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FEDERAL REPUBLIC OF NIGERIA

VOTES AND PROCEEDINGS

Thursday, 26th February, 2015

1. The Senate met at 10:49 a.m. The Deputy Senate President read prayers.

2. Votes and Proceedings:
The Senate examined the Votes and Proceedings of Wednesday, 25th February, 2015.

Question was put and the Votes and Proceedings were approved.

3. Announcements:
(1) Appreciation:
The Deputy Senate President read a letter from Senator Joshua C. Dariye (Plateau
Central) as tollows: '

VICE CHAIRMAN, FINANCE COMMITTEE
JCD/NASS/SP/PLC/20/02 " 26th February, 2015

His Excellency,

Sen. (Dr). David Mark, GCON, fnim
Senate President,

Federal Republic of Nigeria.

Your Excellency,

i

LETTER OF APPRECIATION
On behalf of myself, family and the entire people of Plateau Central Senatorial District, I write
to express my sincere appreciation to you my boss and my distinguished colleagues for your

prayers, words of encouragement and solidarity during the recent kidnap of my father, Pa
Dariye Defwan.

We give God the glory that my father who was rescued 5 days after his abduction, is strong,
healthy and has since reunited with the family.
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Mr. President, distinguished colleagues, while thanking you all for the support during our very
trying moments; I pray that the Almighty God will continue to grant us wisdom in our struggle

to end terrorism in our country Nigeria.

Once again, thank you very sincerely and please accept the assurances of my highest
consideration.

(Signed)
SEN. JOSHUA C. DARIYE JP, FCA, MBA, MA(L&D)
Plateau Central Senatorial District

(i1) PDP Senators Meeting:
The Deputy Senate President read a letter from Senator ke Ekweremadu (Enugu West)

as follows:

SENATOR IKE EKWEREMADU

DEPUTY SENATE PRESIDENT
FEDERAL REPUBLIC OF NIGERIA

ANNOUNCEMENT

There will be Peoples Democratic Party (PDP) Senators meeting at the Senate President’s
Mansion, Apo Legislative Quarters, today, 26" February, 2015 at 7:00 p.m.

Members are enjoined to attend punctually as very important matters will be discussed.

(Signed)
Senator Ike Ekweremadu
Deputy Senate President

(1)  Acknowledgment:
The Deputy Senate President acknowledged the presence of the Staff and Students ot
Olumawu Basic Education School, Wuse II, Abuja who were in the gallery to observe

Senate Proceedings.

Committee on Federal Character and Inter-Governmental Affairs

Report on the screening of nominee
Motion made: That the Senate do receive the Report of the Commiittee on Federal Character and

Inter-Governmental Affairs on the screening of Ambassador Abdullahi Shinkafi for appointment
as a Member of the Federal Character QCommission (Senator Atai A. Ali — Kogi East).

i

Question put and agreed to.

Report Laid.
2015 Budget Proposal for the Nigerian Communications Commission (NCC):
Presentation of Report deferred to another Legislative Day.

2015 Budget Proposal for the Universal Service Provision Fund (USPFK):

Presentation of Report deferred to another Legislative Day.
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7. Conference Committee:
Report on the Nigeria Financial Intelligence Center Bill 2015 (SB. 358):

Motion made: That the Senate do adopt the Report of the Conference Committee on the Nigeria
Financial Intelligence Center Bill 2015 (Senator Victor Lar — Plateau North).

Report presented.
Question put and agreed to.

Report accordingly adopted.

8. Independent National Assembly Budget and Research Office (Establishment, etc.) Bill 2015

(HB.454):
Motion made: That a Bill for an Act to establish an Independent National Assembly Budget and

Research Office which shall provide the National Assembly with objective, timely and
non-partisan analysis needed for economic and budget decisions and other related matters 2015

be read the Second Time (Deputy Senate Leader).
Debate:

Question put and agreed to.

Bill accordingly read the Second Time and referred to the Committees on Appropriation; and
Establishment and Public Services to report within two (2) weeks.

9. Independent National Assembly Budget and Research Office (Establishment, etc.) Bill 2015
(SB.15):
Motion made: That a Bill for an Act to establish an Independent National Assembly Budget and
Research Office which shall provide the National Assembly with objective, timely and
non-partisan analysis needed for economic and budget decisions and other related matters 2015
be read the Second Time (Senator Ita S. J. Enang — Akwa Ibom North East).

Debate:

Question put and agreed to.

Bill accordingly read the Second Time and referred to the Committees on Appropriations,; and
- Establishment and Public Services to report within two (2) weeks.

10. Nigerian Council of Food Science and Technology (Establishment, etc.) Bill 2015 (SB. 442):

Consideration of Bill deferred to another Legislative Day.

11. Joint Committee on Agriculture and Rural Development; and Science and Technology:
Report on the National Biosafety Management Agency (Establishment, etc.) Bill 2015 (SB.
308):
Motion made: That the Senate do consider the Report of the Joint Committee on Agriculture and
Rural Development; and Science and Technology on the National Biosatety Management
Agency (Establishment, etc.) Bill 2015 (Senator Emmanuel Bwacha — Taraba South).

Question put and agreed to.

Report presented.
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Motion made: That the Senate do resolve into the Committee of the Whole to consider the
Report (Deputy Senate Leader).

Question put and agreed 1o0.

(SENATE IN THE COMMITTEE OF THE WHOLE)

CONSIDERATION OF A BILL FOR AN ACT TO ESTABLISH THE NATIONAL BIOSAFETY
MANAGEMENT AGENCY CHARGED WITH THE RESPONSIBILITY FOR PROVIDING REGULATORY
FRAMEWORK, INSTITUTIONAL AND ADMINISTRATIVE MECHANISM FOR SAFETY MEASURES IN
THE APPLICATION OF MODERN BIOTECHNOLOGY IN NIGERIA WITH THE VIEW TO PREVENTING
ANY ADVERSE EFFECT ON HUMAN HEALTH, ANIMALS, PLANTS AND ENVIRONMENT; AND FOR
RELATED MATTERS 201).

Clause 1: Establishment of National Biosafety Management Agency.
(1) There is established the National Biosafety Management Agency (in this
Act referred to as the Agency) which:
(a) Shall ensure the effective management of all component of the

Nation's Biosafety;

(b) Shall be a body corporate with perpetual succession and a
common seal; and

(C) may sue and be sued in 1its corporate name.

(2) The Agency shall be the national authority on Biosafety in Nigeria.

Committee’s Recommendation:
That the provision in Clause 1 be retained (Senator Emmanuel Bwacha — Taraba South) —

Agreed to.
Question that Clause 1 do stand part of the Bill, put and agreed fo.

Clause 2: Objectives of the Agency.
The objectives of the Agency shall be to:
(a) establish and strengthen the institutional arrangement on Biosafety

matters in Nigeria;

(b) Safeguard human health, biodiversity and the environment from any
potential, adverse effect of genetically modified organism including
food satety; '

(c) ensure safety in the use of modern biotechnology and provide holistic

approach to the regulation of genetically modified Organisms;

(d) provide measures for the case by case assessment of genetically
modified organisms and management of risk in order to ensure satety
in the use of genetically modified organisms to human health and the
environment;

(e) provide measures for effective public participation. Public awareness
and access to information in the use and application of modern
biotechnology and genetically modified organisms; and
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ensure that the use of the genetically modified organisms does not have
adverse impact on socio-economic and cultural interest either at the
community or national level.

Committee’s Recommendation:
That the provision in Clause 2 be retained (Senator Emmanuel Bwacha — Taraba South) —

Agreed to.

Question that Clause 2 do stand part of the Bill, put and agreed to.

Clause 3:

PART II FUNCTIONS AND POWERS OF THE AGENCY

Functions and Powers of the Agency.
The Agency shall:

(a)

(b)

(c)

(d)

(€)
(1)

(g)

(h)

(1)

Q)

(k)

Propose, tor the approval of the Board, the overall policy guidance on
1ssues of Biosafety in Nigeria;

Implement the provisions of the Conventions and the Protocols on
matters relating to genetically modified organisms;

Render reports to the secretariat of the Convention on the
implementation of the Convention and Protocol on matters relating to
the use of genetically modified organisms;

Develop measures and requirements and criteria for risk assessment
peer review and decision making;

Develop measures and requirements for risk assessment.

Develop risk management plan and strategy for protecting human
health, biological diversity and the environment from potential risks
associated with genetically modified organisms;

Accept and verify applications in respect of genetically moditied
organisms and keep records of all approvals and unapproved
applications as contained in Part VIII, Subsection 24 (1);

Take samples and carry out laboratory analysis of crops, products or
materials for purposes of determining if they contain genetically
modified organisms and ensure compliance with this Act;

Carry out actions necessary to ensure compliance with the legal
obligations set out in this Act, including, but not- limited to, the
inspection of facilities, conduct research activities with genetically
modified organisms covered by this Act, the collection and analysis of
samples of materials covered by the Act, the monitoring of human
health and the environment to determine the effects of genetically
modified organisms regulated by the Act;

Liaise with the secretariat of the convention and the Biosafety clearing
house with respect to the administrative functions required under the
Protocol;

Carry out and maintain inventory of laboratories with physical and
human capacities to conduct research in modern biotechnology;
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Monitor the activities of institutional committees and Biosafety officers;

Build, equip and maintain offices and premises for the performance of
its action under the Act;

Pay remuneration, allowances, expenses and any other benefit to
members of the Board and employees of the Agency or any other
persons, In accordance with the National Salaries, Income and Wages

Commission
Carry out capacity building activities: and

Perform other duties as may be necessary for the full discharge of its
functions under this Act.

