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1.0 Introduction



The Biomedical Research and Training Centre (BioRTC), Yobe State University,
Damaturu, recognizes the ethical, legal, and scientific responsibilities inherent
in conducting research involving human participants, animals, and biological
materials. The BioRTC Research Ethics Committee (BioRTC-REC) is established
to ensure that all research activities under its jurisdiction comply with national
and international ethical standards and promote responsible, transparent, and

high-quality research.

2.0 Legal and Policy Framework

The operations of the BioRTC-REC is guided by:

a) The National Code of Health Research Ethics (Nigeria, NHREC,
2011).

b) The Declaration of Helsinki (2013) on ethical principles for medical
research involving human subjects.

c) The CIOMS (Council for International Organizations of Medical
Sciences) Guidelines (2016).

d) The OECD Guidelines on Good Research Governance.

e) The Animal Welfare Act (Cap A17 LFN 2004) and the Nigerian Animal
Research Ethics Code (AReC).

f) Relevant institutional policies, the Constitution of the Federal Republic of

Nigeria, and applicable international research standards

3.0 Purpose of the Committee

The primary purpose of the BioRTC-REC is to safeguard the dignity, rights,
safety, and well-being of all research participants (human or animal) and ensure
that research conducted under BioRTC meets the highest ethical and scientific

standards.



4.0 Objectivesof the Committee

The BioRTC Research Ethics Committee (BioRTC-REC) is established to ensure
that all research conducted under the Biomedical and Research Training
Centre (BioRTC), Yobe State University, is designed, reviewed, and
implemented according to the highest ethical and scientific standards. Its

objectives are as follows:

4.1" Review and Approve Research Protocols

The Committee is responsible for the ethical and scientific evaluation of all
research proposals involving human participants, animals, or biological materials.
This involves ensuring that proposed studies respect participants’ rights,
minimize risks, and have scientifically sound methodologies. Approval is granted
only when the protocol meets all ethical and methodological requirements as

outlined by national and international standards.

4.2 Regulate Research Conduct

The Committee has the authority to approve, withhold, suspend, or terminate
research activities based on their ethical and scientific merit. This ensures that
ongoing or proposed research strictly adheres to BioRTC's institutional policies,
the National Health Research Ethics Code, and other relevant regulations. Such
regulation safeguards both participants and researchers by maintaining

professional integrity and accountability in all research activities.

4.3. Ensure Ethical Compliance
The Committee ensures that all researchers and affiliated institutions comply
with ethical guidelines established by relevant national and international bodies,

such as the National Health Research Ethics Committee (NHREC) and the



Animal Research Ethics Committee (AReC). Compliance promotes respect for

life, human dignity, and responsible use of research resources.

4.4 Promote Research Ethics Capacity Building

Recognizing that ethical research depends on well-informed investigators, the
Committee promotes continuous capacity building. This includes organizing
training workshops, seminars, and mentorship programs to enhance ethical
awareness, understanding, and practice among researchers, postgraduate

students, and BioRTC staff.

4.5 Monitor Approved Research

Ethical oversight does not end with protocol approval. The Committee
continually monitors ongoing research to ensure that approved projects remain
compliant with ethical and safety standards. This monitoring helps detect
deviations, ensure participant safety, verify data integrity, and maintain public

trust in the research process.

4.6 Maintain Proper Documentation

Accurate and confidential documentation is central to ethical governance. The
Committee maintains detailed records of all research submissions, reviews,
decisions, correspondences, and follow-up reports. These records are preserved
in accordance with institutional data protection and archiving policies to ensure

transparency, accountability, and traceability.

4.7 Provide Ethical Advisory Services
The Committee serves as an advisory body to BioRTC, its researchers, and other
stakeholders. It provides expert guidance on ethical dilemmas, emerging issues

in biomedical and social research, and the application of ethical principles fo new



or complex scientific developments. This function ensures that ethical

decision-making remains dynamic, informed, and contextually relevant.
45 Composition of the Committee

The BioRTC Research Ethics Committee (BioRTC-REC) shall be composed of
members with diverse professional backgrounds, expertise, and perspectives to
ensure comprehensive, objective, and ethical review of all research activities
under its jurisdiction. Through this multidisciplinary and inclusive composition,
the BioRTC-REC ensures balanced, informed, and ethically sound
decision-making in accordance with national and international best practices in

research ethics oversight.

