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4 PURPOSE OF THE SOP

Quality assurance and legal compliance of research ethics within the Faculty of Humanities are
administrated and managed by the Human Social Sciences Research Ethics Committee (HSSREC),
registered with the National Health Research Ethics Council (NHREC): Reg No. REC-080615-047 and
which focuses on research about human social functioning. The HSSREC reports to both the Senate
Committee for Research Ethics (SCRE) of the North-West University and the Faculty Board of
Humanities. The HSSREC of the Faculty of Humanities is registered with the National Health Research
Ethics Council (NHREC): Reg. No. REC-080615-047 and functions according to the requirements as
stipulated by the National Health Act 61 of 2003, the concomitant regulation (Regulations Relating to
Research with Human Participants, 19 September 2014), and the guidelines of the Department of Health

(Ethics in Health Research: Principles, Processes and Structures, 2015).

The purpose of this SOP is to provide a framework for the selection, appointment and functioning of
members of the NHREC-registered HSSREC that provide operational management of research ethics

processes within the Faculty.
5 SCOPE

Scope of research ethics evaluation and approval by the NWU-HSSREC:

e Studies within the broad field of humanistic disciplines that research human functioning in social,
political, institutional, cultural and historical environments and developmental contexts (excluding
health sciences);

e Other studies in the Faculty of Humanities that involve vulnerable populations or medium to high risk
levels.

e Delegated power to consent to research involving minors: DELEGATION OF POWER TO
CONSENT TO RESEARCH INVOLVING MINORS AS PRESCRIBED BY SECTION 71 (3)(a)(ii) OF
THE NATIONAL HEALTH ACT No.61 OF 2003 TO HEALTH RESEARCH ETHICS COMMITTEES
REGISTERED WITH THE NATIONAL HEALTH RESEARCH ETHICS COUNCIL.

The NHREC-registered HSSREC makes recommendations, gives advice and reports to the Faculty
Board of the Faculty of Humanities and the SCRE (as a subcommittee of the Senate) of the NWU. They

also provide annual reports to both these aforementioned bodies.

The HSSREC is responsible for the review and approval of new research ethics applications,
amendments and monitoring of research in the Faculty. No study referred to the HSSREC may begin
before the HSSREC has provided written approval or may continue without the successful completion

of the required monitoring reports.

The HSSREC is immediately notified of any incident or adverse event occurring during the research

process which impacts on the safety of participants (see SOP_HSSREC_2.3).

The scope of this document covers the selection, appointment and the functioning of members of the
HSSREC. It covers the responsibilities and procedures to be followed for these aforementioned

activities.



6 ABBREVIATIONS AND/OR DEFINITIONS

Abbreviation/definition Description

HSSREC Human Social Sciences Research Ethics Committee
NHREC National Health Research Ethics Coguncil

NwWU North-West University

VTC Vaal Triangle Campus

REC Research Ethics Committee

SANS South African National Standards

SCRE Senate Committee for Research Ethics

HREC Health Research Ethics Committee

7 RESPONSIBILITIES

The HSSREC is responsible for ensuring ethical research that is of a high quality, while the researchers

should conduct research of the highest scientific and ethical standards.

8  PROCEDURE(S)

8.1 Aim

The aim of the HSSREC is to ensure that the dignity, rights, safety and well-being of the human beings
involved in research and teaching-learning, are protected, as well as ensuring that research integrity

and the highest ethical standards are upheld.

To ensure that the researchers comply with the institutional, national and international requirements for

research ethics in Humanity Sciences.
To ensure that research where people are involved are scientifically grounded and ethically responsible.
8.2 Objectives

To review research applications and amendments for ethical suitability within the Faculty of Humanities

in order to ensure that:

e Research conducted will improve human social functioning within the broader framework of

families, cultures, organizations and institutions;

e people involved in research are treated with respect and dignity and that their well-being is a

higher priority than the research being done;
o the health, safety and position of the researcher is always protected;
o the research is valuable and scientifically responsible;
o written permission and informed consent are obtained at all times;

e approval is given to ethics applications based on research proposals that adhere to the scientific

and ethical standards and requirements;

e research provides a favourable benefit-risk ratio and in cases where this is not possible, sufficient

motivation is provided.



To monitor and manage all incidents and adverse events.

