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1. DEFINITIONS 
 
1.1. Research Ethics Committee (REC) means the University of Johannesburg Faculty of Health 

Sciences Research Ethics Committee, also including its subcommittee the Undergraduate 
Research Ethics Subcommittee. 

1.2. Conflict of Interest means a conflict that arises when a person in a position of trust makes a 
decision from which they themselves, or friends, relatives or associates, or another 
organisation that they represent stand to benefit in some way. 

1.3. Consensus means a generally accepted opinion or decision among a group of people. 
1.4. Research means any situation where a clinician contemplates a marked divergence from 

normal clinical practice, with the prime purpose of acquiring information and generating 
new knowledge for application to future patients. This definition has an emphasis on 
clinical activities. For other activities, research may more generally be defined as a 
systematic process of collecting and analysing data in order to increase the understanding 
of a phenomenon with which the researcher(s) are concerned or interested. 

1.5. Health Research means research that involves living human participants or animals and 
research that involves use of human biological materials and data collected from living or 
deceased persons, including human embryos, foetuses, foetal tissue, reproductive 
materials, and stem cells. Specific to the Faculty of Health Sciences, Health Research 
includes the discipline of Sport Management. 

1.6. Clinical Trial means any research that prospectively assigns human participants or groups 
of humans to one or more health-related interventions to evaluate the effects on health 
outcomes. 

1.7. Observational Clinical Research means any non-experimental clinical research where there 
is no manipulation of variables by the researcher and excludes retrospective research 
designs. 

1.8. Dependent Relationship means a relationship characterised by a power or influence 
differential in a hierarchically structured group, where an individual (in this context the 
research participant) is in a subordinate position to another individual (in this context the 
researcher). For clinical research carried out at UJ clinics if participants seek health care 
services on their own without referral by another UJ staff member, are enrolled and data 
are collected by student clinicians (including researchers who are students) with only 
oversight and no direct intervention by UJ staff members, then there is not a dependent 
relationship between participants and UJ staff members. 

1.9. Sensitive Questions means questions, asked either verbally in an interview or as part of a 
questionnaire, that enquire about a participant’s racial or ethnic origin, political opinions, 
physical or mental health condition, sexual life or practices, religious beliefs, criminal 
activity or law-breaking behaviour. 

1.10. Retrospective means looking back in time. In relation to research designs, retrospective 
research deals with data that already exists at the time the research is planned. 
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1.11. Secondary Data means data that has been collected by an individual other than the 
researcher, and generally for a purpose other than that identified in a specific research 
proposal which identifies a need to utilise the data. 

1.12. Contract Research means research carried out with the involvement, usually financial 
support or donation, of a manufacturer or supplier of materials that will be used in the 
research. 

1.13. Adverse Event means an event that occurs during the course of research that either causes 
physical or psychological harm, or increases the risk of physical or psychological harm, or 
results in a loss of privacy and/or confidentiality to a research participant or others (such as 
family members). 

1.14. Serious Adverse Event means an adverse event that causes, or has the potential to cause, 
physical or psychological harm to a participant. For example, a participant in a clinical trial 
reacts to a treatment and requires admission to hospital for several days. Or a participant 
in a qualitative research study experiences a panic attack when recalling a stressful incident 
from childhood during an interview, requiring counselling and referral to a psychologist. 
Seriousness of an adverse event may also relate to frequency or magnitude that is out of 
character compared to what is known about a related adverse event. For example, an 
adverse event that happens much more frequently than is expected or causes more harm 
than expected (in terms of what is known about the adverse event). 

1.15. Related Adverse Event means an adverse event that is likely to be caused by or affect the 
research. For example, a participant in a study on nutritional supplements has an allergic 
reaction to the supplement after he has ingested it. 

1.16. Unrelated Adverse Event means an adverse event that is unlikely to be caused by or affect 
the research. For example, a participant in a research study on a clinical intervention gets 
an acute upper respiratory tract infection and decides to withdraw from the research. 

1.17. Anticipated Adverse Event means an adverse event that is reasonably expected or listed in 
the research proposal or participant information letter as a risk. For example, a participant 
in a research study involving chiropractic manipulation experiences some muscle stiffness 
in muscles anatomically related to the manipulation the day afterwards. 

1.18. Unanticipated Adverse Event means an adverse event that is not reasonably expected or is 
not listed in the research proposal or participant information letter as a risk. For example, 
in a clinical research study a participant experiences an unknown reaction to the 
experimental treatment brought about by a condition that the participant had been 
unaware of. 

