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TERMS OF REFERENCE 
College of Agriculture and Environmental Sciences Health Research Ethics Committee

2019
1. PURPOSE
1.1
The main purpose of the CAES Health Research Ethics Committee is to promote the conduct of ethical research in the College of Agriculture and Environmental Sciences (CAES).  It contributes to safeguarding the dignity, rights, safety, and wellbeing of all actual or potential research participants, communities and researchers, as well as animals and plants, while taking into account the interests and needs of researchers and the integrity of UNISA.

1.2 The purpose of the CAES Health Research Ethics Committee as an independent body is:
1.2.1 
To convene and represent ethics committee members from each of the portfolios stipulated in the Ethics in Health Research:  Principles, Processes and Structures guide of 2015 for all Ethics committees registered with the National Health Research Ethics Council.  

1.2.2 To undertake independent, thorough, competent and timely reviews of all ethics applications and accompanying research proposals in the absence of undue political, institutional professional or market related influences

1.2.3 To review ethics applications that are within or outside of the health care environment therefore may assess all research that involves living human participants. 

1.2.4 To identify the risks associated with a research project and propose solutions and mitigating measures to minimise the potential risk of the research

1.2.5 To provide objective and sound ethical opinions related to the research that would assist a researcher in CAES and other applications the committee considers, to improve the ethical qualities of the research.  

1.3 To ensure that the interests of the research participants who volunteer to take part in scientifically sound research are protected at all times. 

1.4 The CAES Health Research Ethics Committee has college wide-jurisdiction with direct reporting lines to URERC.
1.5 The CAES Health Research Ethics Committee is a Sub-committee of the University Research Ethics Review Committee in Unisa (URERC).
2. COMPOSITION 
The composition of the CAES Health Research Ethics Committee follows the requirements for Research Ethics Committees as stipulated under section 4.4.1 of the Ethics in Health Research:  Principles, Processes and Structures guide of 2015.  This stipulates that the committee should be constituted as follows:
2.1
Chairperson, from the College of Agriculture and Environmental Sciences
2.2
Deputy Chairperson, from the College of Agriculture and Environmental Sciences 
2.3
Administrator, appointed in the College of Agriculture and Environmental Sciences
2.4
At least one layperson, who may be from the College of Agriculture and Environmental Sciences or from another College or division in Unisa.  This may include representatives of interest groups such as groups for consumer rights, animal welfare, indigenous peoples’ rights and environmentalists (by invitation) or representatives from communities involved in specific research projects.

2.4
At least one member with knowledge of, and current experience in, the professional care, counselling or health-related treatment of people.  For the purpose of this committee a member registered with the Health-Professionals Council may be included if the requirements cannot be met in full.  The member may be a staff member in the College of Agriculture and Environmental Sciences or from another College or division in Unisa.  
2.5
At least one member with professional training and experience in qualitative research methodologies who may be a staff member in the College of Agriculture and Environmental Sciences or from another College or division in Unisa.  
2.6
At least one member with professional training and experience in quantitative research who may be a staff member in the College of Agriculture and Environmental Sciences or from another College or division in Unisa.  

2.7
A member with expertise in research ethics who may be a staff member in the College of Agriculture and Environmental Sciences or from another College or division in Unisa or a member from the Ethics committee who is considered an expert.  

2.8
At least one member who is legally qualified who is a staff member from the College of Law or from another division in Unisa.  

2.9
A member with expertise in bio-statistics who may be a staff member in the College of Agriculture and Environmental Sciences or from another College or division in Unisa. 
2.10
At least two departmental representatives to fill the position of main representative and secundus.  
2.11
The Head of Research and Postgraduate Studies in the College acts as ex officio member on the committee.   

3. OFFICE BEARERS 

3.1
Chairperson 


The proposed nominee put forward by the Ethics committee who is approved and appointed by College Management in the College of Agriculture and Environmental Sciences is the chairperson of the Ethics committee.  

3.2
Deputy Chairperson


The proposed nominee put forward by the Ethics committee who is approved and appointed by College Management in the College of Agriculture and Environmental Sciences is the deputy-chairperson of the Ethics committee.
3.3 
Secretary


The Research Administrator in CAES is the Secretary of the Ethics committee.  