Partner with other relevant local and international agencies for the
speedy realization of the Agency's mandate.

Committee’s Recommendation:
I'hat the provision in Clause 3 be retained (Senaror Emmanuel Bwacha — Taraba South) —

Agreed to.

Question that Clause 3 do stand part of the Bill, put and agreed to.

Clause 4:

PART Il STRUCTURE OF THE AGENCY

Structure of the Agency.
The Agency shall have such Departments as it may deem appropriate.

Committee’s Recommendation:
Ihat the provision in Clause 4 be retained (Senator Emmanuel Bwacha — Taraba South) —

Agreed to.

Question that Clause 4 do stand part of the Bill, put and agreed to.

Clause 5: .

PART IV STAFF OF THE AGENCY

Appointment of Director General and staff of the Agency.
There shall be for the Agency a Director General who shall:

(a)

(b)

(€)

(d)

be appointed by the President, Commander-in-Chief of the Armed
Forces on the recommendation of the Minister:

- not be qualified for appointment as a Director-General unless he

“In

possesses outstanding qualifications and has at least 15 years cognate

experience in the Management of Biodiversity, Biosafety or related
field:

be a holder of at least a Masters Degree in biological sciences or other
related field:

be the Chiet Executive of the Agency and be responsible for:
(1) the day to day administration of the Agency:

(i1) the execution of the policies of the Agency; and
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(1)  Performing other functions as the Board or Minister may from
time to time assign to him.

(€) Hold office in the first instance for a term of 4 years and may be
reappointed for another term of 4 years and no more.

Committee’s Recommendation:
That the provision in Clause 5 be retained (Senator Emmanuel Bwacha — Taraba South) —

Agreed to.
Question that Clause 5 do stand part of the Bill, put and agreed to.

Clause 6: Cessation or removal from office.
Notwithstanding the provisions of section 5 of this section, the Director-General
may be removed from office by the President, Commander-in-Chief of the
Armed forces:
(a) for inability to discharge the functions of his office (whether arising
from infirmity of mind or body or any other cause) or for misconduct:

(b) if the President is satisfied that it is not in the interest of the Agency or
the public for him to continue in the office:

(¢) 1f the Director-General resigns his appointment by a notice in writing
under his hand addressed to the President.

Committee’s Recommendation:
T'hat the provision in Clause 6 be retained (Senaror Emmanuel Bwacha — Taraba South) —

Agreed to.
Question that Clause 6 do stand part of the Bill, put and agreed to.

Clause 7: Appointment of secretary and legal adviser of the agency.
The Agency shall appoint a Secretary and Legal Adviser, who shall be:
(a) a legal practitioner of not less than 10 years post-call experience;

(b) subject to the control and supervision of the Board and
- Director-General; and

(c) keeping the books and records, conducting the correspondence of the
Board and performing such other duties as the Board or the
Director-General may from time to time direct and without prejudice to
the generality of the foregoing, the Secretary shall be responsible for:
(i) making arrangements for meetings of the Board; '

(11) preparing the agenda and minutes of meetings of the Board; and

(111)  Such other functions as may be assigned to him by the Board
and the Director-General.

Comrmnittee’s Recommendation:
T'hat the provision in Clause 7 be retained (Senator Emmanuel Bwacha — Taraba South) —
Agreed to.

Question that Clause 7 do stand part of the Bill, put and agreed to.
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Clause 8: Terms and condition of service.
The terms and conditions of service and remuneration of employees of the

Agency shall be determined in line with the appropriate authorities.

Committee’s Recommendation:
That the provision in Clause 8 be retained (Senator Emmanuel Bwacha — Taraba South) —

Agreed to.

Question thar Clause 8 do stand part of the Bill, put and agreed to.

Clause 9: Removal and discipline of staff.

(1)

The removal and discipline of statf shall be in accordance with existing
Public Service Rules and Regulations.

Committee’s Recommendation:
That the provision in Clause 9 be retained (Senator Emmanuel Bwacha — Taraba South) —

Agreed to.

Question that Clause 9 do stand part of the Bill, put and agreed to.

Clause 10: Discipline of Junior Staff.

(1)

(2)

(3)

(4)

If any junior staff is accused of misconduct and inefficiency, the
Director-General may suspend him for not more than 3 months and
shall direct the matter to the Junior Staff Appointment and Promotion
Commuttee to:

(a) Consider the case; and

(b) Make recommendation as to the appropriate action to be taken
by the Director-General.

In all cases under this section, the junior member of staff shall be
informed 1n writing of the charges against him and be given reasonable
opportunity to defend himself.

The Director-General may, after due consideration of recommendation
made pursuant to subsection (1) (b) of this section, dismiss, terminate,
retire. or downgrade the staff concerned.

Any person aggrieved by the Director-General's decision under
subsection (3) of this section may, within a period of 21 days from the
date of receipt of the letter communicating the decision to him, address
a petition to the Board to reconsider his case and the Board's decision
thereon shall be final.

Committee’s Recommendation:
Leave out the provision in Clause 10 (Senator Emmanuel Bwacha — Taraba South) — Agreed

[0,

PART V - ESTABLISHMENT OF THE GOVERNING BOARD

Clause 11: Establishment of the Governing Board and its composition.

(1)

There 1s established for the Agency, a Board which shall consist of:
(a) A Chairman who shall be appointed by the President,

Commander-in-Chief of the Armed Forces:
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(b) The Director-General of the Agency;
(¢) A representative not below the rank of a Director, from each
Federal Ministry responsible for:
(1) Environment;
(11) Agriculture;
(1)  Science and Technology;
(1v) Trade and Investment;
(V) Health;

(Vi) Customs Service;

(vit)  National Agency for Food and Drug Administration
and Control (NAFDAC); and

(vil) National Biotechnology Development Agency
(NABDA).

(d) One representative each of conservation Non-Governmental
Organizations (NGOs) and organized private sector.

(e) One representative of the Biotechnology Society of Nigeria.

(2) All appointments in this Section shall be made by the President,
Commander-in- Chief of the Armed Forces.

(3) Membership of the Board is on part-time, except the office of the
Director-General.

Committee’s Recommendation: |
That the provision in Clause 11 be retained (Senator Emmanuel Bwacha — Taraba South) —

Agreed 10.

Question that Clause 11 do stand part of the Bill, put and agreed to.

Clause 12: Tenure.
A member of the Board appointed, other than the Director-General, shall hold

office for a term of 4 years, and subject to the provisions of this Act.

iy

Committee’s Recommendation:
That the provision in Clause 12 be retained (Senator Emmanuel Bwacha — Taraba South) —

Agreed to.

Question that Clause 12 do stand part of the Bill, put and agreed to.

Clause 13: Vacancy.
(1) The office of a member of the Board shall become vacant if:
(a) he resigns as a member of the Board by notice in writing under

his hand addressed to the President; and
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(b) 1f 1t appears to the Board that a member of the Board other than
an ex-officio member or Director-General should be removed
from office on the grounds of misconduct or inability to
perform the functions of his office, the Board shall make a
recommendation to the President.

(2) Notwithstanding the provisions of subsection (1) of this section, the
President may remove any member of the Board if he is satisfied that
it 1S 1n the public interest to do so.

Committee’s Recommendation:
That the provision in Clause 13 be retained (Senator Emmanuel Bwacha — Taraba South) —

Agreed 10.

Question thar Clause 13 do stand part of the Bill, put and agreed to.

Clause 14:

PART VI - FUNCTIONS AND POWERS OF THE BOARD

Functions and Powers of the Board.

(1) The Board shall:
(a) advise on the overall policy formulation of the Agency in
particular with regard to financial, operational and
administrative matters:

(b) Establish committees as may be expedient and charged with
specific functions;

(C) Encourage and promote activities related to the functions of the
Agency;

(d) Carry out such other activities as may be directed by the
President.

(2) The Board shall have power to appoint for the Agency either directly
or on secondment from any public or civil service of the Federal such
number of employees as may, in the opinion of the Board, be required
to assist the Agency in the discharge of any of its functions under this

Act.

Committee’s Recommendation:
- That the provision in Clause 14 be retained (Senator Emmanuel Bwacha — Taraba South) —

Agreed to.

vin i

Question that Clause 14 do stand part of the Bill, put and agreed to.

- Clause 15:

PART VII- FINANCIAL PROVISIONS

Fund of the Agency |
(1) The Agency shall establish and maintain a fund from which it shall

defray all expenditures incurred.

(2) There shall be paid and credited to the fund:
(a) annual budget allocation from the Federal Government;
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(b) such other sums as may be given to the Agency by the Federal
government;

(c) All moneys accruing to the Agency, including grants-in-aid,
endowments and donations;

(d) all charges, dues, fees or other amounts collected by the
Agency; and
(€) all interests on moneys invested by the Agency.

Committee’s Recommendation:
That the provision in Clause 15 be retained (Senator Emmanuel Bwacha — Taraba South) —

Agreed to.
Question that Clause 15 do stand part of the Bill, put and agreed to.

Clause 16: Expenditure of the Agency.
The Agency shall, when necessary, apply the funds at its disposal for the

purpose of the Agency.

Committee’s Recommendation:
That the provision in Clause 16 be retained (Senator Emmanuel Bwacha — Taraba South) —

Agreed to.
Question that Clause 16 do stand part of the Bill, put and agreed to.

