2.2. POLICY ON RESEARCH WITH HUMAN
SUBJECTS/PARTICIPANTS

2.2.1 Overview -

All projects involving the use of human subjects (non-hospital based), including
questionnaire administration, must be reviewed by the University Committee on the
Use of Human Subjects (ABUCRHS) in Research regardless of whether or not the
proposal is funded. This Committee will assure that appropriate facilities and
procedures will be provided which respect the "right to privacy" of the individual and
protect him/her against physical or stress injury. This applies to all research project
proposals (grants and contracts) regardless of the granting agency or institution to
which they are being submitted for funding. Committee review of the proposal should
be completed before submission to the granting agency. It is appropriate for the
faculty or staff member to consult the Committee during preparation of an early draft
of the proposal, at which time concise and current details concerning use of human
subjects can be obtained.

Functions of ABUCRHS

It is the University’s policy that all staff or student projects, researches and
coursework sessions, which involve human participants, must receive the approval of
the ABUCRHS prior to commencing the research. The function of the ABUCRHS is:

(1) To review all proposed research and teaching projects involving human
participants, !

(2)  Toensure compliance with ethical standards,

(3)  To provide advice and assistance with regard to ethical standards to anyone
undertaking such research or teaching, and

(4)  To provide an avenue for handling complaints or querics made by any
interested person.

In undertaking these functions, ABUCRIIS is not only concerned with the welfare
and interests of research participants, but also with that of researchers and the general
interests of the University where appropriate.

It should be noted that approval from the ABUCRHS is required for research
involving questionnaires, interviews and surveys (including web based surveys)
within and outside the University, before the research commences.

Researchers should also note that some research which does not involve human
participants directly (for example, research involving particular types of human cell
lines or other human tissue) may require approval by ABUCRHS.

2.2.2 Guiding Principles

The guiding principles for research in human participants/subjects in the Ahmadu
Bello University are designed to ensure good, desirable or acceptable conduct in such
researches. The primary purpose of the principle is to protect the welfare and rights of
research participants/subjects and to reflect the basic ethical values of respect for
persons, beneficence and justice.
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Core Ethical Principles
Four universal principles constitute the basis for ethics in especially human research
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1. The principle of Non-Malfeasance:"Research must not cause harm.

2. The principle of Beneficence: Research should make a positive contribution
towards the welfare of people or the participants/subjects.

3. The principle of Autonomy: Research must respect the rights and dignity of
participants.

4. The principle of Justice: Fair distribution of the benefits and risks of research
amongst people.

Rights of Participants

1. Participants must be valued as persons in their own right worthy of protection
and respect.

2. Informed and understood consent obtained.

3. Informed on anticipated findings use.

4. Relevance of research to participants must be clarified.

Research Involving Special Groups

Research in these groups requires special consideration i.e.:
1. Children

2. Prisoners

3. Students.

4. Pregnant women

5. Elderly

6. Persons in dependent relationships

7. Mentally impaired persons

8. Vulnerable communities

2.2.3 Informed Consent in Research Engagement
Any research that involves other people requires the free and informed consent of

participants, both prior to and throughout the project. Researchers must inform
participants, in writing or verbally, as appropriate, of all pertinent information
regarding the project, including potential physical and psychological risks, however
minimal, to the participant. This information must include procedures for ensuring:

Confidentiality and anonymity, the use to which participants’ responses or data will
be put, and who will have access to this information.

Such consent must be obtained from participants in writing, unless cultural or
methodological considerations deem otherwise. In such cases, the researcher must
document how free and informed consent was obtained.

_ This consent must be unforced. Threats of penalties for refusal to participate or

withdrawal part way through a project are unacceptable. Rewards for participation
must not provide undue inducement or influence on a participant’s decision to
participate or withdraw.

ABUCRHS may approve a project, which does not include free and informed consent
if all of the following criteria are met:
1. the research involves no, or minimal, risk to participants
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2. the lack of free and informed consent is unlikely to adversely affect the rights
and well-being of the participants

3. the research could not be reasonably or effectively carried out if free and
informed consent were obtained

4. participants will, whenever possible, be given full disclosure of pertinent
information after participating, including any debriefing, reassurance,
reestablishment of trust, and other follow-up as necessary to protect their
welfare and their rights

The concept of an informed Consent should take into cognizance:

. Areas where community consent may be required.

. Feedback on research findings

Non exploitation

Privacy, anonymity and confidentiality

Full release of necessary information

. Minimization of risk and maximization of benefits

. The obligation to compensate for research related injuries and costs
. Distributive justice.

. Inclusion/exclusion criteria.

10. Conflict of interest

11. Safety monitoring.

12. Ownership, storage and transfer of biological materials in collaborative research.

2.2.4 Membership of ABUCRHS

« Chairperson, appointed by the Vice Chancellor

o Chairperson, relevant Departmental Research Committee.

» Representative, Deans of Humanities, Arts and other relevant Faculties.

o A lawyer.

2.2.5 Meetings $

1. The Chairperson will call at least a meeting monthly.

2. A quorum will represent 51% of membership. If a quorum is not attained,
the Meeting shall be postponed and rescheduled.

3. Decisions al meetings shall as much as possible be reached by consensus.

4. The Chairperson or a majority of members may request for an emergency
meeting should the need arise.

2.2.6 Duties of ABUCRHS

. advise on the principles and guidelines for research involving human subjects.

. To consider the ethical implications of all proposed research and teaching
activities involving the use of human subjects, and to approve only those which
conform to the minimal universal standards.

. To monitor approved activities for continued conformance with the policy.

. To maintain records of all applications for approval and the decisions of
ABUCRHS, and to make appropriate information from these records
available in response to requests from a duly constituted authority.

. To report annually on the activities of the Committee
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