
Biosafety Act, 20 11

ARRANGEMENT OF SECTIONS

Section

Scope, objectives and establishment
1. Scope of the Act
2. Objectives of the Act
3. Establishment of the National Biosafety Authority
4. Functions of the Authority
5. The governing body

Administration

6. Conduct of business and affairs of the Board
7. Delegation of powers of the Authority
8. Chief executive officer
9. Staff of the Authority

10. Protection from personal liability

Handling ofrequests for approvals

11. Application for contained or confined use
12. Application for introduction into the environment
13. Application to import or place on the market
14. Application to export
15. Genetically modified organisms in transit
16. Confidential information
17. Acknowledgement of application
18. Gazette publication
19. Risk assessment and risk management
20. Exemption
21. Determination of application
22. Communication of decision
23. Register

Reviews and approvals

24. Review of approval
25. Withholding information
26. Appeals Tribunal

Technical advisory committee

27. Technical advisory committee
28. Functions of the committee

Act 831



Act 831 Biosafety Act, 2011

29. Allowances
30. Conflict of interest

Regulatory agencies
3I. Functions of regulatory agencies
32. Unintentional release into the environment

Inspections
33. Appointment of inspectors
34. Functions of inspectors

Finance
35. Funds of the Authority
36. Investment of funds
37. Financial year
38. Annual estimates
39. Accounts and audit

Miscellaneous
40. Regulations
41. Offences and penalties
42. Public'awareness and participation
43. Civil liability and redress
44. Interpretation

SCHEDULES

FIRST SCHEDULE
CONDUCT OF BUSINESS AND AFFAIRS OF THE

BOARD

SECOND SCHEDULE
INFORMATION REQUIRED IN

APPLICATIONS FOR CONTAINED OR CONFINED USE

THIRD SCHEDULE
INFORMATION REQUIRED IN APPLICATIONS FO R
RELEASE, IMPORTATION AN D PLACING ON THE

MARKET

FOURTH SCHEDULE
RISK ASSESSMENT

FIFI H SCHED ULE
REGULATORY AGENCIES

2

-- ---



Act 831

THE EIGHT HUNDREDAND THiRTY-FiRsT

ACT
OF THE PARLIAMENT OF THE REPUBLIC

OF GHANA

ENTITLED

BIOSAFETY ACT, 2011

AN ACT to regulate biotechnology and to provide for related matters.

D ATE OF ASSENT: 31stDecember; 2011.

PASSED by Parliament and assented to by the President:

Scope, objectives and establishment

Scope of the Act
1. (I) The tequirements of this Act are in addition to, and not in

derogation of, the requirements imposed by any other enactment.
(2) This Act does not apply ro genetically modified organisms that

are pharmaceuticals for human use, and which are the subject of any
other enactment.

Objectives of the Act
2. The objectives of the Act arc,

(a) to ensure an adequate level of protection in the field of
safe development transfer, handling and use of genetically
modified organisms resulting from biotechnology that may
have an adverse effect on healthand the environment, and
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(b) to establish a transparent an d predicta ble process to review
and make decisions on genetica lly mod ified organisms
specified in paragraph raj and related activities.

Est ablishmen t of the Nati on al Biosafety Authorit y
3. (I) There is established by this Act a body corporate to be known

as the National Biosafety Authority.
(2) W here there is a hindrance to the acquisition ufpropcrty by the

Authority, the proper ty may be acquired for the A uthority under the State
Property and Contracts Act, 1960 (C.A . 6) or the State Lands Act , 1962

,; (Ac t 125) and the cost shall be born e by the Aut nc rity.

Funct ions of the Authority
4. The function" of the Authority arc

(a) to rece ive, process, respond to and to make decisions on
applications under and in conformity with this Act ,

(b) to estab lish adm inistra tive m ech anisms to en sure th e
appropriate handling and storage of documents an d data
in connection with the processing of applications and any
oth er matters covered by thi s A ct,

(,) to act as the national focal point responsible for lia ising
\\ ith a ny ot t er ag ency or intc rnauoua l or gani-ntions
concerned with biotechnology and biosafety, and

(d) to promote public awareness, participation and education
concerning the activities of the Authority under th is A ct.

The governing body
5. (1) The governing body of the Authority is a Board consisting of

(a) an expert in biotechn ology and related biological sciences
including biosafety, as the chairperson.

(b) th e chairperson of the technica l a dviso ry comm ittee
established under section 27 ,

(e) one representative of the M inistry respons ible for Science
not below the rank of Director,

(d) one representative of the Association of Ghana Ind ustr ies,
(e) one legal practitioner of not less tha ten years standing,

who has a sufficient background knowledge releva nt to the
subject ma tter of th is Act.