To monitor all ongoing studies to ensure they adhere to the approved ethics criteria, the research

protocol/proposal and relevant legal requirements.
8.3 Composition of the HSSREC

The composition of the HSSREC is determined by legal requirements, as set out by the NHREC in their
guidelines titled, Ethics in Health Research: Principles, Processes and Structures (Department of Health,
2015).

The HSSREC should be independent, multi-disciplinary, multi-sectoral and pluralistic.

8.3.1 The Human Social Sciences Research Ethics Committee (HSSREC) for research with human

participants
HSSREC should consist of:
a. Atleast nine members, with a quorum being a simple majority;
b. where the number of members is more than 15, the quorum may be 33%;
c. atleast one layperson who could represent the external community;

d. atleast one member with knowledge of and current experience in the professional care,

counselling or health-related treatment of people;

e. atleast one member with professional training and experience in qualitative research

methodologies;
f. members with professional training and experience in quantitative methodologies;
g. a member with expertise in statistics;
h. a member with expertise in research ethics;
i. atleast one member who is legally qualified.
8.4 Selection and appointment

Members are appointed for a term of five years (as per the SCRE rules) and may be re-appointed for
another single term. A break of at least two years is needed before a member can be re-appointed after

two terms.

Updated CVs of all HSSREC members should always be on file in the applicable administrator’s office.
Consideration should be given to succession planning.

8.4.1 The selection and appointment of the chairperson:

As soon as the HSSREC becomes aware of a vacancy in this position, the Faculty of Humanities’
management (Deputy Dean of Humanities: Research and Innovation), in consultation with the HSSREC,
suggests possible candidates based on their experience as HSSREC members and knowledge of
research ethics. A qualification in research ethics is not a requirement but will, however, be
advantageous. The Deputy Dean and an appropriate REC chairperson conducts interviews with

candidates and make a recommendation to the Exco of Faculty for approval. The SCRE and the
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Committee for Research, Innovation, Ethics and Higher Degrees are provided with the CV of the
candidate and documentation of the Faculty of Humanities for ratification of the appointment. The SCRE
is informed in order to finalise the appointment, as a subcommittee of the Senate. A formal letter of
appointment is sent by the SCRE setting out the term of office; where to find the necessary information
for new members (SOP’s and NHREC documents); and the assurance that the members are indemnified
from personal liability against claims that may arise in the course of the ordinary business of the HSSREC.
This appointment must reflect in the annual task agreement of the HSSREC member, if applicable. The
NHREC is also notified.

An acting chairperson can be appointed by the HSSREC, to act for a limited period.
8.4.2 The selection and appointment of the vice-chairperson:

As soon as the HSSREC becomes aware of a vacancy in this position, it nominates possible vice-
chairpersons from the existing HSSREC members. The Deputy Dean of Humanities (Research and
Innovation) and the chairperson have preliminary discussions with the nominated candidates on the roles
and responsibilities of this position and makes a recommendation to the HSSREC. A final decision is
taken during the next HSSREC meeting, confirmed at ExCo, ratified at the Faculty Board, and the SCRE

is informed.
8.4.3 The selection and appointment of committee members:

As soon as the HSSREC becomes aware of a vacancy in this position, it makes it known within the
Faculty and ask for nominations. The Deputy Dean Research and Innovation of the Faculty and the
chairperson have preliminary discussions with the nominated candidates on the roles and responsibilities
of this position. A final decision is taken during the next HSSREC meeting, confirmed at ExCo, ratified at
the Faculty Board, and the SCRE is informed in order to finalise the appointment, as a subcommittee of
the Senate. A formal letter of appointment is sent by the HSSREC, setting out the term of office; where
to find the necessary information for new members (SOP’s etc.); and the assurance that the members
are indemnified from personal liability against claims that may arise in the course of ordinary business of
the HSSREC. This appointment must reflect in the annual task agreement of the HSSREC member,
where applicable. The NHREC is notified.

8.4.4 Sub-committees

The HSSREC can establish various sub-committees, from within the membership of the HSSREC, as
per their needs and requirements e.g. executive committee, incident committee and/or serious adverse
event committee (SOP_HSSREC_2.3).

8.4.5 Co-opted members, observers and visitors

The HSSREC co-opt members as and when needed. Observers and visitors will only be allowed in
exceptional cases and for specific purposes. Researchers can be invited for the discussion of their

applications and be present to clarify uncertainties.
8.5 Training

Training of all HSSREC members is critical. Training and refresher courses should be available and
members will be expected to attend at least once every three years. HSSREC members should have

documented proof of research ethics training.