4. FUNCTIONS OF OFFICE BEARERS

4.1 Chairperson

4.1.1 The chairperson is the presiding officer and overall administrator of the duties and responsibilities of the Ethics committee.

4.1.2 The chairperson is responsible for:

a. chairing the committee meeting
b. reporting to URERC

c. performing such additional functions as determined by the URERC

d. ensuring that all Ethics procedures and processes adopted within Unisa related to Ethics as well as stipulated by URERC are applied within the College of Agriculture and Environmental Sciences
e. ensuring that all Ethics representatives on the Ethics committees in CAES are trained and that continuous training opportunities are provided for Ethics committee members in CAES. 

f. ensuring that all CAES Ethics reports serve at the appropriate meetings within CAES management

g. ensuring that the Ethics committee in CAES operates as effectively within the administrative structure provided by Unisa. 
h. ensuring that CAES Health Research Ethics committee meets the requirements for Research Ethics Committees as stipulated in the Ethics in Health Research:  Principles, Processes and Structures guide of 2015. 
4.2 
Deputy Chairperson

The deputy chair person is responsible for:

4.2.1
in the absence of the chairperson, presiding over meetings.

4.2.2
performing such additional functions as determined by the Chairperson and Committee.

4.3 
Secretary

The secretariat is responsible for:

4.3.1
preparing communications regarding the listing of each received and approved document, the frequency of continuing review, and other obligations of the investigator or researcher; 

4.3.2
keeping records and receiving documents for the agenda of the meeting;

4.3.3
organising and maintaining a registry of research proposals reviewed by the CAES HREC;

4.3.4
keeping the college risk register up to date for submission to URERC;

4.3.5
keeping a record of the confidentiality and conflict of interest agreements signed by URERC members;

4.3.6
executing other tasks assigned by the chairperson.

4.3.7
documenting adequately and in a timely manner all documentation of committee meetings and deliberations;

4.3.8
recording of receipts of applications, documents submitted and other transactions of the CAES HREC
4.3.9
ensuring that the minutes, records and documents of the committee are secure and kept confidential; 

4.3.10
compiling an agenda for each meeting and distributing the agenda and all relevant documents to all members of the Committee at least five working days before the meeting.

4.3.11
compiling all approval certificates with the necessary stipulations and obtaining the signature of the Executive Dean and
4.3.12
providing all necessary data to compile reports for URERC
5. Roles and responsibilities of Members of CAES HEALTH RESEARCH EThics committe

5.1
The Executive Dean of the College of Agriculture and Environmental Sciences after approval by College Management, confirms the appointment of each Ethics committee member in writing including those who are not employees of Unisa

5.2
The College Ethics representative at URERC is formally appointed by the Executive Dean of CAES 

5.3 
The formal appointment letter sets out the term of office and the assurance that members are indemnified from personal liability, provided that members act in good faith. 

5.4 
The term of office of members is three years, renewable once, after which the person should stand down for at least one term.

5.5 
Ethics committee members of CAES should be willing to make their names, affiliations and research ethics related expertise publicly available.

5.6 
Ethics committee members should sign a confidentiality and conflict of interest agreement regarding meetings, deliberations, applications and related matters.

5.7 
Ethics committee members should have documented proof of research ethics training,   refreshed at least once within a the period of appointment.

5.8 
Ethics members are expected to acquaint themselves with institutional policy,          guidelines and standard operating procedures pertaining to research ethics.

5.9 
The ethical values that guide the code of conduct of members include: integrity,     accountability, dignity (expressed in fair, caring, transparent and respectful          relationships), and excellence.

5.10 
Only members who are not employees of UNISA may receive honoraria for work on the Ethics committee.

5.11 
Ethics committee members will at all times adhere to the applicable Code of Conduct.

5.12 
A member who can no longer serve on the committee must resign in writing. No reason for the resignation needs to be stated.