1.19. Research Proposal Deviation and Non-compliance means any action that is taken during the 
research process that is not in accordance with a REC-approved research proposal, REC 
Standard Operating Procedures (as these relate to a specific research proposal), or failure 
to follow written instructions of the REC. 

1.20. Scientific Misconduct means any action which wilfully compromises the integrity of 
scientific research, such as plagiarism or the falsification or fabrication of data. 
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2. RESEARCH REQUIRING ETHICAL CLEARANCE 
 
2.1. In general, all health research involving humans or animals requires ethical clearance 

meaning that a research proposal compiled according to the Faculty of Health Sciences 
guidelines must be submitted to the REC for review. 

2.2. Health research is defined in Section 1.5. 
2.3. The above includes research for non-qualification purposes. 
2.4. Routine teaching and learning or quality assurance activities not contemplated as being 

for the purposes of research are not included in 2.1 above. However, if there is any 
possibility that such activities might lead to a publication, or that publication may at 
some future time be desired, then prospective ethical clearance must be sought in line 
with 2.1. Retrospective ethical clearance will not be considered under any 
circumstances. 

2.5. Any research project with a unique title contemplated by a single student or group of 
students requires individual ethical clearance. In some cases, larger or longer-term 
studies may encompass smaller individual studies by different groups of researchers, 
students or supervisors. In such cases, the smaller studies which are identified as 
individual projects with a unique title must each obtain ethical clearance before 
proceeding with data collection. This will necessitate the submission of a research 
proposal to the REC for review. It is not the case that the ethical clearance of a larger, 
encompassing study can be used as a substitute for ethical clearance of each individual 
smaller study. 

 
3. WAIVERS 
 
3.1. Under certain circumstances, a waiver of ethical clearance can be applied for. Such a 

waiver can never be implied or assumed – it can only be granted by the REC after due 
consideration of the nature and circumstances of the proposed research. 

3.2. The following types of research (and only the following types) are eligible for waiver 
applications: 

3.2.1. Research relying solely on information in the public domain, legislation or regulations 
including systematic reviews with or without meta-analysis. 

3.2.2. In vitro laboratory research not involving human tissue or the removal of human tissue 
(e.g. using only commercially available cell lines or bacterial cultures). If the research 
involves human biological material that requires a Material Transfer Agreement, then a 
waiver may not be granted. 

3.2.3. Research involving description of a single or small number (≤ 3) of anatomical 
specimens that cannot be linked to the identity of a person. 

3.2.4. Research of a purely theoretical quantitative nature (e.g. statistical or mathematical 
models or related methods) that does not at any point involve data derived from 
humans, health care facilities or health care systems. 

3.3. In such cases, a waiver application may be made to the REC using the Research Ethics 
Review Waiver Application Form (REC 1.0). 

3.4. Waiver applications undergo expedited review and are placed on the agenda of an REC 
meeting for noting once approved. 
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3.5. If, after review, a waiver application cannot be approved the student, supervisor or 
researcher is notified in writing and advised to submit a research proposal for ethical 
clearance. 

 
4. APPLICATION PROCEDURE: INTERNAL APPLICATIONS 
 
4.1. All applications for ethical clearance are handed in at the Faculty Administration Office. 

A single hard copy of the Faculty Application form and research proposal, with all 
annexures and other REC forms as required (See Section 18). 

4.2. Both the Faulty application form and the cover of the research proposal must be signed 
and dated by all supervisors. 

4.3. A version number must appear on the research proposal cover page, and must be 
incremented (starting at 1.0) with each revised version of the proposal. 

4.4. Documents that do not have all of the required signatures and dates will be returned to 
the supervisor, regardless of submission deadlines. 

4.5. In order to be placed on the agenda of an REC meeting for consideration, a research 
proposal must be handed in as described in 4.1 no later than the published closing date 
for a particular REC meeting. No late applications will be considered. 

 
5. APPLICATION PROCEDURE: EXTERNAL APPLICATIONS 
 
5.1. Each application to the REC for review of an external research proposal must identify a 

study leader who takes responsibility for the application process and to whom all 
correspondence regarding the application will be sent. 