Clause 17: Power to borrow Act No 18 2003.
The Agency may borrow according to the provisions of the Debt management

Act.

Committee’s Recommendation:
That the provision in Clause 17 be retained (Senator Emmanuel Bwacha — Taraba South) —

Agreed t0.
Question that Clause 17 do stand part of the Bill, put and agreed to.

Clause 18: Power to invest.

The Agency may, subject to the provisions of this Act and conditions of any
trust created in respect of any property, invest all or any of its funds in
accordance with section 15 (1) of this Act. The Agency may invest any of its
surplus funds in such securities as may be permitted by law.

iy

Committee’s Recommendation:
That the provision in Clause 18 be retained (Senator Emmanuel Bwacha — Taraba South) —

Agreed 0.

Question that Clause 18 do stand part of the Bill, put and agreed to.

Clause 19: Power to accept gift.
(1) The Agency may, accept gifts of land, money or other property or
things from within and outside Nigeria, on such terms and conditions,
1f any as may be specified by person or organization offering the gift.
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(2) The Agency shall not accept any gift if the terms and conditions
attached by person or organization offering the gift are inconsistent with
its functions under the Act.

Committee’s Recommendation:
That the provision in Clause 19 be retained (Senator Emmanuel Bwacha — Taraba South) —

Agreed to.
Question that Clause 19 do stand part of the Bill, put and agreed to.

Clause 20: Annual Estimates.
The Agency shall submit to the President, in accordance with the prescription
in the annual budget cycle each year, its programme of work and estimates of
its mncome and expenditure for the following year.

Committee’s Recommendation:
That the provision in Clause 20 be retained (Senator Emmanuel Bwacha — Taraba South) —

Agreed to.
Question that Clause 20 do stand part of the Bill, put and agreed to.

Clause 21: Account and Audit.
(1) The Director-General shall keep proper accounts of the Agency and

proper records 1n relation and to those accounts.

(2) The accounts of the Agency shall be audited after the end of the year to
which the audit relates, by auditors appointed by the Agency from
among the list and in accordance with the guidelines supplied by the
Auditor-General of the Federation.

Committee’s Recommendation:
That the provision in Clause 21 be retained (Senator Emmanuel Bwacha — Taraba South) —

Agreed to.
Question that Clause 21 do stand part of the Bill, put and agreed to.

Clause 22: - Annual Report.
The Agency shall prepare and submit to the President not later than 6 months
after the end of the year a report, in such form as the President directs on the
activities of the Agency during the immediate preceding year and shall include
in the report a copy of the audited accounts of the Agency or that year and the
auditor's report thereon.

e

Committee’s Recommendation:
That the provision in Clause 22 be retained (Senator Emmanuel Bwacha — Taraba South) —

Agreed to.
Question that Clause 22 do stand part of the Bill, put and agreed to.

PART VII- REQUEST AND AUTHORISATION
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Clause 23: Import and Export Permit.
As from the commencement of this Act, no person, institution or body shall
import, export, transit, carry out the contained use, confined field trial,
multi-locational trial without the approval or permit of the Agency.

Committee’s Recommendation:

That the provision in Clause 23 be retained (Senator Emmanuel Bwacha — Taraba South) —

Agreed to.

Question that Clause 23 do stand part of the Bill, put and agreed to.

Clause 24: Application of Import and Export Permit.

Any person, 1nstitution or body who wishes to import, export, transit
or otherwise carry out a contained field trial, confined field trial,
multi-locational trial or commercial release of a genetically modified
organism shall apply to the Director General of the Agency not less
than 270 days to the date of import, export, transit or the
commencement of such activity.

(1)

(2)

Any application under subsection (1) of this section shall include:

(a)

(b)

(c)

(d)

(e)

(1)

(2)

the information and data requirement that may be specified by
the Agency 1in the regulations, guidelines, and policy
documents;

a risk assessment report indicating the potential risk, if any that
the genetically modified organisms may pose to human health
including food safety, biological diversity or the environment
including the consequence of unintentional releases;

the nature and identity of the genetically modified organisms
involved in the activity being proposed to be carried out;

information relating to any release of the genetically modified
organisms in Nigeria or elsewhere;

The nature and purpose of the activities including such
activities as storage, transportation, production, culture and
processing;

destruction, disposal or usage of the genetically modified
organisms in any way whatsoever;

A management plan for remediation measures to be undertaken
in the event of:

(1) any unintentional introduction into the environment of
the genetically modified organisms from contained
laboratory;

(11) the escape or persistence in the environment of a

genetically moditied organisms from a confined field
trial; and
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(111) any unintended consequence to the environment from
the placing of genetically modified organisms in the
market.

First Schedule
~(h) the place where, and the purpose for which the genetically
modified organisms or the product thereof is planned to be
developed, used, kept, released or marketed including detailed
instructions for use and a proposed labeling and packaging
scheme 1n accordance with the First Schedule to this Act; and

(1) a declaration to the effect that the information provided to
correct including where appropriate, the undertaking from the
origination of such information affirming its accuracy and
completeness.

Second Schedule
(3) In all cases the Agency shall set out requirements for each activity with

genetically modified organisms to determine the level of potential risk posed by
such category of activity in accordance with the second schedule to this Act.

Committee’s Recommendation:
That the provision in Clause 24 be retained (Senator Emmanuel Bwacha — Taraba South) —

Agreed to.
Question that Clause 24 do stand part of the Bill, put and agreed to.

Clause 25: Import or transit of products to be approved.

(1) No person, institution or body shall import, export, transit or
commercialize any genetically modified organism or a product thereof
intended for direct use as food or feed or for processing unless with the
approval of the Agency.

(2) Application under this section may only be granted upon completion of
safety risk assessment to determine if there is not substantial risk that
the genetically modified organism could be eaten by humans or animals.

Third Schedule .

(3) Any person, institution or body that submits an application under this
section for the commercial release of a genetically modified organism
must ensure that the application addresses the socio-economic
considerations set out in the Third Schedule to this Act.

(4) The Ag%ncy shall consider such analysis in the risk or benefit
assessment to determine whether it is to be approved or denied.

(5) Review of the food safety assessment and the determination that the
food 1s safe for human consumption shall be certified by the National
Agency for Food, Drug Administration and Control.

Committee’s Recommendation:
That the provision in Clause 25 be retained (Senator Emmanuel Bwacha — Taraba South) —

Agreed to.

Question that Clause 25 do stand part of the Bill, put and agreed to.
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Clause 26: Public Display of Application.

(1) The Agency shall upon the receipt of the application and the
accompanying mformation under section 18 of this Act, display copies
of such application and relevant information at such places and for such
period as the Agency may, from time to time determine to enable the
general public and relevant government ministries and agencies study
and make comments on the application and relevant information within

21 days.

(2) The Agency may, prior to the display, make announcement in at least
2 national and one local newspapers, the national Biosafety clearing
house or such other news media as the Agency may from time to time
determine, giving summary of the application and brief information on
the place, duration and time for the display.

Committee’s Recommendation:
That the provision in Clause 26 be retained (Senator Emmanuel Bwacha — Taraba South) —

Agreed to.
Question that Clause 26 do stand part of the Bill, put and agreed to.

Clause 27: Public Hearings.

(1) The Agency may, in addition to the comment received pursuant to
section 18 of this Act, hold public hearings or consultations to obtain
further comments and inputs that will assist in the review or processing
of the application.

(2) Notwithstanding any other provisions in this Act the Agency shall not
disclose any confidential business information submitted by any person,
institution or body to the Agency under this Act.

(3) To determine if any information identified by an applicant qualifies as
confidential business information that cannot be disclosed to the public
the Agency shall ascertain that:

(a) the information has not previously been released to the public

anywhere in the world:

(b) the applicant has shown that it has taken steps to prevent the
release of such information:

(c) release of the information would be detrimental to the
applicant; and

i iy

(d) the information is not required to be released under section 23
of this Act.

Committee’s Recommendation:
That the provision in Clause 27 be retained (Senator Emmanuel Bwacha — Taraba South) —

Agreed to.

Question that Clause 27 do stand part of the Bill, put and agreed to.
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Clause 28: Disclosable information.
The following information shall not be considered confidential business
information and can be disclosed to the public:

(a) The name and address of the applicant;

(b) A general description of the genetically modified organism;

(¢) A summary of the risks assessment for the genetically modified
Organismes;

(d) Any scientific data that specifically addresses potential environmental
or food risk from genetically modified organisms and any method; and

(e) Plans for emergency response (Senator Emmanuel Bwacha — Taraba
South).

Amendment Proposed.

Leave out all the provision in Clause 28 (Senator Abdul A. Ningi — Bauchi Central).

Question that the amendment be made, put and agreed to.

Clause 29: Procedure for Granting Approval.
With respect to any decision taken under section 23 of this Act, the Agency:

(a)

(d)

(1)

(g)

Shall take into consideration, the relevant comments, inputs or concerns
of the public received under the provisions of this Act;

Shall notify the applicant in writing and the Biosafety clearing house of
the decision and information, facts and analysis supporting the decision:

Shall notify the public of any genetically modified organism for which
approval or permit has been granted for import , contained use,
confined field trials, multi-locational trials or commercial release and
provide the information, facts and analysis supporting the decision;

May specify the steps to be taken in the implementation of the risk
management plan where there are potential risk to human health,
animal, plant and the environment.