(j) one representative of non-governmental organisations,
(g) the chief executive officer of the Authority,
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(h) two me mbers from the academia w ho are persons with a
su fficient background knowledge relevant to the subject
matter of this Act at least one of w hom is a woman,

{i} o ne rep rese nta tive of the Cou n cil fo r Scientific a nd
In dustrial Research not below the rank of a Director,

0) one representative of the Ministry of Food and Agricultu re
not below the rank of a D irector,

(k) one representative of the Ministry of Health not below the
rank of a Director, and

(I) onc representative from the Customs Division of the Ghana
Revenue Authority.

(2) Th e members of the BOi1 rJ sha ll be app oinrrd bv the President
in accordance with article 70 of the Constitution and sha ll hold office for
three years.

(3) A member of the Board is eligible for reappointment for a further
term not exceeding three years.

(4) Subsections (2) and (3) do not apply to the ex officio members.
(5) The names of the members ofthe Board sha ll be published as a

notice in the Gazette.
(6) T he Board :.Sresponsible tor the proper and efficient performance

of the functions of the Authority,
(7) T he Minister responsible for Science may give policy directives

to the Board.

A dministration

C on duct of business and affairs of the Board
6. .(1) T he pro visions relating to rhe conduct and regu lation of the

business and affa irs of the Board are set ou t in the Fi rst Schedule
(2) Except as provided in the F irst Schedule, the Board shall regulate

its own procedu re and the procedure of any of its committee s.
(3) The A uthor ity shall pay to members of the Board allowances

approved by the Minister in co-isultaric n with th e M inisrer respon sible
for Finance.

D elegation of powers of the Authori ty
7. Subject to this Act, the Board IDJ.y , generally or in a particular case,

delegate to a committee of the Board or to a member of the Board, or
to an officer, employee or agent of the Authority, the performance of a
function of the A utho rity under this Act .
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Chi ef executive officer
8. (I ) There shall be a chief executive officer of the Authority,

(2) The President shall appo int. in accordancc with article 195 of the
Constitution, the chief executive officer of the Authority, on the terms
and conditions of service stated in the instrument of appointment.

(3) The chief executive officer shall hold office for a period not
exceeding five years and is eligible for re-appointment for another term
only,

(4) The chief executiveofficer is responsible, subject to the direction
of the Board, for the day to day management of the affairs of the
Authority.

Staff of the Authority
9. The President shall appoint for the Authority, in accordance with

article 195 ofthe Constitution, the officers and any other staff necessary
for the proper performance of its functions under this Act, on the terms
and conditions of service determined by the Board.

Protection fro m personal liability
10. A matter or thing done by a member of the Board or by an

officer, employee or agent of the Authority, shall not, if the matter or
thing is done bona fide in the performance of a function of the Authority,
render the member, officer, employee or agent personally liable to an
action, a claim or demand.

Handling requestsfor approval
Application for contained or confined use

11. (I) A person shall not conduct a contained or confined use activity
involving genetically modified organisms or their development without
the written approval of the Authority.

(2) The application shall include
(a) the details that are set out in the Second Schedule, and
(bj any other additional information that the applicant may

consider necessary for an assessment of the potential risk
and benefits of the requested activity.

Application for introduction into the environment
12. (1) A perso n shall not introduce into the environment a

genetically modified organism without the prior written approval of the
Authority.
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(2) A person wishing to introduce a genetically modified organism
into the environment shall submit to the Authority an application
describing the activity for which the approval is sought.

(3) An application under subsection (2) shall include
(a) the information set out in the Third Schedule,
(b) a risk assessment as set out in the Fourth Schedule,
(c) a sworn declaration that the information contained in the

application is tactually correct, and
(d) any other additional information that the applicant may

consider necessary for an assessment of the potential risks
and benefits of the requested activity.

(4) An applicant may withdraw the application at any time prior
to the issuance of a final decision by the Authority.

Application to import or place on the market
13, (1) A person shall not, without the prior written approval of the

Authority, import orplace on the market a genetically modified organism.
(2) An"'pplication under subsecrion (1) shall include

(a) the information set out in the Third Schedule,
(b) a risk assessment as set out in the Fourth Schedule, and
(c) any other information that the applicant may consider

necessary for an assessment of the potential risks and benefits
of the requested activity.

Application to export
14. A person intending to exporta genetically modified organism shall

provide the Authority with a written advance informed agreement or the
appropriate certification from the competent authority of the importing
country.

Genetically modified organisms in trans it
15. (1) A person intending to transport a genetically modified organism

through the Republic which is not destined for use in the Republic
(a) shall apply to the Authority for a written approval for the

transportation , and
(b) shall ensure that the genetically modified organism isproperly

pack aged and transported in accordance w ith the
"Regulations and international standards.