5.2. The following must be taken into consideration by external organisations/parties when 
wishing to submit research proposals for ethical approval to the REC: 

5.2.1. The REC Chairperson will make the final decision regarding the number of external 
research proposals to be included in any REC meeting agenda, with due consideration 
to University of Johannesburg students and staff also making use of the REC for ethical 
review of research proposals. Research proposals submitted before the deadline for a 
specific REC meeting but not included on the agenda of that meeting will be held over 
and included on the agenda of the REC meeting occurring immediately after this (REC 
meetings are held every month). 

5.2.2. The REC will not consider research proposals for research involving animals. 
5.3. All research proposals must adhere to the Faculty of Health Sciences research proposal 

format, layout and other requirements and must include a REC 2.0 form. 
5.4. All research proposals must adhere to the University of Johannesburg Code of Academic 

and Research Ethics and Plagiarism Policy. 
5.5. A handling fee of R5,000.00 per research proposal submission (first or subsequent 

submissions as may be required by the REC) must be paid prior to submission. An 
invoice should be obtained from the University’s Debtors Department. The handling fee 
must be paid into the University’s bank account using the following information: 

 
ABSA Bank 
Branch: 335105 
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Account: 4055642621 
Reference: 020460 

 
Proof of payment should be supplied using information on the invoice. 
 
5.6. An application form (REC 3.0), proof of payment of the handling fee, a hard copy of the 

research proposal and electronic copies of the corresponding PDF files on CD-ROM must 
be submitted to the Research Office (Office 7200a, 5th Floor, West Wing, John Orr 
building, Doornfontein Campus) prior to the deadline for a given REC meeting, in order 
to for the research proposal to be included on the agenda for that meeting. 

 
6. RISK STRATIFICATION 

 
All research proposals accepted for ethical review are initially stratified as low risk or greater than 
low risk. Risk stratification is performed following a step-wise, algorithmic approach based on 
information supplied in a Research Proposal Cover Summary (REC 2.0), which must be completed 
and submitted along with all research proposals. Each step of the risk stratification process is 
explained below, along with flow diagrams. 
 
6.1. Step 1 
 
Step 1 of the risk stratification process begins by applying a set of exclusion criteria based on (i) 
specific factors that identify any research as being greater than low risk and (ii) step-wise 
consideration of the type of research proposed, with application of other type-specific factors. The 
first decision point in Fig 1 is the consideration of any broad factors that might apply to the proposed 
research, regardless of its type, and that are generally considered to be factors associated with 
greater than low risk. These factors include: 
 
 Research involving temporarily incapacitated adults (i.e. patients not capable of giving informed 

consent due to the influence of alterations in consciousness brought about by their condition, or 
other factors such as medication that they have received). 

 Research involving adults with factual incapacity. 
 Research involving prisoners.  
 Research involving deception, concealment or covert data collection. 
 
Any research involving any of the above factors should be considered to be greater than low risk, 
regardless of any other factors or characteristics of the research. In addition, any research that uses 
a clinical trial design or any clinical research that uses an observational design should also be 
considered to be greater than low risk regardless of any other considerations (see Section 1 for 
definitions of these terms). 
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Figure 1: Risk Stratification Step 1 

 
6.2. Step 2 
 
Assuming that neither of the decision points in Step 1 (Fig 1) apply (i.e. the research at this point is 
not identified as being greater than low risk), the process continues by considering whether or not 
the proposed research involves either a survey or interview. If so then the decision process outlined 
in Fig 2 should be applied: 
 
 If any participants are younger than 18, then the research should be provisionally classified as 

greater than low risk. 
 If any of the participants are in a dependent relationship with any of the researchers or 

supervisor, then the research should be provisionally classified as greater than low risk. 
Dependent relationships are defined in Section 1. 

 If a questionnaire contains sensitive questions, or if an interview (individual or group) may 
involve questioning in a sensitive area, then the research should be provisionally classified as 
greater than low risk. Sensitive questions are defined in Section 1. 

 
If any single decision point above leads to provisional classification of the research as greater than 
low risk, then the final classification of the research must be as greater than low risk. 
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Figure 2: Risk Stratification Step 2 

 
6.3. Step 3 
 
If the proposed research does not involve a survey or interview, but is retrospective in nature, then 
the decision process outlined in Fig 3 should be applied. 
 
 If the research data source (i.e. database or similar) has been previously ethically approved by a 

registered REC, or if the data in the database was clearly intended for research purposes, then 
the research should be provisionally classified as low risk. However, if the data source was not, 
at the time that the research proposal is considered, intended for research purposes then the 
research should be provisionally classified as greater than low risk. 