8.6 Code of conduct

All HSSREC members have to sign the code of conduct formulated by the NWU. This code of conduct
indicates their acceptance of the ethical principles for research at the university.

8.7 Functioning of committees
8.7.1  Quorum for meetings

The quorum for committees is determined, according to the guidelines of the Department of Health and

the NHREC, 2015, specifically according to section 4.4 as discussed under 8.3 of this document.
8.7.2 Frequency of meetings and agendas

Monthly: February to November with a minimum of ten scheduled meetings annually. No meetings will
take place during January and December. These applications will be reviewed during the next meeting
in February. No meetings will take place during recess periods.

Meetings will take place on the dates as indicated in a timetable compiled at the beginning of the year

and circulated to all relevant parties.
The agenda for these meetings close on the dates as indicated in the timetable.

At least 5 days prior to the meeting, the Secretariat provides the complete agenda pack electronically to

all members.

No meeting will take place if no ethics applications had been received at the closing of the agenda, except

when urgent HSSREC related matters exist and the chairperson deems a meeting necessary.
Late ethics applications will stand over until the next meeting.
Notice of extraordinary meetings should reach members at least 2 days before the meeting.

The chairperson may also electronically submit urgent matters for review between scheduled meetings
via a round-robin approach. At least two thirds of members have to electronically confirm their
involvement in the review process by indicating their approval or non-approval. Such a resolution must

be recorded in the minutes of the next meeting.
8.7.3 Proposed process for functioning

The HSSREC has Standard Operational Procedures (SOP) that indicate the functioning of the committee
as well as the processes to be followed when ethical clearance is needed for both new applications or

amendments to approved applications.

The ethical review process should not be mechanical, but is a thorough consideration of all ethical

aspects involved in the application of each unique study.
All applications reviewed by the HSSREC should have prior approval by a Scientific/Proposal Committee.

All applications are reviewed by the chairperson and/or deputy-chairperson and a minimum of two

reviewers from the HSSREC. Expert reviews can also be requested when additional insights are needed.
HSSREC members should be encouraged to:

e be mindful of the basic ethical principles that should inform the planning, design and undertaking
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of human social sciences research;

e be open-minded and not allow personal biases to cloud their application of ethical guidelines to

the review of an application;

e accept the consensus that ethical principles should be balanced, that this is difficult to achieve and

that divergence enriches deliberations;
e be mindful of the influence that the context has on how to prioritise ethics principles;
e be deliberate, reflective and thoughtful in discussions about how to balance ethical considerations.
Set timelines for review procedures to ensure an effective system:
e 5-—8 working days for new applications; and
e 5 working days for corrections, smaller amendments and monitoring reports.

The HSSREC is also responsible for evaluation of incidents, adverse events (SOP_HSSREC_ 2.3) as

well as passive and active monitoring (SOP_HSSREC_2.6) of approved studies.
8.7.4 Conflict of interest

All conflicts of interest or potential conflicts of interest should be declared by committee members to the
committee at the start of a HSSREC meeting. No committee member should be allowed to be part of the

review of an application, if there is any conflict of interest present.
8.7.5 Confidentiality

The total process of review of the scientific and ethical integrity of research projects will be treated
confidentially by all of the members of the committee. No information with regard to applications or

research protocols will be distributed to a third party unless the HSSREC is legally required to do so.
8.7.6 Secretariat
The Faculty of Humanities will provide the secretariat for the HSSREC within the Faculty.
All meetings are recorded, transcribed and saved electronically.
Registers are kept for all meetings including:
e Agendas;
e minutes;
e signed record of attendance;
e signed record of permission to record the meeting, confidentiality, as well as conflict of interest;
e digital recording of the meeting.
8.7.7 Submission of applications and dates of meetings

All of the complete applications submitted before the closing of the agenda, will be reviewed during the
following meeting. Incomplete applications will either be referred back or stand over until all documents

have been obtained.



8.7.8 The review procedure

When an application is received by the administration of the HSSREC, all documentation is checked
within two working days for completeness, to ensure that all documents indicated in the checklist are

attached.

All reviewers are provided with a code by the HSSREC Administrator to ensure anonymity of their

reviewer reports.

The application is then sent to the HSSREC chairperson or deputy chairperson when necessary, who
within three days decides on:

e The primary and secondary reviewers (HSSREC members) who, based on their 1) research ethics
expertise; 2) methodological knowledge; 3) absence of conflict of interest, and 4) equitable
distribution of review burden across the committee, will be requested to review the application and

give written feedback at the next HSSREC meeting.