(2) An application to transport genetically modified organisms
through the Republic shall be in the form prescribed by the Regulations.
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Confidenti al information
16. (I) The Authority

(a) shall allow an applicant to designate information provided
to the Authority in accordance with the requirements of
this Act and the Regulations as confidential information,
and the applicant shall supply the justification fot the claims
of confidentiality;

(b) shall decide whether it accepts as confidential the informa
tion designated as confidential by the applicant;

(c) shall inform the applicant of its rejection of the claim of
confidentiality, providing reasons on request, as well as an
opportunity for consultation; and

(d) shall, wherean applicant withdraws anapplication, respect
the applicant's claims of confidentiality.

(2) The Authority shall not use confidential information for a
purpose not authorised under this Act and shall ensure that the
information is protected by the person involved in handling applications
under this Act.

Acknowledgement of application
17. (I) On receipt of the application, the Authority

(a) shall acknowledge in writing, the receipt of the application
within seven days of the receipt, and

(b) shall screen the application for completeness within sixty
days .

(2) Where an application is not complete, the Authority shall
request the applicant to submit additional information.

Gazette publi cation
18. (1) The Authority shallwithin fourteen days publish in the Gazette,

a notice concerning an application for release into the environment, for
the general information of the public.

(2) On request, the Authority may avail to a person portions of
an application which do not qualify as confidential information.

Risk assessment and risk management
19. (1) Where an application is screened and found to be complete,

the Board shall act in accordance with the advice of the technical advisory
committee in respect of the risk assessment co nducted as set out in the
Fourth Schedule.

· 8
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(2) Risk assessment shall be carried out taking into account
available information concerning a potential exposure to the genetically
modified organism.

(3) The Board may request an additional risk assessment.
(4) On completion of the risk assessment, the Board shall

(aj make a report giving its decision and the justification on the
disposition of the application, and

(bj indicate the measures to be taken to ensure the sale use ofthe
genetically modified organism,

(5) The Board shall liaise with the appropriate regulatory agency
to ensurethatmeasures are inplace to manageandcontrol risks identified
during the risk assessment process.

Exemption
20. The Board may exempt a genetically modified organism from

certain requirements of section 11, 12, or 13, where it is satisfied that
sufficient experience orinformation existsto conclude that thegenetically
modified organism or activity does not pose a significant risk to the
environment.

Determination ofthe application
21. In reaching a final decision on an application, the Board shall

take into account
(aj information submitted by the applicant,
(b) the risk assessment report,
(cj relevant comments submitted by the public, and
(d) socio-economic considerations arising from the impact of

a proposed activity and of the genetically modified
organisms on the environment.

Communication of decision
22. (1) The Board shall communicate its final decision to the applicant

(a) as soon as possible, but in any case not later than one
hundred and eighty days after the receipt of the complete
application, or

(bj within the time that the Board may in special circumstances
determine.

(2) The approval shall set out clearly the specific conditions related
to the approval .
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(3) The app roval shall be specific and limited to the activity
authorised as set out in the decision document.

Register
23. The Authority shall maintain a register, which shall contain a copy

of
(a) the application,
(b) the risk assessment report,
(c) the decision document,
(d) the approval, and
(e) any other information the Board may consider necessary.

Reviews and approvals

Review of approval
24. (I) The Board may review a decision made under section 21 at

any time on obtaining significant new scientific information indicating
that the genetically modified organism or the approved activity may
adversely affect human health, 'plant health, anima l health or the
environment.

(2) A regulatory agency or an applicant may request the Board to
review the Board's decision under section 21 with respect to an activity
conducted by the applicant on the ground

(a) that a change in the circumstances has occurred that may
havea material effect on the outcome of the risk assessment
on which the decision was based; or

(b) that additional scientific or technical information is
available which may have a material effect on the decision
including the conditions, limitations or requirements
imposed under an approval.

(3) Where on a review the Board is satisfied that a change is
warranted, the Board shall issue a revised approval.

(4) The Board shall take a decision on a review within one hundred
and fifty days from the date ofnotification of the review and shall set out
the reasons for the decision.

(5) Where the Board has knowledge that an activity possesses
potential risk to the environment, the Board shall take immediate action
to put the necessary measures in place.

(6) The Board shall give special consideration for review requests
from a regulatory agency.

10



Btosofety Act. 20II Act 831

-

Withholding information
25. (1) A person who withholds information

(a) which becomes available to the applicant after the approval
of the application, and

(b) which could change the evaluation of risk posed by the
intended activity of the person

commits an offence and is liable on summary conviction to a fine of not
less than two thousand five hundred penalty units and not more than five
thousand penalty units or to a term of imprisonment of not less than five
years and not more than ten years or to both the fine and the term of
imprisonment.

