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TERMS OF REFERENCE OF PMREC
1. The Objective

The main objective of this Terms of reference (ToR) is to promote and ensure a culture
of ethically responsible research at the Polokwane Mankweng Academic Health
Service Complex (PMAHSC) and at other provincial health facilities where there is no

similar body.

The specific objective of this ToR is to contribute to the promotion of quality and
consistency in reviewing the ethical aspects of medical/clinical research and allied
disciplines research at Pietersburg and Mankweng hospitals, Limpopo provincial

hospitals and other healthcare facilities.

2. The purpose of the Polokwane Mankweng Research Ethics Committee
(PMREC)

The purpose of this PMREC in reviewing research submissions is to contribute to
safeguarding the dignity, rights, safety, and well-being of all actual or potential human
subjects research conducted at Polokwane Mankweng Academic Health Service
Complex (PMAHSC) and other health facilities in the province, balancing it with the

innately intrusive nature of scientific research.

PMREC is responsible for the reviewing of proposals to do research before the
commencement of the research project. It is also responsible for on-going monitoring

of projects that are under way especially from low risk to high risk projects.

PMREC is responsible for guarding and promoting the interest of individual human
subjects and affected communities. The interest of researchers and their needs will be
taken into account and with regard to the rules and regulations applicable for
professional bodies, regulatory agencies, current legislation laws and relevant

institutional requirements.



PMREC will maintain a record of all the research proposals and protocols that have

been:

e Reviewed by the Committee.
e Approved by ethics committees of other institutions that were submitted to the

PMREC for commentary, ratification or endorsement.

3. Scope of the PMREC

By its nature and the setting where the PMREC operates it will deal with all types of
proposals from those that may pose minor risk to those that may pose major risk of
human subjects, organisations, institutions, and communities, or any other ethical risk
as is stipulated in the policy framework of the National Health Research Ethics Council
- 2015, i.e

PMREC is responsible for the following:

e The Polokwane and Mankweng Hospitals.

e The School of Medicine, Polokwane Campus.

e Other health facilities in the province.

e Any entity that falls under the department of health.

e Department of health also submit research protocols for ethical clearance.

PMREC aims to pay special attention to research that includes certain individuals or
categories of participants who emanate from vulnerable groups such as: the poor, the
marginalised, women, children, people with disabilities, people in prison, refugees, the

elderly, people in hospital, people attending a healthcare clinic etc.

Research proposals for purposes satisfying University degree requirements are
reviewed for ethical clearance to use the hospital participants and facilities. However,
those protocols should first obtain clearance from the institution of origin for scientific

quality clearance.

Responsibilities of the researcher
The responsibility to conduct ethically responsible research lies in the first place with

the lead researcher/principal investigator/or supervisor. The PMREC cannot take

primary responsibility for this.



The researchers are required to familiarise themselves with an ethical orientation and
internalisation of ethical principles and practices in research, and not defer this
responsibility to the PMREC. This knowledge of ethical orientation should guide the
researcher in every step of the research, instead of following a mechanistic, checklist
or blueprint approach to the ethics research. Researchers should familiarise
themselves with the ethical codes, guidelines and practices appropriate to their

disciplines or fields of study.

Researchers should note that complex and often unanticipated issues related to
ethically responsible research may emerge during the course of research in contested,
highly diverse and fluid situations, and that there are seldom straightforward ethical
guidelines that the researcher can refer to in order to determine what the “right thing”
is to do under such circumstances. Researchers should also note the uncertainty may
exist about ethical risk in research, and that is often not predictable at the onset of the

research.

However, the expertise and the experience of the PMREC are always available to
researchers as a sounding board to help them think through any uncertainty related to
an ethical matter that may emerge during the course of research with a view to arrive
at an appropriate response. Where institutional permission is a strict requirement, for
example from a Provincial Department of Education when research is done in a
provincial school, or a Provincial Department of Health when research is done at a
provincial clinic or hospital, it is expected that researchers apply for this permission in
a timely fashion prior to applying for ethical clearance, so as not to delay the review
process, and thus the research itself. Where these strict institutional requirements are
in place, the PMREC cannot approve a research proposal if this institutional
permission is still outstanding. This clearly does not apply to research done on public
domain*. However, the requirement of institutional permission does apply in cases
where private records or archives have to be accessed for research purposes. In these
cases, the explicit permission of the curator of the archive or the owner of the private

records must be obtained.

Researchers should not obtain consent from prospective participants prior to applying
for ethical clearance, since this denies the PMREC an opportunity to comment on the
material and information that will be conveyed in the informed consent process. Rather



provide the PMREC with an example of the material that will be used to obtain and
record informed consent. While it is not an absolute requirement to make use of the
PMREC template for informed consent, any more informal information sheet and
consent form must convey the substantive contentment of the PMREC template for
informed consent. Furthermore, researchers must make sure to use the latest versions
of documents and forms available on website of the Divisions for Research

Development.