The chairperson then compiles a distribution list according to the decisions made for reviewers and

forwards it to the administrator who then sends it out to the allocated reviewers within three working days.

The reviewers have 5 — 8 working days for review and provide their feedback on an approved template
(see addenda 4 and 5).

Reviewer reports are received back before the forthcoming HSSREC meeting and made available for all

HSSREC members’ perusal.

Note: The ethics review process should not be mechanical but based on a thorough case-by-case

deliberation.

e The chairperson and/or vice-chairperson are tertiary reviewers for quality control.

e Applications can also be assigned to the legal representative, and quantitative studies to the
statistician, where necessary.

e Ifastudy plans to undertake recruitment within a local community, a copy of the informed consent
documentation could be sent to one of the community representatives for recommendations.

o If the nature of the study requires expertise not present in the REC, the application is allocated
to an appropriate external reviewer.

e If there is any uncertainty on the distribution, it is discussed with the Deputy Dean of Humanities

responsible for research or the Head of the SCRE.
8.7.9 Decision-making process

The process of decision making is based on aggregate feedback, followed by debate and the reaching

of a consensus. Only if no consensus can be reached, will a vote be called by the chairperson.

The chairperson may decide that voting must be by secret ballot, provided that voting pertaining to people

is always by secret ballot.

The chairperson has an ordinary vote, but must in addition exercise a casting vote in the event of an

equality of votes on any matter.

In cases where the HSSREC cannot come to a conclusion or some other conflict arises within the



HSSREC, the general rules for conflict resolution of the NWU will be followed.
9 AUTHORITY OF THE HSSREC

The HSSREC functions under the management of the Faculty of Humanities, the SCRE and in
collaboration with the sub-committees of the Faculty Board (Research Committee and/or
Scientific/Proposal Committees). The HSSREC derives its authority from the governance rules
formulated by the SCRE and the guidelines of the Department of Health (Ethics in Health Research:
Principles, Processes and Structures, 2015). If the HSSREC is dissolved by the Faculty, this must be
reported to the SCRE and the NHREC.

10 REVIEWING OF APPLICATIONS OF RESEARCHERS FROM OUTSIDE THE
FACULTY OF HUMANITIES AND THE NWU

Ethical applications of researchers from outside the NWU will only be considered if:
o Researchers and/or students of the NWU are involved in the study.

e The research takes place on the campus/facilities of the NWU or if the facilities of the NWU are

being used.
e Personnel of the NWU are involved in the study being performed at an off-campus facility.
e A contract has been signed with a designated group.

An administrative fee will be levied for each of these applications.

11 APPROVAL OF FACILITIES OUTSIDE OF THE NWU WHERE STUDIES
ARE COMPLETED

All of the facilities where studies will be completed should be approved before the student may begin
with the study. Approval for off-campus facilities where studies will take place should be organised by
the chairpersons of the relevant committees. The person awarding approval should be an expert and

should have the necessary experience with regard to the suitability of these facilities.

If studies will take place at other universities, ethical clearance will be awarded at the NWU and at the
other university, except when mutual standards can be ensured and if a mutual agreement exists to

provide mutual approval.
12 REFERENCE DOCUMENTS
e The National Health Act, No 61 of 2003.
e Regulations Relating to Research with Human Participants, 19 September 2014.
e Ethics in Health Research: Principles, Processes and Structures (Department of Health, 2015)

e Research Ethics Policy and Terms of Reference for the Management of Research Ethics at the
North-West University (2018).

e The Health Research Ethics Committee of the NWU: Standard Operating Procedures.
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13

ADDENDA

No

Document name

Research Ethics Policy for the NWU

Note: The above documents (1 and 2) have been NWU-reviewed and should be
replaced by the latest approved documents.

Research ethics reviewer report (HSSREC)

Code of Conduct for Researcher (North-West University, 2016)

Appointment letter

Code of conduct for HSSREC members

N[(O|OaAlW|N

Consent letter from the Minister of Health to HSSREC.
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HSSREC New Protocol Applications — Pointers for Reviewers

Applicant name: Ethics #:

Reviewer: Date of Review:

This guidance is offered to remind reviewers about important ethical issues in research. Where a
reviewer makes a comment about a methodological issue, please indicate whether the change is
required or merely recommended.

1.

1.1.
1.2.
1.3.
1.4.