(2) Where an applicant has information which the applicant ought
to have disclosed with the application, but does not do so, the applicant
commits an offence and is liable on summary conviction to a fine of not
less than two thousand five hundred penalty units and not more than five
thousand penalty units or to a term of imprisonment of not less than five
years and no t more than ten years or to both the fine and the term of
imprisonment.

Appeals Tribunal
26. (1) There is hereby established an Appeals Tribunal consisting of

(a} an eminent biological scientist as the chairperson ,
(b) one legal practitioner of not less than ten years standing

with profess ional qualifications in biotechnology or
biosafety matters; and

(c) three other members, who have qu alifi cations in
biotechnology and biosafety management at least one of
whom is a woman.

(2) The members of the Appeals Tribunal shall be appointed by
the Minister and the appointments shall be published in the Gazette.

(3) A member of the Board shall not be appointed a member of
the Appeals Ttibunal.

(4) The members of the AppealsTribunal shall hold office for three
years.

(5) A person who is aggrieved by
(a) a refusal to grant an approval under this Act, Ot
(b) the conditions of approval under this Act, or
(e) the revocation , suspension or revision of an approval under

this Act, or
(d) a refusal to treat an application as confidential

11
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may appeal, within thirty days of the decision of the Board , to the
Appeals Tribunal in the prescribed manner.

(6) A person aggrievedby a decision of the Appeals Tribunal may,
within thirty days of the decision, appeal against the decision to the High
Court.

Technical advisory committee

Technical advisory committee
27. (I) In addition to any other committees that the Board may

establish under the First Schedule, there is hereby established a techoical
advisory committee consisting of not more than eleven persons appointed
by the Boardfor a period not exceeding three years as follows:

(a) one representative each from
(i) the Council for Scientific and Industrial Research,

and
(ii) the Atomic Energy Commission,

(b) two persons one of whom is a w oman, who are persons
knowledgeable in the fields of science applicable to ecology
and the development and release of genetically modified. .

orgamsms,
(c) two persons one of whom is a woman who are

knowledgeable in socio-economic matters and genetically
modified organisms, and

(d) one representative each from the
(i) Ghana Revenue Authority,
(ii) Environmental Protection Agency,
(iii) Food and Drugs Board,
(iv) Veterinary Services Directorate, and
(v) Plant Protection and Regulatory Services

Directorate.
(2) The Board in consultation with the Minister responsible for

Science shall in appointing members to the committee, endeavour to
achieve representation from a range ofthe sciences relevant to genetically
modified organisms and ecology.

(3) The Board shall designate a member of the committee as the
chairperson of the committee.

(4) In the absence of the chairperson, the members of the
committee shall elect one of their number to act as chairperson.

12
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(5) The acting chairperson shall perform the functions of the
chairperson where the chairperson is unable to do so.

(6) A member ofthe committee whose period ofofficehas expired
is eligible for reappointment.

Functions of the committee
28. (I) The technical advisory committee shall

(a) act as the national advisory body on matters concerning or
related to genetic modification of organisms, and carry out
risk assessment and audit of applications at the request of
the Board, and

(b) advise, on request or of its own accord, the Minister and
through the Board and the Minister advise the Ministries
and appropriate bodies, on matter> concerning the genetic
modification of organisms including

(i) aspects relating to the introduction anddevelopment
of genetically modified organisms into the
environment,

(ii) propo sals for specific activi ties or projects
' concerning genetic modification of organisms,

(iii) aspects concerning the conrained use of genetically
modified organisms,

(iv) the importation and exportation of genetically
modified organisms, and

(v) proposed Regulations and written guidelines.
(2) The committee shall annually submit a budget to the Board.
(3) The committee may appoint subcommittees to deal with

specific matters as required.

Allowances
29. The members of the technical advisory committee and of a sub

committee shall be paid the allowances determined by the Minister, in
consultation with the Minister responsible for Finance.

Conflict of interest
30. (I) A member of the technical advisory committee who has an

interest, directly or indirectly in a matter which is the subject of
consideration by the committee shall disclose that fact to the committee
and the nature ofthe interest and shall not take partin the consideration,
discussion of or vote on a question in respect of that matter.

13
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(2) A member who fails to comply wirh subseerion (1) ceases to be
a member of the committee.

Regulatory agencies

Functions of regulatory ag encies
31. (1) A regulatory agency shall, where appropriate, monitor an

applicant's activities to ensure that those activities comply with the
requirements of this Act, the Regulations and the conditions imposed in
connection "Wi th the approval underthis Act.

(2) Where a regulatory agency becomes aware of significant new
scientific information indicating that approved activities with genetically
modified organisms mayadversely affect theenvironmentorpose potential
risks not previously known, the regulatory agency shall immediately
inform the Authority afthe new information and of the measures put in
place to ensure the continued safe usc of the genetically modified
organism.