4.5.1 Multidisciplinary Representation:
The Committee shall comprise qualified individuals drawn from various
disciplines relevant to research ethics and scientific review, including but

not limited to:

a) Biomedical and Clinical Scientists - to assess scientific validity
and methodological soundness.

b) Ethicists and Legal Experts - to ensure compliance with ethical
principles, laws, and regulations.

c) Social and Behavioural Scientists - to provide insight into cultural,
social, and community-related issues in research.

d) Veterinary Scientists - to review and advise on all research
involving animals and ensure adherence to animal welfare standards.

e) Community Representatives - to reflect societal values, protect

participant welfare, and provide a lay perspective on ethical issues.



f) Institutional and Religious Stakeholders - to promote institutional

accountability and cultural or moral sensitivity where relevant.

4.5.2 Gender and Diversity Balance:
Membership shall be gender-balanced and reflect diversity in expertise,
experience, and social representation, in accordance with the principles

of fairness, inclusion, and equality.

4.5.3 Membership Size:
The Committee shall consist of a minimum of seven (7) and a maximum
of fifteen (15) members to allow for adequate expertise while ensuring

efficient decision-making.
4.5.4 Appointment and Tenure:

a) Members shall be formally appointed by the Director of BioRTC
and notify the Vice-Chancellor, Yobe State University base on the
approved legal Governance document guided by BioRTC.

b) Each member shall serve for a renewable term of three (3)
years, based on satisfactory performance and continued
institutional need.

c) In the event of resignation, non-performance, or conflict of
interest, a replacement shall be nominated following the same

appointment process.

4. 5.5 Code of Conduct:

a) All members shall sign a Confidentiality Agreement and a Conflict

of Interest Declaration prior to assuming their duties.
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b) Members are expected to maintain professional integrity,

impartiality, and confidentiality in all committee activities.

6. Governance Structure

The BioRTC Research Ethics Committee (BioRTC-REC) shall operate under a

well-defined governance structure to ensure effective leadership,

accountability, and compliance with institutional and national ethical standards.

The following roles and responsibilities define the organizational hierarchy and

operational functions of the Committee:

1. Director and Chairman:

Provides overall leadership and strategic direction for the
Committee.

Convenes and presides over all meetings of the BioRTC-REC.
Ensures that deliberations and decisions are conducted fairly,
transparently, and without bias.

Represents the Committee in of ficial communications with
institutional authorities and regulatory bodies such as NHREC and
AReC.

Signs all ethical approval letters, minutes, and official reports on

behalf of the Committee.

2. Deputy Directors:

0

(o]

Supports the Chairman in carrying out Committee functions.

Acts as Chairperson in the latter's absence, ensuring continuity of
operations.

May be assigned specific responsibilities, such as oversight of

subcommittees or expedited reviews.



3. Secretary:

(o]

Coordinates all administrative and operational activities of the
Committee.

Prepares meeting notices, agendas, and minutes.

Manages communication between the Committee and researchers,
ensuring timely submission and dissemination of documents.
Maintains and updates all of ficial records, correspondence, and
archives in line with institutional data protection policies.
Supports monitoring, reporting, and follow-up actions as directed

by the Chairperson.

4. Committee Members:

(o]

Participate actively in the review of research proposals, ensuring
that all decisions are guided by ethical principles, scientific merit,
and regulatory standards.

Contribute professional expertise from diverse fields, including
biomedical sciences, law, social sciences, veterinary medicine, and
community representation.

Attend meetings regularly, engage in training programs, and
maintain confidentiality on all matters discussed.

Declare any conflict of interest and recuse themselves where

necessary.

5. Institutional Authority (Director, BioRTC):

(o]

(o]

Provides institutional oversight and support to the Committee.
Ensures that the BioRTC-REC operates in compliance with national
regulatory bodies such as the National Health Research Ethics
Committee (NHREC) and the Animal Research Ethics Committee
(ARe().



o Facilitates access to institutional resources, capacity-building
opportunities, and logistical support needed for the Committee's
effective functioning.

o Endorses and transmits annual reports and accreditation

documents to relevant national bodies.

7. Meetings and Decision-Making

The BioRTC Research Ethics Committee (BioRTC-REC) shall conduct its
meetings and decision-making processes in a transparent, structured, and
accountable manner to ensure fairness, consistency, and compliance with ethical

governance standards.

a. Frequency of Meetings:

The Committee shall convene at least once every quarter to review submitted
research protocols and address ongoing ethical matters. Extraordinary
meetings may be called by the Chairperson or at the request of at least

one-third of members when urgent reviews or ethical issues arise.

b. Notice of Meetings and Agenda:
Members shall receive a formal notice of meeting—including the agenda, list
of protocols for review, and relevant documents—at least one week prior to

the scheduled date to ensure adequate preparation.

c. Quorum:

A meeting shall be considered valid when attended by not less than 50% of
registered members, including the Chairperson (or Vice-Chairperson) and at
least one lay or community representative. Without a quorum, the Committee

may deliberate but shall not issue formal decisions.
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d. Decision-Making Procedure:

o The Committee shall strive to make decisions by consensus,
ensuring that all perspectives are considered.