Aims, Background and Significance

Are the study aims and objectives clearly specified?

Why is this research important to conduct? Will it add important knowledge to the field?

Why is it worth doing in this particular setting?

Is there a mechanism for those affected by the study to express their views, clarify their needs and
contribute to the research?

Comments or Questions for Researchers

2.1.
2.2.
2.3.

2.4.
2.5.

2.6.

Scientific Design

Is the scientific design adequate to answer the study’s questions?

Is the scientific design adequately described and justified?

Does the study involve a control/comparison group?

2.3.1. If so, why is a control/comparison group needed?

Are study aims and objectives achievable in the given time frame?

Do the principal and co-investigators (including students and/or fieldworkers collecting the data)
have appropriate academic and clinical credentials and experience to conduct this study?

In the case of qualitative research, does the researcher:

2.6.1. Demonstrate an understanding of the qualitative paradigm and method chosen?
2.6.2. Have experience in conducting qualitative research?

Comments or Questions for Researchers

3.1
3.2.
3.3.
3.4.

3.5.

3.6.

Inclusion and Exclusion Criteria

Is the selection of participants appropriate for the question being asked?

Is the rationale for the proposed number of participants reasonable?

Are inclusion and exclusion criteria clearly stated and reasonable?

Does the study include vulnerable groups such as (but not limited to) children, psychiatric patients,
individuals with impaired decision-making capacity, persons in dependent relationships (e.g.
lecturers doing research with students), persons with physical disability, persons in prison?
3.4.1. If yes, are adequate safeguards included to protect their rights and welfare?

3.4.2. s the inclusion of vulnerable populations justified?

3.4.3. Can the study be done without involving vulnerable populations?

Will the study target or exclude a particular ethnic or language group? Is there a feasible motivation
for this?

In the case of qualitative research:
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3.6.1. Is the method of sample selection appropriate and clear as to how the researcher will
determine when adequate sampling has occurred?

3.6.2. If the sample size cannot be delineated before the study begins, are a rationale and plan
provided?

Comments or Questions for Researchers

4.1.
4.2.
4.3.

4.4.
4.5.

4.6.

Recruitment and Enrolment

How and by whom will individuals be identified for recruitment into the study?

Are the location, setting, and timing of recruitment acceptable?

What recruitment methods materials will be used e.g. flyers, posters, or advertisements? Are these
attached to this application (they should be)?

Are procedures for screening participants prior to recruitment acceptable?

Will any potential participants be in a dependent relationship with the researchers or persons
recruiting for the study, e.g. student/lecturer, doctor/patient, and employer/employee? If so, has
the researcher taken steps to ensure that the participants’ decision to enrol will not be influenced
by the relationship?

Has the study population been involved in previous research to the extent that the proposed
research may present a significant additional burden? (e.g. an existing cohort of participants
already in research)

Comments or Questions for Researchers

5.1.
5.2.

5.3.

5.4.

Research Procedures
Are the rationale and details of research procedures adequately described and acceptable?
Are the proposed tests or measurements appropriate, valid and reliable to answer the scientific
question in the local context?

5.2.1.1f this point is part of the aim of the study, then justify and motivate.
Are there adequate plans to inform participants about specific research results, e.g. incidental
findings, clinically relevant findings, personally important findings?
Are individuals who are performing procedures adequately trained? For example, in conducting
focus group, or implementing specific intervention programs?

Comments or Questions for Researchers

6.2.

6.3.
6.4.
6.5.

Risks and Benefits

Are risks and benefits adequately identified, evaluated and described, including physical,
psychological, social, and economic?

Are risks to the community or a particular group of individuals, e.g. stigmatisation, adequately
identified?

Are there any specific risks to the researcher (e.g. safety concerns)?

Do risks stated in the protocol match the risks described in the informed consent form?

Are risks reasonable in relation to anticipated benefits?
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6.6.
6.7.
6.8.

6.9.

6.10.

Are risks reasonable in relation importance of knowledge to be gained?

Are there clear explanations of how potential risk will be minimised/managed?

Is the location of the study adequate to assure participants’ safety and comfort (e.g. appropriate
equipment for monitoring and emergencies, a child-friendly setting for paediatric research)?

Will counselling or support services be available, if required? Are sufficient details of these
provided?

Is the population from which study participants will be drawn likely to benefit from the research?

Comments or Questions for Researchers

7.

7.1.
7.2.
7.3.
7.4.

