe any common or major allergens prdaeehe recipient organism before
MOAIfICALION. .. .oe e e e e e

7.4 State whether any genetic modification desdribehis application resulted in over-
expression of the possible allergens indicatetlimfart.......................coo e

7.5 Describe the overall stability of the new gpnaducts regarding enzymatic degradation using
APPIOPALE 1N VIO @S S@AY S . et utev et ittt ee e v s e e e e ee et reeasaetre et rentee e eanenenns

7.6 Where there is known adverse toxity of theoihticed gene product to humans and animals,
described the mechanism to limit the contact ofGMO to humans and animals..............

7.7 In the event that the GMO is not intended terethe food and feed chain ,describe the
management system to ensure that the GMO doesitasttbe food and feed chain.............

7.8 What are the effects of the undertaking wathard to the health and safety of the workers
and any other person that will directly or inditgdte involved in the general release?............

7.9 Describe the health and safety measures thhttshapplied to safeguard employees during
the proposed general release............ocoeeviiviiiiiie i,

PART H-SAFETY TO THE ENVIRONMENT

8.1 Describe any potential long term effect the GM&y have on the Environment to which the
general release is intended including effects erfalhowing

i Biological diVEISITY. .. ..ot e e
ii Biotic and A biotic components of the enviromme. ..............cccocoi i,
8.2 Describe how the effects in 8.1 shall be magiage................ccccooveiiiiii i,

8.3 Describe measures to limit spread of the GMQOniatended environments
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8.4 Where the GMO has been specifically developeglitit resistance to specific biotic or a
abiotic components of the environment, state whdtieresistance is likely to break

8.5 Describe measures to limit the possibilityaesfistance breaking down as described in
section 8.4

8.6 Describe how resistance shall be managed iarthieonment during general release of
LTSI 1Y P

8.7 Where the GMO requires the deliberate use efiip chemicals and compounds to
attain the intended value ,give details of the mmrnental safety of the chemicals and
(o0 101070 11 ] 0 2

8.8 Describe the methods for environmental momitpof the GMO including measures for
emergency procedures in the event of adverse oedatithe environment.................

8.9 Where only selected parts or products of thedQGMIl be used , describe methods for
disposal of the un —used parts or bi- product®®fGMO.............cocoiveiii i,

8.10  Attach an evaluation of the foreseeable pathiogpr ecological disruptive
0] = od £

PARTS 1-SOCIO —-ECONOMIC CONSIDERATIONS

9.1 Identify any potential positive or negative iseeconomic effects of the proposed general
release activity in Uganda or within the targetydapon...................cocov i,

9.2 Identify any possible bio-ethical aspect ofgle@eral release activity.........................

9.3 Suggest measures to limit any potential negatdcio-economic or ethical
(o0] 0 E5{To (=T =1 1T 1= PP

PART J-DECLARATION

10.1l declare that the information provided in thisnfois accurate to the best of my knowledge.
Dated this...........cooviiiii i, dayof .o, 20.......

Applicant
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10.2Recommendation of authorized official representatif/the institution making the general
release éxamples are directors managers, heads of departments,etc)

PART —RISK ASSESSMENT FORMAT FOR GENERAL RELEASE GMOs IN UGANDA

11.1 Name, institution, address of applicant..............cccceeeii i,

11.2 Name(s) institutions (s) and address (s)stfassessment team, where

APPICADIE. ..o

11.3 Title of risk aSSESSMENt. .. ...t e

11.4 Information on recipient organism or parentglanism. Desribe to relevant detail, the

biological characteristics of the recipient orgami®r parental organisms including information on
taxonomic status, common name ,origin ,centersigiroand centers of genetic diversity, if known,
and description of the habitat where the organisrag persist or proliferate........................

115 Point of collection or acquisition of receiptparental organism.........................
11.6 Characteristics of recipient organism or plesrganism related to biosafety-
(a) Sexual compatibility with other wild species;luding the distribution in Uganda of

those species

(b) Survivability

(i) Ability to form structures for survival or doménce

(i)Specific factors affecting survivability................cco el

(c) Dissemination

(i) Ways and extent of dissemination, e.g estinmatibhow viable propagules declines with distance
(i) Specific factors affecting dissemination

d)Geographical distribution of the GMO.............ccoociiiiiin e,
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e) Other potential interactions, relevant to the GMGhe ecosystem where it is usually propagated
or else where including information on toxic efieoh humans, animals and other organisms...
1) A1 [ = = o] 1=

11.7 Information on donor organism or organismgaiDée taxonomic status and common
name, source, and the relevant biological chaiatiter of the donor organisms