Researchers must indicate in a note to the PMREC for exactly what they wish to obtain

in the clearance.
4. Constituting of PMREC

PMREC has been constituted in terms of the National Health Act 61 of 2003

established by the National Health Research Ethics Council.

In executing its duties PMREC will ensure that it is free from bias and influence that
could affect its independent. In its structure and functioning in the execution of its

duties, PMREC will follow the principles and guidelines stipulated in:

e The National Health Research Ethics Council in so far as it is relevant in the
health sciences.

e The provisions of the National Health Act, no 61 (2003) and its amendments in
so far as they are relevant to research in the health sciences.

e Any relevant legislation, regulations and guidelines, including international
guidelines and standards in so far as they are applicable to research in the
health sciences.

e Official documents of professional bodies and scientific organisations, in so far

as they are relevant in the health sciences.
5. COMPOSITION

5.1. MEMBER COMPOSITION

Appointment of members is done by the Executive Clinical Director & CEO of
the Academic Complex

5.1.1.Members of PMREC are appointed for a period of three (3) years, as per
National Health Research Ethics Council (NHREC) National Guidelines 2015;



5.1.2. Members of PMREC can be re-appointed for a second and subsequent
third (3rd) term in succession;

5.1.3. The PMREC must be representative of the research communities it
serves within the Complex and, increasingly, reflect the demographic profile of
the population of the Republic of South Africa as best and reasonably as
possible;

5.1.4. PMREC must include members of both genders, although not more than
70% (seventy percent) should be either male or female;

5.1.5. PMREC must have at least nine (9) members in order to be constituted
as a PMREC, including the Chairperson but at a PMREC meeting, a minimum
of 9 (nine) members must be present in order to constitute a quorum.

5.2. Membership should consist of:

5.2.1. at least one (1) layperson, preferably from the community in which the
research is to take place. A lay person is viewed as an ordinary person for
example, a member of the community, with no specific qualification in a
profession and/or does not have specific knowledge of a certain discipline /
field. ‘Community’ means a grouping of people that live in the same area or
having common characteristics;

5.2.2. at least one (1) member with knowledge of, and current experience in,
professional care, counselling or health-related treatment of people. Such a
member might be, for example, a medical practitioner, psychologist, social
worker or nurse.

5.2.3. at least one (1) member with professional training and experience in
qualitative and quantitative research methodologies;

5.2.4. a member with expertise in bio-statistics and research ethics:

5.2.5. a member with expertise in pastoral care;

5.2.6. at least one (1) member who hold a legal qualification or is legally
qualified.
5.2.7. The proposed membership of the PMREC for the following year

is sent to the Complex Management to note in line with the
Complex rules and regulations.

5.2.8. All new PMREC members will receive a formal induction and
introduction into PMREC. Members are trained mainly through

observation and ‘on the job’ experience as they interact with other
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members who have more experience in being on the committee.
This is done over and above members own individual expertise
that they are bringing t the committee.

5.1.2.9. The PMREC members must attend research ethics training
sessions to keep abreast with the latest changes in the field of
ethics. Al PMREC members are required to complete an
accredited ethics content course and provide proof of completion
to the Chair / Deputy Chair of the PMREC . This is to be renewed
every 3 (three) years.

5.2.10. PMREC members will receive an introductory pack electronically,
which will consist of the following, but not limited to: Letter of
Appointment, The Research Ethics Policy, PMREC Terms of
Reference, PMREC Standard Operating Procedures, Code of
Conduct, Non-Disclosure Declaration (to be signed by the
members and returned to the Secretariat), National Guidelines
2015 and other documents that maybe required.

5.2.11. PMREC members will receive a certificate of service at the end
of their term of service to PMREC . This certificate will support the
member’s involvement with PMREC and their academic

citizenship in the Complex.

5.3 MEMBER PARTICIPATION

5.3.1 Functioning of Members, Chairperson, and Deputy Chairperson/s
of PMREC

Chairperson and Deputy Chairperson/s

5.3.1.1 A Chairperson will either hold the Chair individually or may hold the
position with another Chairperson in order to have more than 1 (one)
Chairperson. They will hold the same responsibilities as if there was only 1
(one) Chairperson.

5.2.1.2 Subject to the Complex requirements, a Chairperson and / or Deputy
Chairperson/s of the PMREC should be elected at the first meeting of the year
by members of the PMREC. The Chairperson and / or Deputy Chairperson/s of
the PMREC serve a term of 3 calendar years, and may be re-elected for

another term for a maximum period of 3 years in succession.
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5.3.1.2 The Chairperson must be assisted by at least 1 (one) and maximum 3
(three) Deputy Chairperson/s as this will promote succession planning for the
PMREC .