7.5.
7.6.

7.7.

7.8.

7.9.

7.10.
7.11.
7.12.
7.13.

7.14.
7.15.

Process of Obtaining Informed Consent and Assent

Is the process well-explained?

Does the process minimise the possibility of undue influence/coercion?

Does the process provide sufficient time, privacy and an adequate setting for participants to
decide?

Who will obtain consent or assent? Is the individual obtaining consent or assent adequately
trained?

Are issues relating to participants’ comprehension considered?

How will a researcher decide if a participant has decision-making capacity to choose to enrol in a
study?

Is there appropriate justification for the use of proxy consent in the event that the researcher cannot
obtain direct consent from the participant?

Is the language used in the assent and consent forms appropriate for participants’ level of
understanding?

Are jargon, acronyms and abbreviations explained or defined in ordinary language?

Are terms such as ‘randomisation’ clearly defined and illustrated (e.g. like flipping a coin)?

Will an interpreter be necessary to obtain assent or consent?

Does the protocol state if consent forms will be translated into other languages?

Does the consent form state that participants can contact the HSSREC chairs if they have a
complaint or questions about their rights and welfare as research subjects?

Does the consent process meet South African legal and regulatory requirements?

In general, is the consent form consistent with the protocol?

Comments or Questions for Researchers

8.1.
8.2.
8.3.

8.4.

8.5.

Privacy and Confidentiality

Does the protocol describe site-specific measures to protect participants’ privacy?

Are provisions to protect confidentiality of data during and after research adequate?

Does the protocol describe how written records, video or audiotapes will be secured, for how long
and who will be responsible for storage or final disposal?

In the case of focus groups and/or visually explicit research (e.g., DITL or Community-based
Participatory Video), are participants told that confidentiality cannot be guaranteed as group
members may disclose what was discussed outside the research setting/others may recognise
them?

Are activities that could potentially result in notification/duty to disclose (e.g. deliberate abuse or
neglect) addressed in the protocol and consent form?
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Comments or Questions for Researchers

9.1.
9.2.
9.3.
9.4.

Data Analysis and Monitoring

Are the plans for data and statistical analysis defined and justified?

Are there adequate plans for monitoring data, e.g. stopping rules?

Is a data safety monitoring board part of the study? Is it independent?

In the case of non-interventional or qualitative research is there a mechanism, such as a reference
or event monitoring group, to provide ongoing oversight and impartial analysis of unanticipated
incidents?

Comments or Questions for Researchers

10.
10.1.

10.2.
10.3.
10.4.

Reimbursement

Are there adequate plans to avoid out-of-pocket expenses and costs incurred by participants (e.g.
travel expenses, parking costs, and lost wages? Participants cannot be expected to carry any
study-related expenses)?

Is the compensation to participants reasonable?

If the participant does not complete the study, will compensation be pro-rated?

If children or adolescents are involved, who receives the compensation? Is this appropriate?

Comments or Questions for Researchers

1.

11.1.
11.2.

Insurance

Is there provision for insurance for research-related injuries, if applicable?
In the case of investigator-initiated research, is there cover in terms of NWU’s no-fault insurance
policy?

Comments or Questions for Researchers

12,

12.1.
12.2.
12.3.
12.4.

What Happens at the End of the Study?

Will post-intervention care be available?

Who will supply this care/intervention and for how long?

How will participants and communities be informed of important findings?

How will findings be disseminated to the wider research community (e.g. peer-reviewed scientific
journals, conference presentation, and internal report)?

Comments or Questions for Researchers
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13. Conflicts of Interest

13.1. Will any research staff receive incentives for recruiting participants or for any other purpose directly
related to the study?

13.2. Do any personnel involved in the design, conduct or analysis of the research have any proprietary
interests (e.g. royalties, patents, trademarks, copyrights or licensing agreements) involving any
agent, device or software being evaluated in the study?

Comments or Questions for Researchers

14. Additional Comments or Questions for Researchers

None.

15. Reviewer’s Final Assessment (check X)

Risk Comment on magnitude and probability, as well as risk-benefit ratio. Motivate
level your answer

Approved: No changes. There is an acceptable risk: benefit ratio and the protocol
is acceptable as submitted.

Approved, but editorial changes needed: Minor editorial changes needed to
consent form or other study materials.

Minor changes needed: Minor editorial changes needed to consent form or other
study materials; minor clarifications regarding specific aspect(s) of study or
additional information requested from PI.