11.8 Vector. Describe the characteristics of thetare including its identity, if any, and its
source or origin, and itS NOSt FANGE.... ..ot e et s e e e e ee e ee e e eaeeenaas

11.9 Insert or inserts or characteristics of madiion. Describe the genetic characteristics of
the inserted nucleic acid and the function it sfiesi or characteristics of the modification
(o o 13Tt o

11.10 Living modified organism. Give a descriptmfithe identity of the GMO and the differences
between the biological characteristics of the livinodified organism and those of the recipient
0rganisms or parental OrganiSMS. ... ..o iiis e vt e e e e eet e e e e et s e nenas

11.12 Information relating to the intended usevitl® information relating to the intended use @& th
GMO, including news or changed use compared todtipient organisms or parental organisms

11.13 Receiving environment. Provide informatiortlea location, geographical, climate and
ecological characteristics, including relevant infiation on biological diversity and centers of arig
of the likely potential receiving environment ...........ccociii i i

11.14 Estimation of risk. Provide an estimatiorthaf likelihood of adverse effect on human health
and environment, following procedures in schedubd the Act .............

11.15 Provide any additional risk assessment sfudievant to the application for the general dea
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FORM 4
NATIONAL BIOTECHNOLOGY AND BO SAFETY ACT, 2012

APPLICATION FORM FOR IMPORT, EXPORT AND TRANSIT OF G ENETICALLY
MODIFIED ORGANISMS

1. Name, address (including physical address) andacbdetails of the importer/exporter
2. Type of applications(Tick as appropriate)

Import

Export

Transit
3. Importing /destination COUNIY ..ot e
4, EXPOrting COUNTIY ..voniiriiiie e et e e e e e e e e e e e
5. Expected date of import /export /transit ..............ooooiiii i
6. Brief description of the GMO.........ooviiiiii e
7. Portofentryinto Uganda.............coooiiii it e e
8. Port of exit from Uganda in case of transit or @Xp0..........ccccvviiiiiiiiiiiici e,
9. Regulatory status of the GMO in country of Origin ... .c..ccoove it e
10. Description of previous approval of the GMO in dda for transit/import/
11. Consent of import from destination country in cab&ansit......................ccoooe i
12. Description of the intended use of the GMO in Ugaimcase of

14. Description of the suggested methods for safe ragdransport, packaging, labeling, disposal,
and storage of the GMO ... e
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16 Suggested emergency response measures in titeoéuaintentional releases
17 DECLARATION BY APPLICANT;

| here by declare that the information providethiis application is complete and accurate. | amlfam
with and agree to abide by the relevant provisifridational Biotechnology and Biosafety Act and
regulations

Dated this ........ccocviiiiiii i dayof......cooiiii, 20, i

Applicant
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SCHEDULE 4
Section 29 (4)
RISK AND SAFETY ASSESSMENT

1 Objective of conducting risk and safety assessment
The risk and safety assessment shall be condudtiedhe objective of identifying and evaluating the
potential adverse effects of a GMO on human heaithenvironment.

2 Use of risk and safety assessment
The Competent Authority shall not approve genestdase of a GMO unless it is satisfied that a risk
and safety assessment has been conducted in re§pieetapplication

3 General principles

Risk and safety assessment shall be conducteddirngdo the following principals-

(a) risk and safety assessment shall be carried agiémtifically sound and transparent manner and
may take into account expert advice, standardgaitkline developed by relevant organizations

(b) lack of scientific knowledge or scientifionsensus shall not necessarily be interpretattiicate
a particular level of risk, an absence of risk maaceptable risk;

(©) risk associated with aGMO shall be considereithé context of the risk posed by —
() the non-modified recipient; and
(ii) the parental organisms,

in the potential receiving environment.

4  Procedure for conducting risk and safety assessmie

Risk and safety assessment shall be conducteddingdo the following steps as appropriate-
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(a) an identification of any genotype and phenotypiaracteristics associated with the GMO that
may have adverse effects on the environment ouarah health;

(b) an evaluation of the likelihood of these adver$eot$ being realized ,taking into account the
level and the kind of exposure of the likely potainteceiving environment of the GMO;

(C) an evaluation of the consequences should efésets be realized,;

(d) an estimation of the overall risk posed g/ MO based on the evaluation of the likelihood
and consequences of the identified adverse efieitsg) realized;

(e) recommendation as to whether or not the riskseceptable or manageable, including
identification of strategies to manage these skl

(H where there is uncertainty regarding the Iefeisk, the Competent Authority may request for
further information on the specific issues of canaar may recommend implementing appropriate
risk management strategies and monitoring the GiMiBe receiving environment
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