 If the research data have been or will be de-identified by the data owner, then the research 
should be provisionally classified as low risk. Otherwise, the research should be provisionally 
classified as greater than low risk. 

 If consent has been prospectively obtained for use of the data for research purposes, then the 
research should be provisionally classified as low risk. Otherwise, the research should be 
provisionally classified as greater than low risk. 

 
If any single decision point above leads to provisional classification of the research as greater than 
low risk, then the final classification of the research must be as greater than low risk. 
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Figure 3: Risk Stratification Step 3 

 
6.4. Step 4 
 
If, by a process of exclusion, the proposed research did not involve any of the previous types, then 
the decision process outlined in Fig 4 should be applied. 
 
 If the proposed research is laboratory research: 

o If the research involves biobanked tissues, then the research should be provisionally 
classified as greater than low risk. Otherwise, the research should be provisionally classified 
as low risk. 

o If the research involves sampling tissue from participants, then the research should be 
provisionally classified as greater than low risk. Otherwise, the research should be 
provisionally classified as low risk. 

 
If any single decision point above leads to provisional classification of the research as greater than 
low risk, then the final classification of the research must be as greater than low risk. 
 
If the proposed research is not laboratory research, and it cannot be considered under any of the 
preceding research types in 6.1 - 6.4, then the research should be finally classified as greater than 
low risk. 
 



Version 3.1: Approved 26 July 2018  10 
Author: Prof. C. Stein 
 

Laboratory
Research

Biobank Data

No

Yes

Tissue From
Participants

No

Yes

Yes

Yes

Low Risk

> Low Risk

Low Risk

> Low Risk

No

From
Fig 3

Other

No

> Low Risk

 
Figure 4: Risk Stratification Step 4 

 
7. REVIEW PROCEDURE 
 
Procedures related to the research proposal review process include broad descriptions of risk 
stratification and full vs. expedited review (7.4 - 7.6). This is followed by more detailed description of 
the ethical review process itself as this applies to individual research proposals (7.7 - 7.14). 
 
7.1. Introduction 
 
Rigorous and inflexible application of rules and standards is not possible or desirable in the ethical 
review of research proposals. However, for ethical review to be robust and fair, it should be 
consistent and wherever possible in line with accepted norms, standards and guidelines. In order to 
achieve this, some frame of reference is required that can be used as a guide in the application of 
ethical principles during the review process.  
 
These SOPs are not intended to be applied without other considerations to all ethical questions in 
the hope of producing a mechanistic solution or answer. There may well be special cases that fall 
outside of any ethics guidelines, however for the majority of situations these SOPs aim to provide a 
consensus- and (where possible) evidence-based departure point that can enhance the consistency 
of decisions made. 
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7.2. The National Health Research Ethics Council Principles, Processes and Structures 
 
The National Health Research Ethics Council (NHREC) has published a comprehensive guide for 
research ethics review and related processes.1 This document provides significant guidance for 
students, supervisors and reviewers – particularly in its chapter of guiding principles for health 
research. Wherever possible, the NHREC’s principles should be used to inform ethical research 
practices, and these should be reflected in the ethics content of research proposals. 
 
In some cases, the NHREC’s guiding principles are fairly general, or do not speak to other specific 
institutional approaches or requirements often considered by the REC during ethics review. 
Consequently, this document adds detail and clarifies certain specific areas relevant to research 
ethics within the Faculty. In some cases, external standards inform these details while in other cases 
past practice and consensus of the REC, aligned with the NHREC’s guiding principles, have 
determined this. 
 
7.3. The Scope of Research Ethics Review 
 
The NHREC’s guiding principles make it clear that ‘ethics review’ and ‘scientific review’ is a false 
separation. Although typically two different committees review research proposals independently, 
ethics review cannot be conducted holistically without consideration of factors such as academic 
merit and scientific rigour. Flawed research design and methods relate directly to ethics in the sense 
that such studies expose participants to risk without any compensatory benefits in the form of valid 
knowledge as an output and the principal consideration of the REC is the protection of the interests 
of research participants. 
 
How the above principle is applied depends on how the REC inter-operates with other components 
of the review process. Scientific review at the Higher Degrees Committee (HDC) should always 
precede ethics review and only research proposals that have been approved as part of this process 
should be considered for ethics review. As far as possible, ethics reviewers should not require 
significant revision or resubmission of research proposals based solely on factors related to research 
design, methodology or academic merit if the research proposal has already been approved at the 
HDC. 
 