Unintentional release into the environment
32. (1) A regulatory agency with knowledge of an unintentional or

unapproved introduction into the environment of a genetically modified
organism that is likely to have an adverse effect on the environment, shall,
within twenty four hours of having that knowledge, notify the Authority
of the occurrence.

(2) A notification under subsection (1) shall include adequate in
formation for the Board to undertake a risk assessment.

(3) The Board, in consulta tion with the regulatory agency, shall
determine whether an action is necessary to minimize an adverse effect
on the environment.

Inspections

Appointment of inspectors
33. (1) Subject to subsection (5) of section 19, the Board may appoint

a duly qualified person as a biosafcry inspeeror of the Authority, for the
area of authority specified in the letter of appointment.

(2) The appointment of an inspector under subsection (I) shall be
published in the Gazette.

(3) An individual or a company incorporated in the Republic may
be appointed as an inspector.

14
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Functions of inspectors
34. ( I) A biosafety inspector may, in the performance of a function

under this Act, at a reasonable time and without a warrant,
(a) enter any premises, vessel or property, which the inspector has

reason to believe it isnecessaryto enter, in orderto ascertain
whether th e requirements of this Act or of the Regulations
are, or an approval under this Act is, being complied with,
and may be accompartied by a person duly authorised by
the Authority;

(b) take possession of the equipment or material required for
thepurpose forwhich the power to enter isbeing exercised;

(e) carry out the tests and inspection and make the recordings
that are necessary in the circumstances;

(d) direct that a part of the premises, or anything in the premises,
shall be left undisturbed for so long as it is reasonably
necessary for the purposes of the test or inspection;

(e) take appropriate samples of the organisms, articles or
substances found in the premises, an analysis or any other
thing relevant for the purposes of this Act;

(f) in the case ofanything found in the premises which appears
to contain genetically modified organism which has
adversely affected or is likely to adversely affect the
environment, the biosafety inspector may cause it to be
dismantled or subjected to a process or test but not so as to
damage or destroy it, unless it is necessary; or

(g) require the production of the records which are required to
be kept under this Act.

(2) In the performance of a function under this Act, a biosafety
inspector shall supply the appropriate identification.

(3) An inspector who without reason able cau se acts in
contravention of aprovision of subsections (1) and(2)commitsan offence
andisliable on summaryconviction to a fineof not less than two thousand
five hundred penalty units and not more than five thousand penalty units
or to a term of imprisonment of not less than five years and not more
that ten years or to both the fine and the term of imprisonment.
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Finance

Funds of the Authority
35. The funds of the Authority include

(a) the moneys appropriated by Parliament for the purposes
of the Authority,

(b) the moneys that accrue to or vest in the Authority in the per
formance of its functions under this Act, and

(e) the moneys from any other source provided for, donated
or lent to the Authority.

Investment of funds
36. The Authority may

(a) invest any of its surplus funds in securities, and
(b) place on deposit with a bank approved by the Minister

responsible for Finance the moneys not immediately
required for the purposes of the Authority,

Financial year
37. The financial year of the Authority shall be the same as the financial

year of the Government.

Annual estimates
38. (I) Before the commencement of each financial year, the Board

shall prepare the annual estimates of revenue and expe nditure of the
Authority for the financial year.

(2) The annual estimates shall make provision for the estimated .
expenditure of the Authority for the financial year concerned and in
particular, shall provide for .

(a) the acquisition, maintenance, repair and replacement of
the equipment and any other property of the Authority,

(b) the payment of salaries, allowances and any othercharges
in respect of the staff of the Authority, and

(c) the payment of pensions, gratuities and any other charges
in respect of retirement benefits which are payable out of
the funds of the Authority.

Accounts and audit
39. (I ) The sums of money provided in the estimates shall not be

increased without the prior consent of the Board.

16
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(2) The Authority shall keep proper books and records of account
of the income, expenditure, assets and liabilities of the Authority in the
form approved by the Auditor-General.

(3) Within three months from the end of the financial year, the
Board shall submit for audit to the Auditor-General the books and
accounts of the Authority together with

(a) a statement of the income and expenditure of the Authority
on the last day of that year, and

(b) a statement of the assets and liabilities of the Authority on
the last day of that year.

(4) The accounts of the Authority shall be audited and reported
on in accordance with article 187 of the Constitution.

(5) The activities and operations of the Author ity shall be
access ible to the public unless there are reasons of commercial
confidentiality or security, justifying exclusion.