May in respect of any approval for import, transit, contained use,
confined field trial, multi-locational trials or commercial release of any
genetically modified organisms, direct the applicant to carry out
monitoring and evaluation of risk for a specified period equivalent to
the lite cycle of the relevant species or for such period as the Director

General may, from time to time, determine;

Impose any additional measure for risk management as provided in this
Act

Do such other things as take such other steps as he may consider
necessary and expedient for carrying into effect this decision.
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Committee’s Recommendation:
That the provision in Clause 29 be retained (Senator Emmanuel Bwacha — Taraba South) —

Agreed to0.

Question that Clause 29 do stand part of the Bill, put and agreed to.

Clause 30: Revocation and Review of Application.

The Agency may:

(a) revoke or suspend the approval or permit or otherwise review any
decision taken under section 23 of this Act if it 1s of the opinion that
there 1s new information to the effect that the genetically modified
organisms or its products thereof is capable of having adverse effect on
human health, animal, plant or the environment; and

(b) review the refusal of an application if there is new and relevant

information.

Committee’s Recommendation:
That the provision in Clause 30 be retained (Senator Emmanuel Bwacha — Taraba South) —

Agreed to.

Question that Clause 30 do stand part of the Bill, put and agreed to.

Clause 31: Appeal by the Applicant.

(1)

(2)

(3)

(4)

Any applicant who 1s aggrieved by any decision of the Agency under
sections 24 and 25 of this Act may appeal to the Board to reconsider
that decision, stating his grounds ot appeal, mcluding any additional
information.

If not satistied with the decision of the Board, an applicant may appeal
to the Minister.

Any applicant who 1s not satisfied with the decision of the Minister may
apply to the Federal High Court for a review of the decision

Notwithstanding anything to the contrary in any enactment or law, no
applicant shall apply to the Federal High Court or any court without
first complying with subsection (1) of this section.

Committee’s Recommendation:
That the provision in Clause 31 be retained (Senator Emmanuel Bwacha — Taraba South) —

Agreed to.

i,

Question that Clause 31 do stand part of the Bill, put and agreed to.

PART IX - RISK ASSESSMENT AND MANAGEMENT

Clause 32: Mandatory Risk Assesment.

(1)

Every applicant seeking approval for any genetically modified organism
under this Act shall, prior to the submission of the application, carry
out a mandatory risk assessment of the potential risk the genetically
modified organisms poses to human health, animal, plant or the
environment in Nigeria.
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The risk assessment mentioned in subsection (1) of this section shall be

carried out in Nigeria and in accordance with policies and guidelines set
forth by the Agency and under the Third Schedule to this Act.

Without prejudice to subsections (1) and (2) of this section, the Agency
may constitute a National Biosafety Committee (NBC) to carry out risk
assessment of any genetically modified organism under this Act.

Where the National Biosafety Committee (NBC) carries out the risk
assessment, the Agency may direct that such applicant bears the cost of
carrying out the risk assessment notwithstanding that the applicant has
previously carried out his own risk assessment.

Committee’s Recommendation:
That the provision in Clause 32 be retained (Senator Emmanuel Bwacha — Taraba South) —

Agreed to.

Question that Clause 32 do stand part of the Bill, put and agreed to.

Clause 33:

Conflict of Interest.
No person, shall be involved in a risk assessment review by the Agency in
respect of a subject matter in which:

(a)
(b)

he has direct or indirect interest of any kind; or

there 1s likely to be conflict of interest as a result of his participation in
the risk assessment process.

Committee’s Recommendation: |
That the provision in Clause 33 be retained (Senator Emmanuel Bwacha — Taraba South) —

Agreed to.

Question that Clause 33 do stand part of the Bill, put and agreed to.

Clause 34;

Risk management plan and strategy.

Every person, institution or body that carries out any activity relating to
genetically modified organisms shall develop and maintain a risk management
plan and strategy in accordance with the provisions of the Forth Schedule to this

Act.

Committee’s Recommendation:
That the provision in Clause 34 be retained (Senator Emmanuel Bwacha — Taraba South) —

Agreed t0.

oY

Question that Clause 34 do stand part of the Bill, put and agreed to.

Clause 35:

Additional Measure for risk management.

The Agency may impose additional measures for management of risks
associated with any genetically modified organisms and without prejudice to the
generality of the foregoing, may:

(a)

direct that any genetically modified organisms undergo a period of
observation commensurate with the life cycle or generation time, at the
cost of the applicant before or after such genetically modified organism
1s certified for usage;
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prohibit the import transit, contained use, release or placing on the
market of any genetically modified organism if it contains
characteristics or specific traits which pose significant risk to human
health, animal, plant and the environment;

require any person, institution or body responsible for any activity
relating to genetically modified organisms to take such measures as may
be necessary, from time to time, to prevent or limit any human health
animal, plant or the environment;

direct any applicant under section 24 of this Act to submit periodic
report of the monitoring and evaluation of risk carried out after the
approval or permit granted under this Act.

undertake any measure, as may be reasonably necessary to avert risk
or danger to human health, animal, plant and the environment where the
person responsible for such action fails to act and the person so
responsible shall bear the cost of any measure taken; and

undertake such other measures as the Agency may, from time to time,
determine.

Committee’s Recommendation:
That the provision in Clause 35 be retained (Senator Emmanuel Bwacha — Taraba South) —

Agreed to.

Question that Clause 35 do stand part of the Bill, put and agreed to.

Clause 36:

PART X - OFFENCES, PENALTIES AND ENFORCEMENT

Offences and Penalties.

(1)

Any person, institution or body who:

(a) Imports, export transit or otherwise carries out the activity of
contained use or commercial release of any genetically
modified organisms without a prior approval or permit of the

Agency; or

(b) contravenes the conditions of the grant of an approval or permit
under this Act, commits an offence and shall be liable on

conviction:
(1) in the case of an individual, to a fine of not less than

742,500,000.00 or imprisonment for a term of not less
than 5 years or both such fine and imprisonment; or

(11) in the case of a body corporate to a fine of not less than

| 45,000,000 and, in addition, the directors or officers

of the body corporate shall each be liable to a fine of

not less than #&2,500,000.00 or imprisonment for a

term of not less than 5 years or both such fine and
imprisonment.
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(2) For the purpose of section 24 (1) of this Act, any applicant who:

(a) becomes aware, after the grant of approval or permit to him, of
any new Information which indicates that the genetically
modified organism poses possible risk to human health, animal,
plant or the environment and fails to give such information to
the Agency; and

(b) gives any false information purporting to be new information
that suggest that the genetically modified organisms in respect
of which approval or permit was refused has not adverse effect
on human health, animal, plant or the environment, commits an
oftence under this Act and shall on conviction be liable to:

(1) in the case of an individual, to a fine of not less than
#2,500,000.00 or imprisonment for a term of not less
than 5 years or both such fine and imprisonment; or

(11) in the case of a body corporate to a fine of not less than
#5,000,000.00 and in addition, the directors or
officers of the body corporate shall each be liable to a
fine of not less than #2,500.000.00 or imprisonment
for a term of not less than 5 years or both fine and
imprisonment

Committee’s Recommendation.:
That the provision in Clause 36 be retained (Senator Emmanuel Bwacha — Taraba South) —

Agreed to.

Question that Clause 36 do stand part of the Bill, put and agreed to.

Clause 37: False Information.
Any person, institution or body who submits or supplies false information in

respect of any activity relating to genetically modified organism under this Act

commits an offence and shall be liable on conviction:

(a) In the case of an individual, to a fine of not less than #42,500,000.00 or
imprisonment for a term of not less than 3 years or both such fine and
imprisonment; Or

(b) In the case of a body corporate, to a fine of not less than
N5,000,000.00

Committee’s Recommendation: _ |
That the provision in-Clause 37 be retained (Senator Emmanuel Bwacha — Taraba South) —

Agreed to.
Question that Clause 37 do stand part of the Bill, put and agreed to.

Clause 38: Obstruction of officer.
Any person who obstructs an authorized otficer in the course of his duties under
this Act, commits an offence and is liable on conviction to a fine of not less than
#2,500,000.00 or imprisonment for a term of not less than 3 years or both such
fine and imprisonment.
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Committee’s Recommendation:
That the provision in Clause 38 be retained (Senaror Emmanuel Bwacha — Taraba South) —

Agreed to.
Questioﬁ that Clause 38 do stand part of the Bill, put and agreed to.

Clause 39: Penalty where it i1s not specified under the Act.

(1) Any person who contravenes any provision of this Act for which no
specitic penalty 1s specified, commits and offence and 1s liable on
conviction to a fine of not less than #42,500,000.00 or imprisonment for
a term not exceeding 3 years or both such fine and imprisonment.

(2) Notwithstanding the punishments provided under section 36, 37 and 38
of this section, the Agency shall, in addition, revoke the permit granted
to the individual or institution or body.

Committee’s Recommendation:
That the provision in Clause 39 be retained (Senator Emmanuel Bwacha — Taraba South) —
Agreed to.

Question that Clause 39 do stand part of the Bill, put and agreed to.

Clause 40: Powers of the enforcement.
The Agency shall have powers to:-
(a) In company ot a Law Entorcement Officer, enter the premises, facility,
laboratory, field, farm or other place, institutions or bodies covered by
this Act to take action necessary to determine compliance with the Act;

' (b) Conduct, monitor and assess the 1mpact of genetically modified
organisms covered by the Act on human health, animal, plant or the
environment;

(¢) Take other actions that include, but not limited to review and copy

documents collecting samples, data interview individuals and seizing
genetically modified organisms; and |

(d) In addition to paragraphs (a), (b) and (c) of this section, seal or close
down any facility, Confined Field Trials (CFT) sites, farms and
laboratories.