7.4. Full Review (see Annexure 1) 
 
7.4.1. All research proposals that are classified as being of greater than low risk undergo full 

review. 
7.4.2. Each of these research proposals is placed on an agenda for the next available REC 

meeting. 
7.4.3. For each research proposal undergoing full review, two reviewers with an appropriate 

level of academic qualification are assigned by the Chairperson. Neither of these 

                                                           
1 Department of Health. Ethics in Health Research: Principles, Processes and Structures. Pretoria: Department of Health;   
2015. 
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reviewers may be from the academic department or research centre that the 
researcher is from, or student is registered in, or conducting their research in. 

7.4.4. The two reviewers are each sent, by the Secretariat, a copy of the research proposal 
(including all annexures) and a copy of the Ethical Review Form (REC 4.0) with the 
relevant identifying sections completed (i.e. title of the study, student name etc.) at 
least seven calendar days before the relevant REC meeting (if the research is a clinical 
trial, form REC 4a.0 is also included). 

7.4.5. Reviewers independently complete the review for each of the research proposals 
assigned to them prior to the REC meeting at which the research proposals will be 
discussed. Reviewers are guided by the criteria in the Ethical Review Form and 
associated descriptions of ethical acceptability in each case. 

7.4.6. Reviewers assign a decision code to each of the research proposals (also recorded on 
the Ethical Review Form) as set out in Section 8.0. 

7.4.7. At the relevant REC meeting, each reviewer gives a summary of the key findings of 
their review, followed by the decision code that they have assigned. 

7.4.8. Further steps in the review process are described in Sections 7.7 - 7.14 below. 
 
7.5. Expedited Review – Internal Applications (see Annexure 2) 
 
7.5.1. Research proposals that are classified as being low risk may undergo expedited review. 
7.5.2. There is no requirement to place expedited review research proposals on the agenda 

of an REC meeting prior to the review process. 
7.5.3. For each research proposal undergoing expedited review, a reviewer with an 

appropriate level of academic qualification is assigned by the Chairperson. The 
reviewer may not be from the academic department or research centre of the 
researcher, or that the student is registered in, or conducting their research in. 

7.5.4. The reviewer independently completes each of the research proposal reviews assigned 
to them within a two-week period. Reviewers are guided by the criteria in the Ethical 
Review Form and associated descriptions of ethical acceptability in each case. 

7.5.5. The reviewer assigns a decision code to each of the research proposals (also recorded 
on the Ethical Review Form) as set out in the REC Decision Codes (REC 4.0). 

7.5.6. If the reviewer’s decision code is a 01 or a 02a, then the Ethical Review Forms are 
returned to the Secretariat and then sent back to the student and supervisor, or 
researcher, for revision if required.  

7.5.7. Revisions are checked by the supervisor, or done by the researcher, who submits a 
02a Revised Research Proposal Submission Form (REC 7.0) to the Secretariat after 
which an ethical clearance letter is issued. 

7.5.8. If the reviewer’s decision code is a 02b, then the Ethical Review Form is returned to 
the Secretariat and then sent back to the student and supervisor, or researcher. 

7.5.9. Revisions are checked by the supervisor, or done by the researcher, who submits a 
02b-03 Revised Research Proposal Submission Form (REC 6.0) to the Secretariat, which 
is then sent back together with the revised research proposal to the reviewer. 

7.5.10. The reviewer completes another Ethical Review Form recoding the decision. If the 
decision is a 01 or 02a, the procedure continues at 7.4.6 otherwise if the decision is 
still a 02b the procedure continues at 7.5.8. 
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7.5.11. If the reviewer’s decision code is a 03, then the Ethical Review Form is returned to the 
Secretariat and then sent back to the student and supervisor, or researcher. 

7.5.12. Revisions are checked by the supervisor, or done by the researcher, who submits a 
02b-03 Revised Research Proposal Submission Form (REC 6.0) to the Secretariat, which 
together with the revised research proposal is placed on the agenda for the next 
available REC meeting and the review process follows that set out for full review from 
7.4.5. The original reviewer plus one other reviewer is assigned the revised research 
proposal and 02b-03 Revised Research Proposal Submission Form to review. 