Miscellaneous

Regulations
40, (I) The Authority may, with the prior approval in writing of the

Minister, and in consultation with the Ministers responsible for Health
and Food and Agriculture and any other relevant sector Minister make
Regulations, by legislative instrument, for the better performance of its
functions under this Act and in particular for prescribing

(a) anything required by this Act to be prescribed;
(b) the procedures for conducting contained and confined use

activities involving genetically modified organisms;
(c) the procedures for

(i) the release of genetically modified organisms into
the environment,

(ii) the importation of genetically modified organisms,
(iii) the exp ortation of genetically modified organisms,
(iv) genetically modified organisms in transit;

(d) the procedures for appeals to the Appeals Tribunal;
(e) the forms to be used for applications for approvals;
(f) the schedules of fees to cover adminis trative costs of

processing applications and notices; and
(g) the procedures for deregulation .

(2) Until Regulations are made under subsection (I), the Biosafety
(Management of Biotechnology) Regulations, 2007 (L. l. 1887) shall
continue in force as if made under this Act .

17
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(3) Despite subsections (I ) and (2), the Authority may issue
guidelines in respect of the matters referred to in subsections (I) and (2).

Offences and penalties
41. (I) A person commits an offence and is liable on conviction to a fine

of not less than two thousand five hundred penalty units and not more
than five thousand penalty units or to a termof imprisonment ofnot less
than five years and not more than ten years or to both the fine and the
term of imprisonment if that person

(a) makes contained or confined use, releases into the
environm ent, places on the market, imports or exports, a
genetically modified organism without the approval of the
Authority, or

(b) contravenes a condition attached to an approval under this
Act, or

(c) fails to furnish an information as required by or under this
Act, or

(d) uses or releases confidential information for a purpose not
authorised by or under this Act, or

(e) uses a genetically modified organism for mischievous or
unethical purposes, or

(f) obstructs or fails to assist the Authority or officers of the
Authority in the performance of a function under this Act,
or

(g) contravenes any other provision of this Act.
(2) Where a body corporate is convicted of an offence specified

in subsection (I) a Director and any other officer of that body corporate
shall be deemed to have committed the offence for which the body
corporate is convicted.

(3) A person shall not be convicted of an offence pursuant to
subsection (2) where it is proved to the satisfaction of the Court that,
having regard to the nature of the offence,

(a) that person did not consent to, or did not conninve at, the
commission of the offence, or

(b) that person did exercise the degree ofresonable diligence as
ought inthe circumstances to have been exercised to prevent
the co mmission of the offence.

18
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(4) For the purposes of subsections (2) and (3), a body corporate
includes a firm or parmership and those subsections shall be construed
accordingly in the case of a firm or partnership.

Public awareness and participation
42 . (1) The Authority shall promote public awareness participation

and education concerning biosafety matters for the benefit of the people
of the Republic through

(a) the publication of this Act and of the Regulations in as
many languages as possible, and

(b) public lectures, seminars and workshops.

(2) The Authority sh all publ ish notices of final decisions
concerning applications made under this Act in the Gazette and the
electronic and print media.

Civil liability and redress
43. Liabilityorredress fora damagethatoccurs as a resultofan activity

under this Act is subject to the applicable laws.

Interpretation
44. In this Act , unless the context otherwise requires,

"Appeals Tribunal" means the Appeals Tribunal established
under section 26;

..applicant" means a person who submits an application
pursuant to a provision of this Act;

"Authority" means the National Biosafety Authority established
under section 3;

"biotechnology" means a technological application that uses
biological systems, living organisms or derivatives of those
systems and organisms to make or modify products or
processes for a specific use;

"biosafery" is a term used to describe efforts to reduce and
eliminate the potential risks resulting from biotechnology
and its products ;

"confined use" means a field trial of a genetically modified
organism in an open system in which physical barriers are
employed to effectively limit their impact with, and their
impact on, human and external environment;

19
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"contained use ' means an activity undertaken within a facility,
an installation or any other physical structure which involves
genetically modified organisms that are controlled by
specurrc measures; -

"genetically modified organism" includes an organism that has
been transformed by the insertion of one or more genes, or
regulatory elements, or an organism that has had its own
genes modified without the insertion ofany new genes and
their products;

"genetically modified organisms register" means the register
maintained under section 23;

"Minister" means the Minister responsible for Science;
"placing on the market" means making a genetically modified

organism available on a commercial basis ;
"precautionary approach" means tha t where there are threats

of serious or irreversible damage, lack of full scientific
certainty shall not be used as a reason for postponing cost
effective measures to prevent environmental degradation;

"Regulations" means the Regulations made under this Act; and
"regulatory agency" means a regulatory agency specified in the

Fifth Schedule.