Committee’s Recommendation: ‘ |
That the provision in Clause 40 be retained (Senator Emmanuel Bwacha — Taraba South) —

Agreed to.

Question that Clause 40 do stand part of the Bill, put and agreed to.

Clause 41: Criminal proceedings.
(1) The Federal High Court shall have jurisdiction to try oftences under
this Act.

(2) The Court may, in addition to the penalties provided under this Act,
order the forfeiture ot any specimen, genetically moditied organisms,
or any genetic material, asset, other materials or anything in connection

with commission of an offence under this Act.
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(3) Without prejudice to subsection (2) of this section, the Court may order

that:

(a) Premises, laboratory, facility, field, farm or any place be
sealed up for such period as be specified in such order; or

(b) Remediation measures be undertaken by the offender.

Committee’s Recommendation:
That the provision in Clause 41 be retained (Senator Emmanuel Bwacha — Taraba South) —
Agreed to.

Question that Clause 41 do stand part of the Bill, put and agreed to.
PART XI- MISCELLANEOUS PROVISIONS

Clause 42: Regulations.
(1) The Board may, on the recommendation of the management of the

Agency, make regulations generally for carrying into effect the

provisions of this Act:

(a) handling, transporting, packaging; fault-based liability and
redress for damages from the activities of modern
biotechnology and genetically modified organisms. Liability
and Redress for a damage that occurs as a result of an activity
under this ACT i1s subject to applicable laws; and

(b) Without prejudice to the generality of the provisions of
subsection (1) of this section, the Agency may provide safety
standards, guidelines and rules on:

(1) public participation processes and procedures;

(11) risk assessment and risk management;

(111) laboratories and relevant equipments relating to
genetically modified organisms;

(1v) identification or labeling of genetically modified
organisms; and

(V) fees and charges payable by applicants for any
activities of the Agency under this Act.
Committee’s Recommendation: - |
That the provision in Clause 42 be retained (Senator Emmanuel Bwacha — Taraba South) —
Agreed 10.

Question that Clause 42 do stand part of the Bill, put and agreed to.

Clause 43: The Agency shall:-

(1) Purchase, hold, take on lease or dispose of any interest in land, building
Or property;
(i1) Build, equip and maintain offices and premises for the performance of

its action under the Act;
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Committee’s Recommendation:
That the provision in Clause 43 be retained (Senator Emmanuel Bwacha — Taraba South) —
Agreed to.

Question that Clause 43 do stand part of the Bill, put and agreed to.

Clause 44: Modification of amendment of this Act.
Notwithstanding anything to the contrary in any enactment or law, the National
Assembly may, on the recommendation of the Agency, modify, amend or delete
any of the provisions under this Act to bring the provisions in line with the
decision of the conference of parties to the protocol, international best practices

or advancement in science and technology(Senator Emmanuel Bwacha —
Taraba South).

Amendment Proposed.
Leave out all the provision in Clause 44 (Senator Ita S. J. Enang — Akwa Ibom North-East).

Question that the amendment be made, put and agreed 1o.

Clause 45: Laws mconsistent with this Act.
Subject to the provisions of the Constitution of the Federal Republic of Nigeria,
if any enactment or law, on a matter relating to modern biotechnology or
Biosafety, is inconsistent with this Act, this Act shall prevail and the provisions
of such enactment or law shall be read as if it has been consequentially amended

by this Act.

Committee’s Recommendation:
Leave out the provision in Clause 45 (Senator Emmanuel Bwacha — Taraba South) — Agreed
10.

Clause 46: Interpretation.
In this Act:

"Agency” means National Biosafety Management Agency establishment under
section 1 (1) of this Act;

Question: That the word “Agency” defined in the Interpretation to this Act, put and
agreed 1o.

"Appropriate authority” includes the National Salaries Incomes and Wages
Commission”; |

Question: That the words “Appropriate authority” defined in the Interpretation to this
Act, put and agreed to.

"Biosafety Clearing House" means a pool of information mechanism established
under Article 20 of the Protocol for exchange of scientific, technical,
environment and legal information on and experience with genetically modified
organisms, as part of the clearing house mechanism under Article 18 of the
Convention;

Question: That the words “Biosafety Clearing House” defined in the Interpretation to
this Act, put and agreed to.
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"Biosafety " means the application of measures, policies, knowledge, techniques,
equipment and procedures for minimizing potential risks that modern
biotechnology may pose to the environment and human health.

Question: That the word “Biosafety” defined in the Interpretation to this Act, put and
agreed to.

"Board" means the National Biosafety Management Agency Governing Board
established under Section 11 (1) of this Act;

Question: That the word “Board” defined in the Interpretation to this Act, put and
agreed 1o.

"Committee" means the National Biosafety Committee reterred to under Section
32 (3) of this Act;

Question: That the word “Committee” defined in the Interpretation to this Act, put and
agreed 1o.

"Contained use" means any operation using modern biotechnology undertaken
within a facility, installation or other physical structure, such as a building,
laboratory or greenhouse.

Question.: That the words “Contained use” defined in the Interpretation to this Act, put
and agreed to.

"confidential business information"” consist of trade secrets and other proprietary
information of commercial value;

Question: That the words “confidential business information™ defined in the
Interpretation to this Act, put and agreed to.

"confined field trial" means a small scale experimental release into the
environment of a genetically modified organism under physical and biological
confinement conditions that limit the genetically modified organism's persistence
in the environment after the experiment is completed;

Question: That the words “confined field trial” defined in the Interpretation to this Act,
put and agreed to.

"commercial release” means the release of genetically modified organism into
the market as a product that can be purchased and use by any individual, such
as a genetically engineered seed or animal;

Question: That the words “commercial release” defined in the Interpretation to this Act,
put and agreed to.

"Conservation" means the protection of maintenance of nature while allowing
for its ecologically sustainable use

Question: That the word “conservation” defined in the Interpretation to this Act, put and
agreed to. '
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"convention” means the Convention on Biological Diversity;

Question: That the word “convention” defined in the Interpretation to this Act, put and
agreed to.

"Court” means the Federal High Court;

Question: That the word “Court” defined in the Interpretation to this Act, put and
agreed to.

"food and feed product” means a genetically modified organism or its product
that 1s used for food, feed or processing and is primarily intended for
consumption by humans or animals or for the consumption of both humans and

animals:

Question: That the words “food and feed product” defined in the Interpretation to this
Act, put and agreed to.

"genetic material” means any part of a plant or animal or microbial containing
tunctional units of the heredity;

Question: That the words “genetic material” defined in the Interpretation to this Act, put
and agreed to.

"genetically modified organisms" means any organism living or non living that
possesses a novel combination of genetic material obtained through the use of

modern biotechnology;

Quesrfon : That the words “genetically modified organisms” defined in the Interpretation
to this Act, put and agreed to.

"modern biotechnology” means the application:
(a) in-vitro  nucleic  acid techniques, including recombinant

deoxyribonucleic acid (rDNA) and direct injection of nucleic acid into
cells or organelles; or

(b) fusion of cells beyond the taxonomic family that overcome natural
physiological reproductive or recombination barriers and that are not
techniques used 1n traditional breeding and selection;

Question: That the words “modern biotechnology” defined in the Interpretation to this
Act, put and agreed to. X

-~

"member" means a member of the committee and includes the Chairman,

Question: That the word “member” defined in the Interpretation to this Act, put and
agreed to.

'‘Minister” means Minister in charge of Environment.

Question: That the word “Minister” defined in the Interpretation to this Act, put and
agreed to.
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"Director-General” means Chiet Executive Officer of the Agency;

Question: That the words “Director-General” defined in the Interpretation to this Act,
put and agreed 1o.

"Protocol” means the Cartagena Protocol on Biosafety to the Convention on
Biological Diversity;

Question: That the word “Protocol” defined in the Interpretation to this Act, put and
agreed 1o.

"products thereof” means processed materials that are ot genetically modified
origin containing detectable novel combination of replicable genetic material
obtained through the use of modern biotechnology.

Question: That the words “Products thereof” defined in the Interpretation to this Act,
put and agreed 1o.

"Institutional Biosatety Officer” means officer who is knowledgeable in
Biosafety and has a degree in any of the biological science that 1s, Medical
Science, Zoology, Genetic, Microbiology, Biochemistry, Veterinary Medicine,
Animal Science, Soil Science, Agronomy or Plant Science (Botanist) and
Ecology and appointed by the Institute dealing with Modern biotechnology for
the purpose of ensuring compliance with the provisions of this Act.

Question: That the words “Institutional Biosafety Officer” defined in the Interpretation
to this Act, put and agreed to.

Committee’s Recommendation:
That the provision in Clause 46 be retained (Senator Emmanuel Bwacha — Taraba South) —
Agreed to.

Question that Clause 46 do stand part of the Bill, put and agreed to.

Clause 47: Citation.

This Act may be cited as the National Biosafety Management Agency Bill,
2015.