o In cases where consensus cannot be reached, decisions shall be
made by a simple majority vote of members present.

o Members with conflicts of interest in any protocol under review

shall recuse themselves from related discussions and voting.

e. Documentation and Minutes:
The Secretary shall record accurate and comprehensive minutes of each

meeting, including:

o Attendance list.

o Summary of deliberations.

o Decisions and justifications for each protocol reviewed.

o Actions to be taken and responsible persons.
Draft minutes shall be circulated to members for review and
approval at the next meeting. Approved minutes shall be signed by
the Chairperson and Secretary and securely archived for

institutional record and audit purposes.

f. Confidentiality:
All discussions, documents, and decisions of the Committee are confidential

and must not be disclosed to unauthorized persons.

8. Ethical Review Process
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The BioRTC Research Ethics Committee (BioRTC-REC) is responsible for

ensuring that all research proposals undergo rigorous ethical review before

commencement. The review process is designed to protect the rights, safety,

and well-being of human and animal subjects, and to promote integrity in

scientific research.

The review process shall proceed as follows:

1. Submission of Application:

Researchers must submit a complete application package using the

approved BioRTC-REC Ethical Review Form. Each application shall

include:

(o]

(o)

A detailed research protocol.

Participant information sheet and informed consent forms (for
human studies).

Data management and confidentiality plan.

Investigator's curriculum vitae (CV) and evidence of ethics training.
For animal studies: details of species, number, housing, and
justification for use.

All documents must be submitted electronically and/or in hard copy

as required by the Committee.

2. Administrative Screening:

The Secretariat shall perform a preliminary review to confirm

completeness of documents and eligibility for review. Incomplete

applications will be returned to the investigator for correction before

formal review.
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3. Ethical Review and Risk Assessment:

(o]

Full-Board Review: Research involving high-risk procedures,
vulnerable populations, invasive interventions, or use of animals
shall be reviewed during a scheduled Committee meeting attended
by a quorum of members.

Expedited Review: Studies determined to be minimal or low risk
(e.g., anonymous surveys, secondary data analysis) may undergo
expedited review by designated reviewers, subject to ratification

by the full Committee.

4. Decision-Making:

Following review, the Committee shall issue one of the following decisions:

(o]

0

Approved: Protocol meets ethical and scientific standards.
Conditional Approval: Requires specific modifications before
approval.

Deferred: Requires major revisions and resubmission.
Disapproved: Protocol is ethically or scientifically unacceptable.
Decisions shall be communicated in writing to the Principal

Investigator within two (2) weeks of review.

5. Continuing Review:

Approved protocols shall be subject to annual renewal or continuing

review until the study is completed. Researchers must report any protocol

amendments, adverse events, or deviations for further review.

6. Commencement of Research:

No research activity shall begin until the investigator has received a

formal written approval letter signed by the Chairperson and Secretary

of the BioRTC-REC.

9. Record Keeping and Confidentiality

13



The BioRTC Research Ethics Committee (BioRTC-REC) shall maintain accurate
and secure records of all its activities to ensure transparency, accountability,

and compliance with institutional and national data protection standards.
To achieve this:

1. Confidentiality:
All documents, communications, and deliberations related to research
protocols are considered strictly confidential. Committee members,
administrative staff, and any individuals with access to these materials
are required to maintain confidentiality at all times and shall not disclose
information to unauthorized persons. Each member must sign a
Confidentiality and Non-Disclosure Agreement upon appointment.
2. Types of Records:
The Committee shall securely store the following documents:
o Research protocol applications and supporting documents.
o Meeting agendas and minutes.
o Correspondence between the Committee and investigators.
o Approval letters, progress reports, and final reports.
o Monitoring and audit findings.
o Records of training and membership.
3. Data Storage and Security:
All records shall be kept in locked filing cabinets for physical copies and
in password-protected electronic systems for digital files. Access shall
be restricted to authorize REC personnel only.
4. Retention Period:
Records of approved and completed research shall be retained for a

minimum of five (5) years after study completion or longer if required
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by law or institutional policy. After this period, disposal shall be carried
out securely and confidentially.

5. Access to Information:
Investigators or auditors may access specific records only upon formal
written request and approval by the Chairperson or Secretary of the

Committee.