 
7.6. Expedited Review – External Applications with REC Clearance 
 
7.6.1. External applications for ethical clearance, if already cleared by a registered REC, must 

be reviewed by the Faculty of Health Sciences REC if: 
7.6.1.1. The research involves University of Johannesburg students or staff members, or 

patients seen at any University of Johannesburg health clinic or facility at which any 
University of Johannesburg Department has oversight. 

7.6.1.2. The research involves University of Johannesburg equipment or facilities. 
7.6.2. External applications of this nature may undergo expedited review. 
7.6.3. In such cases, a single copy of the research proposal in the external institution’s 

format is submitted to the Secretariat, together with a covering letter explain the 
circumstances of the application and a copy of the existing REC clearance letter. 

7.6.4. The Chairperson allocates the external research proposal to two Committee Vice-
Chairpersons, or the review may be done by the Chairperson and one Vice-
Chairperson. 

7.6.5. The review is done in accordance with 7.5.4 - 7.5.12. 
 
7.7. The ‘Ethical Considerations’ Sub-section of the Research Proposal 
 
7.7.1. Ethical considerations relevant to a specific research proposal should be 

comprehensively described in this sub-section of the proposal.  
7.7.2. The existence of an information letter and consent form as appendices to the proposal 

does not preclude full explanation of how the relevant aspects of ethical procedure 
(which may be repeated in the appendices) will be dealt with.  

7.7.3. Specifically, issues related to the following should be described in detail as a minimum: 
7.7.3.1. Informed consent and how this will be obtained (including how participants will be 

enrolled and how informed consent will be recorded). 
7.7.3.2. Withdrawal of informed consent. 
7.7.3.3. Risks and benefits of participation and how these will be communicated to prospective 

participants. 
7.7.3.4. How confidentiality of participant data will be addressed. 
7.7.4. Other details may be required, depending on the nature of the research.  
7.7.5. It is important to note that the statement or description of the principles of research 

ethics (autonomy, beneficence, non-maleficence and justice) alone is not adequate in 
this sub-section of the research proposal. These principles may be used as structural 
sub-headings, however the emphasis should be on explaining the researcher’s 
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proposed actions in order to guarantee compliance with ethical norms and standards 
as set out in the NHREC guidelines. 

7.7.6. More detailed information of some of the important ethical considerations are given 
below. 

 
7.8. Informed Consent 
 
7.8.1. The National Health Act (Act 61 of 2003) requires that written informed consent be 

obtained as a condition of health research involving a living person (including where 
tissue is removed from a living person for the purposes of research).  

7.8.2. There must always be a record of the participant’s informed consent, regardless of the 
research design or methodology used.  

7.8.3. Thus every research proposal must clearly explain this process and contain appendices 
showing examples of information sheets and consent forms to be used. In most cases, 
these will be in the form of a hard copy information sheet (giving information about 
the study in writing) and consent form.  

7.8.4. Informed consent must be recorded in writing by the participant (or a 
parent/guardian) signing the consent form, unless the research involves electronic 
data collection without direct participant contact (see Section 7.8.5 below). 

 
7.8.5. Consent for Online Surveys 
 
7.8.5.1. In some cases, such as when a survey questionnaire is administered online, it is not 

possible to provide hard copies of these documents to participants nor to record their 
signatures.  

7.8.5.2. In such cases, the online survey must be designed in such a way that participants are 
presented with a statement similar to that appearing on a normal consent form.  

7.8.5.3. In place of a signature, some form of electronic input (such as a checkbox) must be 
selected by the participant in order to indicate that they give their consent to 
participate in the research.  

7.8.5.4. The participant’s decision (e.g. the data associated with the checkbox) must be 
recorded and retained by the researcher along with other response data. 

 
7.8.6. Consent for Voice Recordings 
 
7.8.6.1. In the case of research making use of voice recordings, a separate consent form must 

be provided to document participant’s consent to having a recording made of their 
verbal responses.  

7.8.6.2. Voice recording should be destroyed two years after publication or, if publication of 
results does not apply, six years after the research has been completed. 

 
7.8.7. Consent for Photographs and Video Material 
 
7.8.8. Two specific scenarios are relevant to the use of photographic or video material.  
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7.8.8.1. In the first, use is proposed of photographs or video material that is in the public 
domain (i.e. it is not subject to any access restrictions).  