Committee’s Recommendation:
That the provision in Clause 47 be retained (Senator Emmanuel Bwacha — Taraba South) —
Agreed to. | |

Question that Clause 49 do stand part of the Bill, put and agreed to.
SCHEDULES

FIRST SCHEDULE
Section 24 (2) (H)

Additional Information Required in the Case of
Notification for Placing in the Market

The following information shall be provided in the notification for placing on the market of
products, addition to that of the First Schedule:



No. 47

(a)

(b)

()

(d)

Thursday, 26th February, 2015 593

name of the product and names of genetically modified organisms from which they were
made;

name of the manufacturer or distributor and his address, including the address in the
country;

specificity of the product, exact conditions of use including; when appropriate, the type
of environment or of the geographical areas of the country for which the product is

suited; and

proposed packaging which must be appropriate so as to avoid unintended release of the
genetically modified products.

The following additional information shall be provided when required or relevant:

(a)
(b)
(c)
(d)

(€)

measures to take in case of unintended release of misuse;
specific mstructions or recommendations for storage and handling;
estimated production in or imports to the country;

propose packaging when must be appropriate so as to avoid unintended release of the
genetically moditied organisms;

proposed labeling which must include at least in summarized form, the information
referred to in paragraphs 1, 2,3,4 and 5.

The following information concerning labelling of product shall be provided on a label or in
accompanying documents:

(a)

(b)

(c)

(d)

(e)

the words "This product contains genetically modified organisms” wherever there is
evidence of the presence of genetically modified organisms;

the words "This product may contain genetically modified organisms" where the
presence of genetically modified organisms in a product cannot be excluded but there
1s no evidence of any presence of genetically modified organisms;

the words "this product may cause reactions, allergies or other side-effects” where it is
known that a particular reaction, allergy or other side effect may be caused by the

product;

where applicable, further or as a qualification to subparagraph (c) of this paragraph, the
words "this product contains genetic material (nucleic acids); and

genetically modified organisms or "this product 1s based on raw materials from
genetically modified organisms. -

Question that Additional Information Required in the Case of Notification for Placing in the
Market stand part of the First Schedule to the Bill, put and agreed to.

SECOND SCHEDULE
Section 24 (3)

Requirement of Information to Be Contained in
The Application for Approval or Permit

PART A - GENERAL INFORMATION
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Name, address, telephone, fax, website or e-mail of applicant;

Information on personnel and training which shall include qualifications and training of persons
who shall be responsible for planning and carrying out the implementation of the project,
including those responsible for supervision, monitoring and evaluation of the safety measures.

PART B - INFORMATION RELATING TO GENETICALLY
MODIFIED ORGANISMS OR THE PRODUCTS THEREOF

Characteristics of the donor, the recipient or where appropriate, the parental organism Scientific
name;

Additional taxonomic information.

Other names (usual name, strain name, cultivar name, transformation event, unique
1dentification code (where applicable) etc).

Phenotypic and genetic markers.
Degree of relatedness between donor and recipient or between parental organisms.

Description of the geographic distribution and of the natural habitat of the organisms including
information on natural predators, preys parasites and competitors, symbionts and hosts.

Potential for genetic transfer and exchange with other organisms.

Verification of the genetic stability of the organism and factors affecting it taking into account
the relevance of the laboratory experiments undertaken to the authentic ecological conditions

under which the organism lives and used.

Pathological, ecological and physiological traits which shall include:
(a) classification of hazard according to existing national rules concerning the protection of
human health and the environment;

(b) generation time 1n natural ecosystems, sexual and asexual reproductive cycle;

(C) information on survival, including seasonality and ability to form survival structures (for
example, seeds, spores or sclerotic);

(d) pathogenicity, infectivity, toxigenecity, virulence, allergenicity, ability to be a carrier
(vector) of pathogen, possible vectors, host range including non-target organisms,

possible activation of latent viruses (proviruses) and ability to colonise other organisms;

(e) antibiotic resistance and potential use of these antibiotics in humans and domestic
animals for prophylaxis and therapy; and

(1) involvement in environmental processes, primary production nutrient turnover,
decomposition of organic matter, respiration, etc.

Characteristics of the vector

Nature and source of the vector

Sequence of trasposons, vectors and other non-coding genetic segments used to construct the
genetically modified organisms or their products thereof and to make the introduced vector and
insert function in the genetically modified organisms or their products thereof.
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Frequency of mobilization of inserted vector and or genetic transfer capabilities and methods of

determination.

Information on the degree to which the vector is limited to the DNA required to perform the
intended function. Factors (chemical biological, climatic, etc) influencing the functional level
of the promoter or enhancer and how the functional level is changed.

Characteristics of Genetically Modified Organisms or Product thereof

Information relating to the genetic modification that is:

Methods used for the modification:

Methods used to construct and introduce the insert(s) into the recipient or to delete a sequence;

Description of the insert and vector construct; and

Purity of the insert from any unknown sequence and information on the degree to which the
inserted sequence is limited to the DNA required to perform the intended function:

Nature of the final genetically modified organisms:

Description of genetic trait or phenotypic characteristics and in particular any new traits and
characteristics which may be expressed or no longer expressed:;

Structure and amount of any vector or donor nucleic acid remaining in the final construction of

the genetically modified organisms or product thereof;

Stability of the genetic traits of organisms in them is of both expression and structure:

Rate and level of expression of the new genetic material" Method and sensitivity of

measurements;
Activity of the expressed protein;

Expression levels for the recipient's genes situated as far as 100 kbp up and downstream from
all DNA inserts;

Sensitivity, reliability (in quantitative terms) and spec1ﬁc1ty of detection and identification
techniques; and ‘

Health consideration that has:

(1) toxic or allergenic affects of the non-viable genetlcally modified organism or products
thereof and their metabolic products:

(11) products hazards;

(111) comparison of the genetically modified organisms or products thereof to the donor,
recipient or (where appropriate) parental organisms regarding pathogenicity;

(iv)  capacity for colonization;
(V) its organisms as pathogenic to humans who are immune competent.

Cases caused and mechanism of pathogenicity including invasiveness and virulence;

Communicability
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Infective dose

Host range, possibility of alteration

Possibility of survival outside of human
Presence of vectors or means of dissemination
Biological stability

Antibiotic resistance patterns

Allergenicity

Availability of appropriate therapies

Allergenicity availability of appropriate therapies.

PART C -INFORMATION RELATING TO THE CONDITION FOR
RELEASE AND THE RECEIVING ENVIRONMENT

Information on the Release
Description of the proposed deliberate release, including the purposes and foreseen products.

Foreseen dates of the release and time planning of the experiment including frequency and
duration of releases.

Preparation of the site previous to the release
Size of the site
Methods to be used for the release

Quantities of genetically modified organisms

Disturbance on the site (type and method of cultivation, mining; litigation or other activities).
Worker protection measures to be taken during the release

Post release treatment of the site

Techniques foresee for climination or inactivation of the genetically modified organisms or
products thereof, at the end of the experiments -

Information on and results of previous release of the genetically modified organisms or products
thereof, especially at different scales and in different ecosystems including contained

experiments.

Information on the environment

(The information shall be for both the site and the wider environment and in the case of
genetically modified organisms destined to be used as food, fteed or for processing, the
environment includes the transposition routes and the market places as well as all the catchment

areas of the market places).
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Geographical location and grid reterence of the site(s) in case of notification, the site(s)
of release will be the foreseen areas of use of the product);

Physical or biological proximity to humans and other significant biota;
Proximity to significant biotopes or protected areas;

Size of local human population;

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

Distance to closes areas protected for drinking water and environmental purposes;
Climatic characteristics of the region(s) likely to be affected;

Geographical, geological and pedological characteristics;

Flora and fauna, including crops, livestock and migratory species;

Description of target and non-target ecosystems likely to be affected;

A comparison of the natural habitat of the recipient organism with the proposed site(s)
of release;:

Any known planned developments or changes in land use in the region which could
influence the environmental impact of the release.

PART D - INFORMATION RELATING TO THE INTERACTIONS BETWEEN
THE GENETICALLY MODIFIED ORGANISMS OR PRODUCTS
THEREOF AND THE ENVIRONMENT

Characteristics and Factors affecting survival Multiplication, Gene Expression and

Dissemination

1. Biological features which affect survival, multiplication and dispersal.

2. Known or predicted environmental conditions, which may affect survival, multiplication
and dissemination (wind, water, soil, temperature, pH, pollutants such as pesticides,

~ heavy metals, etc). S

3. Sensitivity to specific agents

Interactions with the environment |

4, Predicted habitat of the genetically modified organisms; -

J. Studies of the behavior and characteristics of the genetically modified organisms or
products thereof and their ecological impact carried out in simulated natural
environments. Such as microcosms, growth rooms, greenhouses, animal houses and
other containment facilities etc.

6. Genetic transfer capability, that is:

(a) post-release transfer of genetic material from genetically modified organisms or
products thereotf organisms;

(b) post-release transfer of genetic material from indigenous organisms of the
genetically modified organisms or product thereof.
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7. likelihood of post-release selection leading to the expression of unexpected and/or
undesirable traits in the genetically modified organisms or products thereof.

8. Measures employed to ensure and to verify genetic stability, Description of genetic traits
which may prevent or minimize dispersal of genetic material. Methods to verify
stability. .

9. Routes of biological dispersal, known or potential modes of interaction with the

disseminating agent including inhalation, ingestion, surface contact, burrowing etc.

Description of ecosystem to which the genetically modified organism or products thereof could
be disseminated.

Potential for excessive population increase in the environment

Competitive advantage of the genetically modified organism or products thereof in relation to
the unmodified recipient or parental organism.

Identification and description of non-target organismes.

Anticipation mechanisms and result of interaction between the released genetically modified
organism or product thereof and the target organism.

Identification and description of non-target organism which may be affected directly.