Both reviewers should reach consensus that revisions can be approved; HSSREC
chairs to sign and stamp final consents before research may commence.

Deferred with major changes: Major changes needed as protocol is poorly written,
lacking information relating to scientific and/ or ethical aspects, and/or sections need
to be rewritten and resubmitted. Revised protocol must be sent to reviewers

Deferred with major changes: : Major changes needed as protocol is poorly
written, lacking information relating to scientific and/ or ethical aspects, and/or
sections need to be rewritten and resubmitted. Revised protocol must be tabled
at a full committee meeting

Disapproved: Risks significantly outweigh the benefit or value of the knowledge to
be gained; there are significant ethical concerns or questions that make the study
unacceptable.
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NWU Senate Committee for Research Ethics (SCRE)

Dear

NWU HUMAN SOCIAL SCIENCES RESEARCH ETHICS COMMITTEE (HSSREC)
APPOINTMENT

We hereby confirm your appointment as member of the NWU Human Social Sciences
Research Ethics Committee (HSSREC) as approved by the Faculty of Humanities on

and the NWU Senate Committee for Research Ethics Committee

on

Appointment date: Appointment expiry date:

NWU has Public Liability Insurance cover in terms of which the aforementioned committee
member is indemnified in respect of any claim related to his/her activities as a member of the

committee.

Please see the attached Terms of Reference for the HSSREC and the Standard Operating

Procedures 1.1 — 1.8 of the HSSREC. You will be provided with copies of these documents.

The attached Code of Conduct for HSSREC members and the Confidentiality Undertaking of the
NWU, are to be signed by you and returned to the Administrator of the HSSREC.

Yours sincerely

Prof. Mirna Nel Prof. Frans Waanders
Deputy Dean Faculty of Humanities Chairperson: SCRE
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Code of conduct for members of the Human Social Sciences Research Ethics

Committee (HSSREC)

All HSSREC members will be expected to sign the NWU code of conduct for researchers.
Over and above this code of conduct it will be expected of HSSREC members to:

e Agree to a term of office of five years;

e Familiarise themselves with the institutional documentation as well as national and
international research ethics guidelines;

¢ Attend research ethics training sessions to keep abreast with the latest changes in this field
(proof of evidence at least once every three years);

o Always act with integrity;

e Regularly attend HSSREC meetings;

e Be punctual in the attendance of these meetings;

¢ Diligently perform all responsibilities delegated to them;

¢ Maintain all of these responsibilities in compliance with national and international ethical and
regulatory requirements;

e Consider and declare any prior interest and/or involvement in any matter being discussed at
a HSSREC meeting to avoid potential conflict of interest (personal or financial);

e Keep all matters coming to their attention during HSSREC meetings confidential.

| will adhere to the terms set out above.

Signature:

Date:
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MINISTRY OF
HEALTH
REPUBLIC OF SOUTH AFRICA

PRETOMIA
* 200 Floor, Chvitss Budding, 44 Thats Senive Sraet, Pratore, 0003 « Tat 27 () 12365 068 « Tax: +27 (1) 12 386 166
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Chair: Prof C van Eeden

Chatr: North West University Human Social Sclences Research Ethics Commities
Vaal Trizgngle Campus (NWU-VTC)

POBox 1174

VANDERBULPARK

1800

REC-080815-047

Dear Prof C van Eeden

DELEGATION OF POWER TO CONSENT TO RESEARCH INVOLVING MINORS AS
PRESCRIBED BY SECTION 71 (3)(a)(ii) OF THE NATIONAL HEALTH ACT No.61 OF 2003 TO
HEALTH RESEARCH ETHICS COMMITTEES REGISTERED WITH THE NATIONAL HEALTH
RESEARCH ETHICS COUNCIL

|, Dr A Motsoalsdi, in my capacity as the Minister of Health, for the Republic of South Africa, do
hereby delegate in terms of section 92(a)(ii) of the National Health Act, 2003 (Act No. 81 of 2003)
the power to consent to research involving minors vested in me in terms of Section 71 (3)a)il)
to the North West Unjvarsily Human Social Sciences Ressarch Ethics Committes on condition that
the HREC:

() complies with Section 73 of National Health Act, 2003 (Act No. 61 of 2003) by being registerad
with the NHREC,

(il}is in possession of a current registration cartificats; and

(i) adheres to the norms and standards of research ethics guidelines as advocated by the NHREC.
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