Zeta-12 Independent Research Ethics Committee (ZIREC) Mission Statement and Standard of Procedure. 
Zeta-12 Independent Research Ethics Committee (ZIREC) mission is to protect the rights and welfare of research subjects and to function as a kind of ethics committee focusing on what is right or wrong and on what is desirable or undesirable in biomedical research. 
Primary Role:

The primary role of ZIREC is to ensure the protection of the rights, safety and well-being of research participants, as well as that of their communities.   ZIREC will ensure that the ethical principles of Respect for Persons, Beneficence and Justice are strictly followed and maintained in any clinical research presented to it for ethical approval. Accordingly, ZIREC shall among other things ensure that the following conditions are met before approval of any research protocol.
Respect for Persons: 
1. Participants voluntarily consent to participate in research.

2. Obtain inform consent

3. Privacy and confidentiality are protected.
Beneficence:

1. The risks of research are justified by potential benefits to the individual or society.

2. The study is designed so that risks are minimized.

3. Conflicts of interest are managed adequately.

Justice:

1. Vulnerable subjects are not targeted for convenience.

2. People who are likely to benefit from research participation are not systematically excluded.
Continuing review of research:

1. ZIREC shall maintain continuing monitoring and review until primary outcome data are reported
2. Assess failure to report results as possible research misconduct.

Dissemination of research results:

1. Establish the investigator(s) assuming responsibility for results dissemination 

2. Ascertain the means by which the investigators propose to disseminate the research results.

3. Scrutinize any sponsor-imposed contractual impediments to results dissemination Mandate trial registration.

Obligations for public dissemination of trial results:
1. The ethical requirement of social value presupposes results’ dissemination

2. Inclusion of non-therapeutic research components must be justified by acquisition of valuable knowledge

3. Dissemination is necessary for production of credible and relevant systematic reviews and meta-analyses

4. Public dissemination recognizes the altruistic motivation of patients who agree to participate

5. Participants are entitled to know results of research they were enrolled in

6. Dissemination conforms to codes of ethical conduct. 
 “Standard Of Procedure” for ZIREC.
Except when an expedited review procedure is used, research proposals shall be considered at regularly convened ordinary meetings of ZIREC at which a majority of the members are present, including at least one member whose primary concerns are in non-scientific areas.

 Process giving research approval;
1. ZIREC shall review prescribed application materials and have authority to approve, require modifications to secure approval or disapprove all health research activities presented to it.
2.  In order for research to be approved, the decision shall ordinarily be arrived at by discussion and consensus or by a simple majority of those members present at the meeting.

3. ZIREC at its own discretion may invite representations from the applicant(s), sponsor(s), institution(s) or any other person(s) that it may consider relevant to provide information pertinent to the research during the review process.
4. ZIREC shall notify investigator(s) in writing of its decision to approve, disapprove or require modifications of the research activity after such investigator must have appeared before the board to give more information on the research protocol as the case may be. 
5. There shall be a maximum of 3 months from the date of receipt of a valid application for ZIREC to give its decision to the applicant. An application shall be considered valid only after receipt of all materials required by ZIREC. 
6. Where ZIREC considers an application of such complexity that it cannot conclude the review, the application shall be referred to NHREC and the applicant duly informed within the stipulated 3 months.

7.  Where ZIREC has received representation from the applicant in response to an existing decision, it may decide to uphold or modify its previous decision and shall communicate this decision to the applicant within 3 months of the representation.

8. ZIREC should keep all records related to its decision(s) for at least a minimum of 10 years after completion of the research activity.
Process for continuing oversight of research:
1. ZIREC shall conduct continuing oversight of research approved especially where participants are likely to be exposed to harm.
2. All aspects and documents including consent forms, questionnaires, case report forms etc. that are related to the research should be properly examined by ZIREC.
3. ZIREC will ensure the constant observation of the research and its consent process to ensure compliance with the highest scientific and ethical standards.

4. In the event of receipt of complaints, ZIREC shall proceed to obtain information or data relevant to the research from any source.
Process for expedited review
ZIREC may expedite review of research in the following circumstances:

1. Research found to involve no more than minimal risk as applied to non-therapeutic research.
2. Research that does not involve vulnerable populations such as children, prisoners, pregnant women etc.

3. Research considered not containing serious methodological or ethical flaws as presented.
Expedited review may also be carried out by the ZIREC chairperson or his designee from among committee members. In reviewing the research, the reviewer(s) shall exercise all of the authorities of ZIREC except that the reviewer(s) may not disapprove the research.

The Chairperson of ZIREC shall bring all research reviewed expeditiously to the next meeting for notice, discussion and ratification.

Process for amendment of research

1. ZIREC shall require an applicant to apply for permission to amend protocols in any of the following circumstances: Where there are changes in any part of the research protocol that alters the risk benefit ratio of the research, changes in the named members of the team conducting the research, changes in research sites as well as changes in sponsorship, institutional guidelines, institutional structure, ZIREC’s requirements, national laws or exigencies that impact on the ethical conduct of research.

2. ZIREC shall require that researcher submit an application for original research approval where in its opinion, the proposed amendments are substantial, such as but not limited to, change(s) in inclusion or exclusion criteria, randomization, interventions and outcome measures.

3. Under no circumstance shall a researcher deviate from approved protocol, except such as is necessary to eliminate immediate hazard to research participants. The researcher must notify the Chairperson of ZIREC within 24 hours of such changes with a thorough review of the research done before authorizing suspension, continuation or modifications to the research.

Process for exemption:
1. Exemptions may be granted by the ZIREC chairperson or his designee from among members, in consultation with the Administrative Officer. In granting exemption, the reviewer(s) shall exercise all of the authorities of the ZIREC except that the reviewer(s) may not disapprove the research.

2. Where the reviewer is uncertain and the uncertainty is unresolved after request for and provision of more information by the applicant, the proposal or summary should be referred to the ZIREC for joint decision.

3. The Chairperson of REC shall bring all exempted research to the next committee meeting for notice, discussion and ratification.

Process for suspension of research:
ZIREC shall as deemed neccessary, suspend research that is not being conducted in accordance with ZIREC requirements or existing legislation or existing institutional guidelines or where research is associated with unexpected serious harm to participants. This should include a statement of the reason(s) for the ZIREC action which shall be sent within 2 weeks to the researcher(s), institution(s), sponsor(s).
Process for revision of suspension:
ZIREC may reverse its decision to suspend research if the precipitant(s) of the action is resolved to ZIREC satisfaction in that case ZIREC will allow a resumption of research and an oversight review of the research carried out within 6 months or at least once during the lifetime of the research if it is shorter than 6 months.

Process for termination of research

1. Where the researcher(s), sponsor(s) or institution(s) is unable to offer or the ZIREC is unable to ascertain or enforce satisfactory remediation of the precipitant, ZIREC shall terminate the research and indicate the reason(s) for the doing so in writing within 2 weeks to the researcher(s) or  sponsor(s).
2. Researcher(s) or sponsor(s) should be entitled to appeal the decision of ZIREC  to the NHREC within 2 weeks of receipt of notification. NHREC may sustain or dismiss the appeal and where the appeal is sustained, NHREC may with reasons and in consultation with ZIREC mandate modifications, which if undertaken, can allow the research to proceed or resume as the case may be.