Likelihood of post-release shifts in biological or host range.

Known or predicted effects on non-target organisms in the environment, impact on population
levels of competitors, preys, host symbionts, predators, parasites and pathogens.

Known or predicted involvement on bio-geochemical processes.
Other potentially significant interactions with the environment.

PART E - INFORMATION ON MONITORING, CONTROL,
WASTES TREATMENT AND EMERGENCY RESPONSE PLANS

Mom'toring Techniques
10. Methods for tracing the genetically modified organisms or products thereof and of
monitoring their effects; S

11. Specificity (to identify the genetically modified organism or product thereof and to
distinguish them from the donor, recipient or where appropriate, the parental organism),
sensitivity and reliability of the monitoring techniques.

=

iy, iy

12. Techniques for detecting transter of the donated genetic material to other organisms.
13. Methods to detect aberrant gene expression.

Control of the Release
14. Methods and procedures to avold or minimize the spread of the genetically modified

organisms or products thereotf beyond the site of release or the designated area for use.

15. Methods and procedures to protect the site from intrusion by unauthorized individuals.

16. Methods and procedures to prevent other organisms from entering the site.
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Wastes Treatment

17.

18.

19.

20.

Type of waste generated.
Expected amount of waste.
Possible risk.

Description of treatment envisaged.

Emergency Response Plan

21.

22.

23.

24.

25.

Methods and procedures for controlling the genetically modified organisms or products
thereot 1n case of unexpected spread.

Methods of decontamination of the areas affected (e.g. eradication of the genetically
modified organisms or products thereof).

Methods for disposal or incineration of plants, animals, soil etc that were exposed
during or after the spread.

Methods for the isolation of the area affected by the spread.

Plans for protecting human health, animals, plants and the environment in case of the
occurrence of an undesirable eftect.

Question that part A, B, C, D. And E stand part of the Second Schedule to the Bill, put and
agreed to.

THIRD SCHEDULE
Sections 25 (3) and 32 (2)

Risk Assessment Parameters

The user or applicant in respect of genetically modified organisms shall carry out an assessment
prior to use or release of genetically modified organisms or products thereof as regards the risks
to human, animal health, biological diversity, the environment and the socio-economic welfare
of societies and its assessments shall take the following parameters into consideration including
any other parameter seemed to be relevant in the circumstances).

1.

2.

Characteristics of donor and recipient organisms or parental organisms. =~

Scientific name and taxonomy.

Strain, cultivar or other name.

Species, it 1s related to and degree of relatedness.

The degree of relatedness between the donor and recipient organisms or between the
parental organisms.

All sites from where the donor and recipient organisms or between the parental
organisms were collected, 1f known.

Information on the type of reproduction (sexual or asexual) and the length of
reproductive cycle or generation time, as appropriate, as well as the formation of resting

and survival stages.
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10.

11.

12.

13.

14.

15.

16.

17.

18.

19.

20.
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History of prior genetic manipulation, whether the donor or recipient organisms are
already genetically modified.

Phenotypic and genetic markers of interest.

Description of 1dentification and detection techniques for the organisms and the
sensitivities ot these techniques.

Geographic distribution and natural habitat of the organism including information and
natural predators, prey, parasites, competitors, symbionts and hosts.

Climatic characteristics of original habitat.

Ability of the organisms to survive and colonise the environment to which release is
intended or otherwise.

Genetic stability of the organisms and factors affecting the stability.

The presence of endogenous mobile genetic elements of viruses likely to affect the
genetic stability.

The potential of the organisms to transfer or exchange genes with other organisms either
vertically or horizontally.

Pathogenicity to humans or animals, if any.
If pathogenic, their virulence, infectivity, toxicity and modes of transmission.
Known allergenicity or toxicity ot biochemical and metabolic products.

Availability of appropriate therapies for pathogenicity, allergenicity and toxicity.

Characteristics of the vector(s)

21.

22.

23.

24.

235.

26.

27.

28.

29.

30.

Nature and source of the vectors.

Genetic map of the vectors, position of the genes inserted for the transfer, other coding
and non-codling sequences atfecting the expressing of introduced genes and marker

genes.

Ability of the vector to mobilize and transfer genes by integration and methods of
determining the presence ot the vectors.

History of prior genetic manipulation where the donor or recipient organisms are
already genetically modified. -

Potential for pathogenecity and virulence.

Natural habitat and geographic distribution of natural and potential hosts.
Potential 1impacts on human and animal health and the environment.

Measures for counteracting adverse impacts.

Potential to survive and multiply in the environment or to form genetic recombinants.

Genetic stability of vectors such as hyper mutability.
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Characteristics of Genetically Modified Organisms

31.

32.

33.

34.

35.

36.

37.

38.

39.

40).

41.

42.

43.

44.

The description of the modifications made using gene technology.

The function of the genetic modifications and the new insert including any marker Gene

(s).

Purpose of the modification and intended use in relation to need and benefit.

Method of modification, and in case of transgeneric organism, the methods for
constructing inserts and to introduce them into the recipient organism.

Whether introduced genes integrated or extra-chromosomal.

Number of inserts, position in the genome, and its or their structures (for example, the
copy number whether 1n random or other types of repeats).

Products of the transferred genes, level of expression and methods for measuring
expression.

Stability of the introduced genes in terms of expressions, structures and sites of
Integration.

Biochemical and metabolic differences of genetically modified organism compared with
the unmodified organisms.

Probability of vertical or horizontal gene transfer to other species.

Probability of inserts or transferred genes to generate pathogenic recombinants with
endogenous viruses, plasmids and bacteria.

Allergencity, toxicities, pathogenicities and unintended effects.

Autecology of the genetically modified organism to diseases and pest compared with the
unmoditied organism.

Detailed information on past uses including results to diseases and pest leading to
previous releases.

Characteristics of Resuscitated Organisms and Genes and Fossils DNA sequences, Resuscitated

Organisms

45. Scientific name and taxonomy.

46. Identity of nearest species and their characteristics which are of relevance to the
intended use. - -

47. Site which is found.

48. Method used for resuscitation.

49. Purpose of introducing the organism and benefits, if any,

50. Impacts on human and animal health and the environment.

J1. Measures for counteracting adverse impacts.

52. Length of time the organism has been in use.
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53, Genetic stability.

4. Likelihood of gene transter to other organisms.

3. Fossil and living organisms nearest relative species.

56. Biological and biochemical difference from related living species.
S7. Information and previous uses since resuscitation.

DNA sequences from Fossils or from Resuscitated Organisms
58. Scientific name and taxonomy of the species whether resuscitated or a fossil.

59. Site of origin of the fossil.

60. Site of the gene in the resuscitated genome, if known.
61. Base sequence of the extracted gene.
62. Functions of gene, if known.

63. Purpose of use and benefits, if any.

64. Environment in which it lived before fossilization
63. Fossil species related to the species from which the gene was taken.
66. Living species related to the species from which the gene was taken.

Satety Consideration for Human and Animal Health

67. Capacity of colonization.

68. If the genetically moditied organism is pathogenic to humans to animals, the following
information is required, that is:
(a) diseases caused and mechanism of pathogenicity, including invasiveness and

virulence and property of virulence;

(b)  Communicability;

(¢) Infective doses;
(d) host range and possibilities of alteration;
(e) ability to survive outside of the human or animal host;
) (1) the existence of vectors and other mea;ls of transmission;

(2) Biological stability;

(h) Allergencity;

(1) Availability of appropriate therapies.
Environmental considerations

69. Factors affecting the survival reproduction and spread of the genetically modified
organism in the environment.
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70.

71.

72.

73.

74.

73.

76.

77.

73.
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Available techniques for detection, identification and monitoring of genes from the
genetically modified organisms.

Available techniques for detecting transmission of genes from the genetically modified
organism to other organisms.

Known and predicted habitats of the genetically modified organism.

Description of the ecosystems which could be affected by accidental release of the
genetically modified organism.

Possible mteractions between the genetically modified organism and other organisms in
the ecosystem which might be affected by accidental release.

known or predicted effects on plants and animals such as pathogenicity infectivity,
toxicity, virulence, being a vector of pathogens, allergenicity and colonization

Possible involvement in bio-geochemical processes.
Availability of methods for decontamination of the area in cases of accidental releases.

Effects on agricultural practices with possible undesirable impacts on the environment.

Socio-economic consideration

79.

80.

81.

82.

83.

34.

Anticipated changes in the existing social and economic patterns resulting from the
introduction of the genetically modified organism or products thereof.

Possible treats to biological diversity, traditional crops or other products and in
particular, farmers' varieties and sustainable agriculture.

impacts likely to be posed by the possibility of substituting traditional crops, products
and indigenous technologies through modern biotechnology outside of their agroclimatic

ZOIICS.

anticipated social and economic costs due to loss of genetic diversity, employment,
market opportunities and in general, means of livelihood of the communities likely to
be affected by the introduction of the genetically modified organisms or products
thereof.

Possible countries and communities to be affected in terms of disruptions to their social
and economic welfare.

Possible effects which are contrary to the social, cultural, ethical and religious values
of communities arising from the use of release of the genetically modified organism or
the product thereof.