7.8.8.2. In such cases, the material may be used ‘as is’ however every attempt must be made 
to establish ownership (or copyright) of the material and, if this can be done, 
permission of the owner(s) must be obtained before such material can be used. 

7.8.8.3. In the second scenario, photographic or video material created specifically for the 
purposes of proposed research presents a more significant ethical challenge.  

7.8.8.4. Because the specific details will vary from case to case it is not possible to be 
prescriptive, but the following principles apply and must be considered carefully 
during review: 

7.8.8.4.1. The use of photographic or video material must be essential to the research method. 
This must be clearly explained and justified in the research proposal. 

7.8.8.4.2. Individuals appearing in still or video images of any kind must give written informed 
consent to do so, in the same way that a research participant would be expected to 
give informed consent. In the case of children, the same norms apply as would apply 
to child research participants. 

7.8.8.4.3. Regardless of any other considerations above, if photographic or video material is to 
be used as part of the research method the identities of all persons appearing in the 
photographs or on video must be protected at all times by making use of suitable 
technology (e.g. imaging technology that obscures facial or other identifying features). 

 
7.8.9. Students as a Vulnerable Group and Consent 
 
7.8.9.1. Because students are defined as being in a dependent relationship with academics, 

they constitute a vulnerable group.  
7.8.9.2. This does not mean that students cannot be considered for participation in research, 

however particular care must be taken to justify the requirement of students as 
participants and the benefits and risks of their participation, as well as in ensuring that 
information is adequate and that each student can choose to participate voluntarily.  

7.8.9.3. One basic requirement of the latter is to ensure that academics with whom the 
student has a direct teaching relationship are not involved in recruitment, any aspects 
of the informed consent process or data collection. 

7.8.9.4. In all cases where students are proposed as participants, the relevant research 
proposal must be submitted to the Head of the Institutional Planning, Evaluation and 
Monitoring (IPEM) after ethical approval has been granted. Data collection may not 
proceed until this permission has been granted.  

7.8.9.5. A draft letter to IPEM requesting permission to proceed with the research must be 
attached to the research proposal as an appendix. 

 
7.8.10. Minors: Assent 
 
7.8.10.1. If the proposed participants are younger than 18 years of age, and are five years of age 

or older with normal cognitive function for their age, an assent form must be included.  
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7.8.10.2. Care must be taken to ensure that information is presented in the assent form in an 
age-appropriate way that facilitates understanding (this could include diagrams to 
enhance understanding). 

7.8.10.3. A template for compiling assent forms (REC 12.0) may be used as a starting point and 
modified as required. 

 
7.8.11. Minors: Non-therapeutic Research and Ministerial Consent 
 
7.8.11.1. The National Health Act sets out conditions for non-therapeutic research involving 

minors in s71(3)(a), one of which is that consent must be obtained from the Minister of 
Health. 

7.8.11.2. The Minister of Health has, however, delegated authority to grant Ministerial consent 
for non-therapeutic research involving minors to registered RECs. 

7.8.11.3. The NHREC has published operational guidelines that RECs should use when considering 
research proposals of this nature. 

7.8.11.4. All research proposals involving non-therapeutic research must also have Form A, as 
published in the regulations gazetted on 19 September 2014 (R719), duly completed 
and attached (REC 5.0). 

 
7.8.12. Consent for Use of Secondary Data 
 
7.8.12.1. Consent may have already been given for secondary data – for example data derived 

from visits to a health clinic where patients may have given consent for future research 
usage of data at their first visit. In such cases, no further consent need be obtained. 

7.8.12.2. If this is not the case, and collection of the data for research purposes has not 
previously been contemplated or foreseen, then a waiver of informed consent related 
to the data may be applied for. The specific conditions under which such waivers may 
be granted are set out in the NHREC Guidelines. If a waiver of informed consent for use 
of secondary data is contemplated, form REC 15.0 must be completed and attached to 
the research proposal. 

7.8.12.3. If consent has not been previously obtained, and the data in question has been 
collected for research purposes, then consent must be obtained from all persons from 
whom the data has been previously obtained. 

7.8.12.4. Where it is foreseen or planned that data stored in clinical databases will be used for 
research purposes, the database itself may be granted ethical clearance.  

7.8.12.5. This clearance does not mean that ethical clearance for the use of this data is not 
required. Research using such data must be described in a research proposal which 
must be submitted for ethical clearance. 