SCHEDULES

20



Biosof ety Act. 20ll

FlRST SCHEDULE

(Section 6)

Act 831

-

PROVISIONS AS TO THE COND UCT OF BUSINESS AND
AFFAIRS OF THE BOARD

Committees and co-opted advisers
I. (I) The Board shall establish the committees it considers appropriate

to perform the functions and exercise the responsibilities determined by
the Board.

(2) The findings of a committee shall be presented to the Board
for its consideration and determination.

(3) The Board may at anytime co-opt a person to attend any of its
meetings, but a co-opted person is not entitled to vote on a matter for
decis ion by the Board.

Vacation of office
2. ( I) The appointment of a member of the Board, other than an ex-

officio member, shall be terminated by the President
(a) on the expiry of the appointment, or
(b) on the death of the member, or
(c) if the member

(i) is adjudged bankrupt, or is sentenced for an offence
to a term of imprisonment of not less than six
months, or

{ii) is conv ic ted of an offence involving fraud,
dishonesty or moral turpitude, or

(iii) is absent, without the permission of the Board, from
three successive meetings of the Board for which
the member has received notice;

(d) on notice in writing of the intention to resign from office; or
(e) if in the opinion of the Board, the member becomes by

reason o f mental or physical infirmity, incapable of
performing the functions of office as a member of the
Board; or

(J) on the commission of an offence under this Act .

21
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(2) A member of the Board may resign at any time from office in
writing addressed to the President through the Minister.

(3) The President may by letter addressed to a member revoke the
appointment of that member.

(4) Where a member of the Boardis, for a sufficient reason, unable
to act as a member, the Minister shall determine whether the inability
would result in the declaration of a vacancy.

(5) Where there is vacancy, the Minister shall notify the President
of the vacancy and the President shall appoint a person to fill the vacancy.

Me etings of board
3. (1) The Board shall meet at least four times in every financial year.

(2) The chairperson shall preside at the meetings ofthe Board, and
in the absence of the chairperson, the members present shall elect one of
their number to preside at the meeting.

(3) Unless a unanimous decision is reached, a decision on a matter
before the Board shall be determined by a majority of the votes of the
members present and voting, and in the case of an equality of votes. the
chairperson or the member presiding shall have a casting vote.

(4) The quorum for the transaction of the business of the Board is
seven members of the Board but in respect of financial matters or any
other matter of importance as determined by the Board, the quorum
shall be nine members.

Disclosure of interest
4. A member of the Board who has an interest, directly or indirectly,

in an application or any other matter which is the subject ofconsideration
by the Board shall disclose the fact to the Board and shall not take part in
the consideration or discussion of or vote on, a question in respect of
the application or that other matter.

Seal of the board
5. (1) The seal ofthe Authority shall be authenticated by the signatures

of the chairperson of the Board and the chief exe cutive officer of the
Authority. .

(2) In the absence of the chairperson, a member of the Board
designated by the chairperson for the purpose may authenticate the seal .

22
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SECOND SCHEDULE
(Section 11)

INFORMATION REQUIRED IN APPLICATIONS
FOR CONTAINED OR CONFINED USE

1. An application to conduct activities under contained or confined
use with genetically mo dified organis ms under contained use shall be
submitted to the Authority at least sixty days before the activities are due
to begin.

2. The application shall include
(a) the name and con tact address of the applicant,
(b) the location where the contained use activities are to be

undertaken,
(c) the nature and identity of the genetically modified organisms

to be involved,
(d) the nature and purpose of the activities including storing,

transporting, producing, processing, disposing or use of the
genetically modified organisms in any other way,

(e) a description of the potential risks associated with the
genetically modified organism activities to be undertaken,

(/) a description of the potentialrisk associated withgenetically
modifie d organism activities to be undertaken, and

(g) a description ofthe remedial measures to be undertaken for
unintentional release at the end of the acitivity.

TlllRD SCHEDULE
(Sections 12, 13)

INFORMATION REQUIRED IN APPLICATIONS FOR RELEASE,
IMPORTATION AND PLACING ON THE MARKET

I. Name, address and contact details of the exporter.

2. Narne, address and contact details of the importer.

3. Name and identity of the genetically modified organism as well as
the domestic classification of the biosafety level of the genetically
modified organism in the country of export.
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4. Intended date of the transboundary movement.

5. Taxonomic status, scientific and technical names, common name,
un ique identifier, transformation code or event po int collection or
acquisition and characteristic, of the recipient organism or parental
organis m related to biosafcry

6. Center of origin and center of genetic diversity, of the recipient
organism and the parental organism and the description of the
habitat where the organism is related to biosafety.

7. Ta xr- nomic status, common na me. poin t o f collect ion or
acquisition an d character.stic I,) : the .nodif 1.j,lil introduced. the
technique used and the (I: q lo ll1g characteristics or the genetically
modified organism.