Question that paragraphs 1,2,3,4,5,6, to 84 stand part of the Third Schedule to the Bill, put and
agreed 10.
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FOURTH SCHEDULE
Section 34

Risk Management Plans

The user shall employ the following risk management plans and procedures from the
development, through all stages of testing of the genetically modified organism or the product
thereof, to its intended use or commercialization. Imported products of genetically modified
organisms used for human or animal health (for example, antibiotics, drugs and hormones), that

(a) observation to ensure that changes in food habits, nutrition and other factors that could
concelvably modify the expected impacts are insignificant; and

(b) such observation in subparagraph (a) of this paragraph can be limited in scope when it
1s shown that adequate trials on the specific products have been made on humans of
animals, as appropriate, in areas other than the country of import.

Imported microbial genetically modified organisms for human health:

Besides the limited observation specified in paragraph 1 of this schedule, experiments shall be
carried out to evaluate viability and risk of reacquiring virulence or lending virulence to other
microorganisms when in the body and in the environment, since some spilling is inevitable.

Imported genetically modified organism for contained use:
() The products of genetically modified organisms and packaging will be tread as in

paragraph 1 of this schedule;

(b) B Experiments will be made in complete laboratory containment to determine:
(1) longevity of the genetically modified organism in cases of unintended releases

should be specified;

(11) methods for counteracting adverse impacts resulting from unintended releases
should be specified; and

(c) methods for counteracting adverse impacts from the releases of genetically modified
organisms resulting from unintended releases should be specified.

Where products of genetically modified organism are made:
(a) locally, trials on experimental animals shall be made when the product of the genetlcally
modified organism is intended to be use on humans; and

(b) in all other cases, trials shall be made on species for which the product of the genetically
modified organism has been designed.

Where genetically modified organism are made locally for use as vaccines for humans or animal
there shall be:

(a) initial molecular, tissue culture, serological laboratory in complete containment;
(b) trails with experimental animals under strict containment;
(c)  Experiments in complete containment to evaluate the extend of transfer of the genet of

vector introduced or other genes through the agency of the vector to the genetically
modified organism or to other species which will be found in association with the
genetically moditied organisms to ensure that virulence is not acquired by the genetically
modified organism in question or by other micro-organisms;
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Trials on animals completely contained from their species and from related species and
species known to be susceptible to the gene recipient micro-organism from which the
genetically modified organisms has been made; and

Statistically valid trials in conditions in which the vaccinated individuals live in their
communities.

Where plants or microbial genetically modified organisms are imported for release:

(a)

(b)

(c)

(d)

(€)

the reports from releases in areas other than the country of import shall be thoroughly
evaluated by the National Biosafety Committee and particular emphasis shall be given
to whether the applicable regulations in the previous release have been adequate to

ensure safety;

In the case of inadequacy of the regulations mentioned in sub-paragraph (a) of this
paragraph, the National Biosafety Committee shall decide what step to take and which
step of the observations should be applicable;

and 1f 1t is found that the previous release mechanism have been rigorous enough,
observations shall be made in experimental conditions completely contained from the
outside environment, but others kept at the same soil community, moisture, air,
temperature and plant and animal community conditions as the intended area of release:

the observation shall include the health of the genetically modified organism, the health
of the organism within the area of limited release. And the biological diversity and the

ecology of the area; and

Nationally approved limited field release shall be carried out with appropriate
emergency procedures in place to deal with possible cases of escape.

Where genetically modified animal are imported for release:

(a)

(b)

(c)

(d)

the reports from releases in areas other than the country of import shall be thoroughly
evaluated by the national Biosafety Committee and particular emphasis shall be given
to whether the applicable regulations in the previous release have been adequate in

ensuring safety;

if the regulations mentioned in sub-paragraph (a) of this paragraph have not been
adequate, the National Biosafety Committee may decide which step of the observations

should commence;

if it is decided that the regulations sued in the previous release have been rigorous
enough, then the observation will be made in complete containment in the expected
ambient climatic, nutritional and other environmental conditions to monitor physiological
functions, adaptations and gene transfers; and |

when the results have met the stated requirements, then a trial release may be authorized
with adequate emergency plants put in place to deal with cases of escape.

Where plant or microbial genetically modified organisms are for eventual release:

(a)

(b)

(€)

laboratory bio-molecular experiments on transformation or resuscitation and other
phenomena shall be carried out in complete containment:

Tissue culture experiments to develop the genetically modified organisms. When
required shall be carried out in complete containment;

Observations aimed at understanding the nature of the genetically modified organism
shall be carried out in complete containment;
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Experiments with the soil, soil micro-organisms, plant and animal species, under the
environmental conditions of the areas of intended release shall be carried out in complete
contamment;

Complete observation of the genetically moditied organisms with the environment (soil
including micro-organisms and terrestrial communities) shall be made in enclosed fields
but not fully contained. At the end of the experiment, the products of the genetically
modified organism may be used on an experimental basis, otherwise they shall be

destroyed;

the product from the genetically modified organisms shall be subjected to the procedure
in paragraph 4 of this schedule;

the monitoring of the spread and behaviors of any released genetically modified plant
or micro-organism shall continue for at least 150 years in the case of trees, and for at
least 30 years in the case of animals and micro-organisms. The duration for perennial,
which live shorter than trees, may be between 30 - 50 years. The user who was
responsible for releasing the genetically moditied organism or its successor shall provide
annual reports to the Minister through the National Biodiversity Management Agency.

Where animal genetically moditied organism are produced locally for eventual release:

(a)

(b)

(c)

(d)

()

®

(2)

laboratory bio-molecular experiments on transformation (or resuscitation if 1t 1S possible)
and other phenomena will be carried out in complete contained;

methods of incubating the transformed generative cell or the resuscitated animal shall
be carried out under complete containment;

the rearing of and observations on the genetically modified organisms shall be carried
out under complete containment;

the genetically modified organisms shall be observed under complete containment in an
experimental environment which simulates the intended area of release in climatic
microbial, animal and plant communities. The observations shall include the condition
of the transgenic animal and those of its microorganisms especially in the context of
gene transfer and those of the microbia" plant and anmimal communities in the
experimental including gene transfer;

a limited release shall be carried out in an area with appropriate enclosure and
emergency measures shall be put in place to prevent escape. Observations shall include
the condition of the genetically modified organisms, its micro-organisms focusing on
gene transfer and the ecology of the microbial, plant and animal communities in the area
including gene transfer;

if the animal 1S intended to yield a product, the regulation of the product shall follow the
procedure in paragraph 4 of this Schedule;

the monitoring of the spread and behavior of any released animals genetically modified
organism shall continue for at least 30 years.

General requirements with respect to risk management shall be as follows that is:

(a)

all trials experiments or observations specified in this Schedule shall be put in their
logical sequence and shall be subjected to the hierarchical procedures of approval by the
institutional Biosafety Committees or the respective National Biosafety Technical
Sub-Committee and the National Biosafety Committee;



No. 47

(b)

(d)

(e)

Thursday, 26th February, 2015 607

experiments starting from transformation of living organisms or resuscitation of fossil
organisms carried out under completely contained laboratory conditions and continuing
in the development of genetically modified organisms or products thereof shall be
subjected to the approval by the respective Institutional Biosafety Committee or the
International Biosafety Committee as the case may be;

all experiments outside the strict laboratory isolations and initial experiments involving
imported genetically moditied organisms or products thereof shall be subject to approval

of the national Biosafety Committee;

all final approvals for the use of genetically modified organisms shall be made by the
Agency upon the recommendation of the National Biosafety Committee;

any disposal of the genetically modified organisms or the products thereof upon the
completion of every trial or experiment, shall be made through complete incineration
or other approved disposal by the National Biosafety Committee.

Question that “Risk Management Plans” stand part of the First Schedule to the Bill, put and
agreed to. '

Chairman to report Bill.

(SENATE IN PLENARY)

The Deputy Senate President reported that the Senate in the Committee of the Whole considered
the Report of the Joint Committee on Agriculture and Rural Development; and Science and

Technology on the National Biosatety Management Agency (Establishment, etc.) Bill 2015 and

approved as follows:

Clauses 1- 9 — As Recommended

Clause 10 — Deleted

Clauses 11- 27 — As Recommended

Clause 28 — Deleted

Clauses 29- 43 — As Recommended

Clauses 44- 45 — Deleted

Clauses 46 - 47 — As Recommended

Schedules 1- 4 ... — As Recornmended :

Question: That the Senate do approve the Report of the Committee of the Whole — Resolved in
the Affirmative.

Motion made: That the Bill be now Read the Third Time (Deputy Senate Leader).

Question put and agreed to.

Bill accordingly Read the Third Time and Passed.
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12.

13.

14.

15.

16.
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Committee on Investment:
Report on the Nigerian Automotive Industry Development Plan (Fiscal In centives, Assurances

and Guarantees) Bill 2015 (SB. 492):
Consideration of Report deferred to another Legislative Day.

Committee on Judiciary, Human Rights and Legal Matters:
Report on the Administration of Criminal Justice Bill 2015 (HB. 391 )

Consideration of Report deferred to another Legislative Day.

Committee on Capital Market:
Report on the Chartered Institute of Securities and Investment Bill 2015 (SB. 06):

Consideration of Report deferred to another Legislative Day.

Joint Committee on Agriculture and Rural Development; and Science and Technology:
Report on the Nigerian Institute of Soil Science (Establishment, etc.) Bill 2015 (SB. 89):

Consideration of Report deferred to another Legislative Day.

Adjournment:

Motion made: That the Senate do now adjourn till Wednesday, 4th March, 2015 at 10.00 a.m.
(Deputry Senate Leader).

Adjourned accordingly at 1:25 p.m.

Ike Ekweremadu, CFR
Deputy Senate President,
Senate of the Federal Republic of Nigeria.