6. FUNCTIONS OF COMMITTEE

The Committee:

6.1 provides guidance to the college and all ethics applicants to promote compliance with institutional, national and international ethical and regulatory requirements

6.2 reviews research proposals and ongoing research that require its action in accordance with the Standard Operating Procedure on Research Ethics Risk Assessment and the ethical principles set out in the Policy on Research Ethics;

6.3 reviews and provides guidance regarding complaints from researchers and students 

6.4 provides guidance to Ethics applicants on the ethical aspects of their research 

6.5 develops and proposes standard operating procedures, to enhance and facilitate ethical research and ethics review in UNISA, including those which are necessary for building capacity in ethical research and ethics review.

6.6 provides assistance with cases of conduct which are contrary to the Policy on Research Ethics, and therefore pose a threat to the integrity of UNISA. 
6.7 Provides input into the development of the UNISA Policy on Research Ethics as the need arises.

6.8 provides advice to the Executive Dean on matters pertinent to research ethics.

6.9 may consult with external experts or other ERCs if appropriate, bearing in mind confidentiality constraints

6.10 reviews non-health related research which:

6.10.1 is mainly from institutions and researchers external to UNISA,

6.10.2
is from UNISA but elevated to it for action or opinion from Unit ERCs, researchers, research participants or other stakeholders in research, or

6.10.3
involves several colleges/institutes.

6.11 Monitors research that it approved through regular reports from principal researchers and may withdraw approval where circumstances indicate that a project is non-compliant with the approved protocol
.

6.12 Ensures that mentoring of new ethics members takes place through training opportunities and attending ethics review committee meetings.  

6.13 Ensures that all ethics committee members are trained on a regular basis. 

7. MEETINGS

7.1 The CAES HREC meets once a month or more frequently if the need arises. 

7.2
A simple majority of ethics members constitutes a quorum.

7.3
The Ethics committee may decide to establish ad hoc task teams or subcommittees, consisting of no less than three persons, to deal with specific requirements. In instances where there is disagreement among members regarding action on applications, or whenever the need arises, the chairperson may call for an en banc meeting. 

7.4 Timely decisions

7.4.1
To ensure complete and correctly accomplished applications the CAES HREC must communicate to applicant(s) its action or decision within 7 days of the committee meeting at which the decision was taken.  The CAES HREC acknowledges the Unisa Research Ethics Risk Assessment Standard Operating Procedure (SOP) for the consideration of expedited or full committee review applications. This SOP makes provision for expedited or full committee reviews based on the anticipated risk category of the application. Expedited review applies only to research that meets the criteria for negligible or low risk research.  In CAES all applications serve at the CAES HREC to consider irrespective of the level of risk as per the SOP stated above.  
7.4.2 Applications with incomplete or incorrect documents must be returned no later than two weeks after receipt of the application. Inadequacies in the application must be clearly identified in the communication to researchers. Such applications may be reconsidered by a subcommittee constituted during the meeting of URIERC to deal with such a specific application.

7.5 Possible decisions

7.5.1
The Ethics committee can make any of the following decisions on applications:

a. Approved (with or without specific conditions).

b. Require modifications, further information and/or clarification and resubmission

c. Disapproved, with reasons.

7.6
Voting

7.6.1
When a vote is required to arrive at a decision, a vote of a simple majority of members present suffices. However, any dissenting opinion must be adequately recorded and kept.

7.6.2 
All regular and ad hoc members are entitled to vote. Each member has one vote.

7.6.3 
The chairperson votes only when there is a tie.

7.6.4 
No member who has not reviewed an application can vote on that application.

7.7 Conflict of interest on CAES HREC
7.7.1 Only members without conflict of interest with the application may participate in the deliberations and vote.

7.7.2 There is conflict of interest when a member (reviewer) has an interest relative to a specific application for review and such interest can compromise his/her ability to make a free and independent evaluation. Conflicts of interest may arise, for instance, when the reviewer has financial ties to the project, or is the principal researcher or the supervisor of the project.

7.8 Appeals against CAES HREC decisions

7.8.1
Appeals against CAES HREC decisions can be made to College management of the College of Agriculture and Environmental Sciences via the Deans office after which the appeal may be escalated to the Integrity Manager for further escalation.  
8. PROCEDURE FOR APPLICATIONS FOR ETHICS REVIEW

The procedure for applications for ethics review is set out in the Standard Operating Procedure for Research Ethics Risk Assessment based on four risk categories (negligible, low, medium and high).
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