8. Intended use of the generica tlv mouine o organism an d the products
of til '~ genetically modified orga nism.

9. Qua ntity or volume of me genericall y modified organism to be
transferred and released.

10. The cppropriare risk asscssrtu it report.

1I. Suggested meth ods for the safe hand ling, storage, transport an d
use, including procedures for unintentional or accidental release.

12. A sworn declaration of the applicant rh at the above mentioned
infoi Illation is factually c()r;e('1"

FOUKl h .~ l. J l rJ Jln ,E

(5e' -;-; ' 11 I' I I lUI., ••1 ~ . ., • ~

Obj ecti ve of ri sk assessment
1. The objective of the risk asses nenr i- .;1 identify and evaluate the

potential a verse effects of genetically modified r.rganisrns onhealth an d
the environment.

Use of ri sk assessment
2. The risk assessment shall be used b) I t ! ~ Board to make informed

decisions regarding genetically mn.... · ·j ... ,·rtl .

"- - -- ---===--=-.......------
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3. The general pnnciplc-, guiding risk assessmen t arc,
(a) risk assessment shall be ca rried out in a scientifically sound

an d tra nsparent manner and may take into account expert
advice and guidin g pri ncip les develop ed hy rel eva nt
organi sations;

(b) lack of scientific knowledge or scientific consensus shall not
necessarily be interp rete d to indicate a part icular level of
risk, an absence :..J risk cr an acceptab le risk; an d

(e) risk associated with genetically modified organisms or
products of these organ ism s shall be conside red in the
c~llik l' l 11,1, 'i';~ n'.':" ! b y the gcnctical'v modified
uq~..l. I'_ i : , "'1" " '1 I.....: :. ,n tt"Jc parental organisms in the likely
poten tial receiving environ ment.

Methodology
4 . To fulfill its objective, risk assessment shall entail

(a) an identification or 'i..ny of the genotyp ic and. phenotyp ic
ch a racte ri sric s asso-ia-cd with ge nericaliv mod ified
organ isms that ma y have a a dve rse effect on the
envnn !!' nt

(b) an cvaluatx.n orthe likelihood of tl:cse adverse .-ffeets being
real ised , takin z into account the level and the kind of
exp osure of the likely potential receiving environment of
th e genetically modified or a iism:

(e) an evalu ation of the consequences shoul d these effects be
realised;

(d) an estimation of the overall risk posed by the. genetically
mo d ifie d orga nisms based on the eval u at ion of the
likelihood and consequences of the identified adverse effects
being realized;

(e) a recommendat ion as to whether or no t the risks are
acceptable or manageable, incl u ding ident ification of
stra tegies to mange the risk; and

(f) w here there is uncertainty regard ing the level of risk, the
Boa rd may request furthe r information on the specific issues
of conce rn O f ma y recom men d app rop r ia t e r isk
management strategies and monitoring of the genetically
modified organisms in the receiving c " iro nment.
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Points to consider
S. Risk assessment shall take into account the relevant technical and

scientific details regarding the characteristics of,
(a) recipient organisms orparentalorganisms: the biological char

aeteristics of the recipient organism or parental organism
including taxonomic status, common name, origin , centers
oforigin and centers ofgenetic diversity and a de scription
of the habitat where the organism persists;

(b) donor organism: ta xonomic status and co mmon name,
source and the relevant biological characteristics of the
donor orga nisms;

(c) vector: characteris tics of the vector including its identity of
origin and host range;

(,d) insertand characteristicsoj modifiattion: genetic characteristics
of the inserted nucleic acid and the function it specifies an d
characteristics of the modification introduced;

re) genetically modifiedarganisms: identity ofthe genetically modi
fied organisms and the differences between the biological
characteristics of the genetically mod ified organisms and
those of the recipient organism or parental organisms;

(j) detection and identification ofgenetically modified organisms:
sugges ted detection ident ific a tion met hods and the
specificity, sensitivity and reliability;

(gJ information relating to the intended use: information related
to the intended use of the genetically modified organisms
including new or changed use compared to the recipient
organism or parental organism;

(h) receiving environment: information, the location, geographical
climatic and ecological characteristics including relevant
information on biological diversity and centers of origin
of the likely potential receiving environment.
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FIFIH SCHEDULE

(Section 31)

RE GULATORY AGENCIES

Act 831

-

1. The Food and Drugs Board

2. The Veterinary Services D irectorate

3. The Plant Protection and Regulatory Services Directorate

4. The Environmental Protection Agency

5. The Customs Division of the Ghana Revenue Authority

6. District Assemb lie s, Metrop olitan A sse mblies, Municipal
Assemblies and any other local government authority

7. The Standards Authority.

Date of Gazate notification: 31st December. 20l (
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