These measures ensure that all BioRTC-REC documents are handled with the
highest standards of confidentiality, integrity, and security, in compliance with

institutional, national, and international data protection requirements
10. 0. Monitoring and Compliance

The BioRTC Research Ethics Committee (BioRTC-REC) is responsible for
ensuring that all approved research is conducted in full compliance with the
ethical standards and conditions under which approval was granted. To achieve
this, the Committee shall implement a structured monitoring and compliance

framework as outlined below:

1. Routine Monitoring:
The Committee shall carry out periodic monitoring visits to research sites
to confirm that studies are being conducted according to the approved
protocol, ethical guidelines, and regulatory requirements. Monitoring may
include review of consent processes, data collection methods, participant
welfare, and use of biological materials or animals.

2. For-Cause Monitoring:
In situations where complaints, safety concerns, or ethical violations are
reported, the Committee shall initiate a for-cause monitoring visit or

audit to investigate the matter promptly and objectively.
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3. Progress Reporting:
All principal investigators are required to submit periodic progress
reports and a final report at the completion of the study. These reports
enable the Committee to assess ongoing compliance and ensure continued
protection of participants.

4. Non-Compliance and Corrective Actions:
Any breach, deviation, or misconduct identified during monitoring shall be
formally investigated by the Committee. Appropriate corrective
actions—such as protocol suspension, withdrawal of approval, or
notification to regulatory authorities—shall be taken based on the
severity of the violation.

5. Documentation:
Findings from monitoring visits and compliance reviews shall be
documented and archived in accordance with institutional and national

record-keeping policies.
11. Training and Capacity Building

To ensure that ethical review and research oversight at the Biomedical
Research and Training Centre (BioRTC) meet both national and international
accreditation standards, the BioRTC Research Ethics Committee (BioRTC-REC)
places strong emphasis on continuous training and capacity development for its

members and affiliated researchers.
Accordingly:

1. Committee Members:
All BioRTC-REC members shall undergo initial orientation upon

appointment and participate in regular refresher trainings on research
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ethics, Good Clinical Practice (GCP), Good Laboratory Practice (GLP), and
relevant national and international regulatory frameworks. These
trainings enhance members’' competence in protocol review, ethical
decision-making, and monitoring of ongoing research.

. Investigators and Research Staff:

All researchers seeking ethical approval from BioRTC-REC are required to
complete certified training in research ethics and responsible conduct of
research before submitting protocols. This ensures that all studies are
designed and implemented in compliance with ethical and legal standards.
. Institutional Responsibility:

The Director of BioRTC, in collaboration with national bodies such as
NHREC and AReC, shall organize or facilitate access to periodic
workshops, seminars, and continuing professional development programs.
. Documentation:

All training activities shall be documented, evaluated, and archived as
part of the Committee's institutional records. Certificates of
participation shall be issued where appropriate, and completion records
will contribute to maintaining the Committee's national accreditation

status.

12. Reporting and Accountability

The BioRTC Research Ethics Committee (BioRTC-REC) operates under a

framework of transparency and institutional accountability. To maintain ethical

oversight and ensure compliance with regulatory standards, the Committee shall

provide periodic reports on its activities to relevant national and institutional

authorities.

Specifically:
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1. National Health Research Ethics Committee (NHREC):
The BioRTC-REC shall submit an annual report o the NHREC detailing all
approved, pending, and rejected human research protocols; summary of
monitoring activities; capacity-building efforts; and any ethical challenges
encountered during the review year.

2. Animal Research Ethics Committee (AReC):
For research involving animals, a separate annual report shall be
submitted to the AReC outlining all approved animal-use protocols,
compliance inspections, welfare monitoring, and corrective actions taken
where necessary.

3. Institutional Authorities (Director, BioRTC, and Vice-Chancellor, Yobe
State University):
The BioRTC-REC shall also provide a comprehensive annual institutional
report to the Director of BioRTC and the Vice-Chancellor. This report
will summarize committee activities, training sessions, audits, and

recommendations for improving ethical governance within the institution.
13. Amendments and Periodic Review

The Terms of Reference (ToR) and Governance Framework of the BioRTC
Research Ethics Committee shall be periodically reviewed to ensure continued

alignment with national regulations and international ethical standards.

A formal review shall be conducted at least once every three (3) years or

earlier if necessary, in response to:

e Updates or revisions to national ethical codes, such as those issued by
the National Health Research Ethics Committee (NHREC) or Animal

Research Ethics Committee (AReC);
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e International developments or new guidance from global bodies such as
the World Health Organization (WHQO), CTIOMS, OECD, or the
Declaration of Helsinki;

e Institutional restructuring or introduction of new research policies that
may affect the Committee's operations; or

e Recommendations arising from external audits, accreditations, or

evaluations.
14. Effective Date

This document takes effect upon formal inauguration of the BioRTC-REC and
approval by the institutional authority, and shall guide all ethical review and

governance activities thereafter.
Signed

Prof.Mahmoud Bukar Maina
CEO/Director and founder
BioRTC
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