5.3.1.3 The Deputy Chairperson/s will be elected by members and be expected
to assist the Chairperson with responsibilities and inter-meeting matters as well
as to step into the role of the Chairperson when necessary.

5.3.1.4 Once the Chairperson and Deputy Chairperson/s of the PMREC are
elected as above, then their respective identities are to be reported to the

Academic complex management for approval and noting.

To carry out its responsibility, PMREC will be administratively supported by the
Complex (Pietersburg Hospital) — which will provide a Secretariat to the
PMREC.

5.3.2 Engagement of Independent Consultants

The PMREC may call upon independent consultants who may provide special
expertise to the PMREC on proposed research protocols. These consultants
may be specialists in ethical, scientific or legal aspects, or legal aspects or they
may be representatives of communities, research participants, or special
interest groups. The terms of references for independent consultants will be
stipulated by the Chairperson of the PMREC in consultation with the Research
Manager. Independent consultants may be invited to attend a meeting or
meetings of the PMREC or, be requested to provide written comments, subject

to applicable confidentiality agreements.

5.4 APPOINTMENT AND REAPPOINTMENT OF MEMBERS

5.4.1 Appointment and reappointment of the PMREC members are subject to
approval by the Chairperson of the PMREC and then approved by the Complex
management

5.4.2 If a member, including Chairperson and/or Deputy Chairperson/s is
absent from a meeting for four (4) consecutive meetings without an apology,
his or her absence will be addressed by the Chairperson/s or Deputy
Chairperson/s in writing to the specific member, after which the Chairperson/s

or Deputy Chairperson/s can make a recommendation, and in this context, has
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the authority to remove such member reported as non-attending from the
PMREC and propose another representative for the remainder of the
disqualified member’s term, such appointment to be confirmed by the Complex
Management.

5.4.3 Resignation from the PMREC can be initiated by the Chairperson/s or
Deputy Chairperson/s or any other member of the PMREC, and must be in
writing to the PMREC Secretariat and the Chairperson.

5.4.4 Upon appointment to the PMREC new members must sign applicable
non-disclosure agreements, the Committees Code of Conduct, Conflict of
Interest Document and any other relevant documentation that may be required.
545 The PMREC can Co-opt members when needed with appropriate
training.

5.5 ROLES AND RESPONSIBILITIES

5.5.1 The PMREC will function according to this set of PMREC ToR
formulated in this document and Standard Operational Procedures (SOP)
5.5.2 The PMREC must ensure that it is adequately informed on all aspects
of a research protocol, including its scientific validity, that are relevant to
deciding whether the protocol is both acceptable on ethical grounds and
conforms to the principles of this document.

5.5.3 The PMREC will have the responsibility to ensure that research
conducted in the social, behavioural, economic and educational sciences by
the Institution is in accordance with National and International guidelines and
standards for ethically responsible research.

5.5.4 In making these decisions PMREC focuses in particular on:

5.5.4.1 Actual or potential ethical risks related to research methods of data
collection and analysis described in the proposal; and measures to avoid or
minimize such risks.

5.5.4.2. PMREC may review protocols for projects of other organisations that
collaborate with the Complex and any affiliated Applicants / external
applications, subject to fee payment.

5.5.4.3 PMREC will review amendments to approved projects, following the
same process of the original review.

5.5.4.4 PMREC will be available to render researchers, upon formal request,

with expert opinion regarding research ethics, and advice regarding application
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procedures will be addressed on an informal and ad hoc basis by the
Chairperson and/or Deputy Chairperson/s with the Complex. The PMREC also
provides Applicants with methodological comments in order to assist in
enhancing the research work as presented.

5.5.4.5 PMREC has to notify Applicants in writing regarding their decisions
within 15 (fifteen) to 20 (twenty) working days after PMREC’s monthly meeting.
This will be dealt with in more detail herein.

5.5.4.6 PMREC will review applicant’s annual progress reports which should
be submitted yearly on or before 31 December for each year of the project (for
Minimal and Low Risk projects). For Medium or High Risk projects, progress
reports should be submitted twice yearly, on 30 June and 31 December, for
each year of the project.

5.5.4.7 Amendments to approved applications from Sub-Committees should be
reported and ratified at the PMREC meeting. Such amendments will need to
be done at the academic institution first (if it is for degree purposes ) before

PMREC sees the amended approved application.
Terms of Reference Signed by:

Dr Rapudi Jeniva Morifi Date :01 SEPTEMBER 2024
Pietersburg Hospital-Clinical Executive Director
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