 
7.8.13. Stem Cell Research and Consent 
 
7.8.13.1. Research utilising stem cells as described in s56(2)(4) of the National Health Act may not 

proceed without authorisation of the Minister of Health, as specified in the Act. 
7.8.13.2. Informed consent, as described in Section 7.8, must be obtained for any research 

involving isolation of stem cells from human tissue. 
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7.8.14. Information Letter and Consent Form 
 
7.8.14.1. All research proposals that involve informed consent must contain, as an annexure, an 

information letter for prospective participants and a consent from which each 
participant must complete and sign. 

7.8.14.2. The information letter and consent from must be presented to prospective participants 
as a single document, however the consent from must start at the top of a new page. 

7.8.14.3. Prospective participants must initial each page of the information letter in the space 
provided, and sign and date the consent form. 

7.8.14.4. Each participant must give back to the researcher the initialled information letter and 
signed consent form, and must be given a copy of these documents. 

7.8.14.5. Information letters must: 
 
7.8.14.5.1. Identify and contain contact details of the researcher, supervisor and REC 

Chairperson. 
7.8.14.5.2. Not begin with “Dear Participant” as the person reading it for the first time will not 

be a participant. 
7.8.14.5.3. Be written in non-technical, jargon-free and understandable language written 

directly referring to “I” (the researcher) and “you” (the participant). Indirect terms 
such as “the participant” or “the researcher” should not be used. An informal and 
friendly tone is encouraged in information letters. 

7.8.14.5.4. Not consist of paragraphs copied and pasted directly from the methodology section 
of the research proposal without amendment. 

7.8.14.5.5. Explain all of the factors listed by the NHREC. If a factor is not applicable, it should be 
included and clarified with a statement saying it is not applicable (e.g. there should 
always be a sub-heading about research funding, which in some cases may simply 
indicate that no funding has been obtained). Particular attention should be paid to 
voluntariness of participation, withdrawal of informed consent, possible benefits and 
risks, expected duration of participation, confidentiality, responsibilities of the 
researcher and participant, that the research has been reviewed and approved by 
the REC and the channel of communication regarding queries or complaints. 

7.8.14.5.6. Make it clear that the participant does not have to make an immediate decision, that 
they may take some time to decide whether to participate or not, and are free to 
consult with others before deciding if they wish to do so. 

7.8.14.5.7. Contain, at the bottom corner of each page, a place for the participant to initial each 
page. 

7.8.14.6. Consent forms must: 
 
7.8.14.6.1. Contain the title of the research, the date shown on the information letter and must 

identify and contain contact details of the researcher and supervisor. 
7.8.14.6.2. Be dated. 
7.8.14.6.3. Confirm that the participant (i) understands the information provided, (ii) has had an 

opportunity to ask questions (and if so, obtain satisfactory answers) and (iii) 
voluntarily consents to participate in the research. 

7.8.14.6.4. Provide place for both the researcher and participant to sign. 
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7.8.14.6.5. Not be pre-signed or pre-dated by the researcher. 
7.8.14.7. An information letter and consent form template (REC 11.0) is available and should 

be used. 
7.8.14.8. The information letter and consent form template may be amended if required, 

however care must be taken to retain all required elements of informed consent. 
 
7.8.15. Withdrawal of Informed Consent 
 
7.8.15.1. Withdrawal of informed consent without consequence is in line with the basic ethical 

principle of autonomy. This must always be made clear to participants, especially the 
unconditional nature of withdrawal.  

7.8.15.2. Anonymous research participation presents a particular problem with regard to 
withdrawal of informed consent, as any given participant’s data will not be identifiable 
and thus cannot be withdrawn if the participant chooses this option.  

7.8.15.3. Although it might be possible to link consent forms to other types of data (e.g. 
anonymous survey questionnaires) in order to facilitate the process of withdrawal, 
doing this removes anonymity as participant data can be linked to other identifying data 
(i.e. a consent form with a name on it).  

7.8.15.4. In such cases, 7.8.15.2 should be clearly explained to prospective participants in the 
information sheet as part of the informed consent process. 

7.8.15.5. Provision must be made for withdrawal of consent in cases where young children may 
be subjected to painful procedures – e.g. venipuncture. 

7.8.15.6. In such cases, non-verbal cues and physical withdrawal among other possible 
indications of withdrawal of consent (or assent), must be clearly explained and the 
researcher’s responses to this and actions must be described. 

 
7.9. Risks and Benefits 
 
7.9.1. In analysing the risk: benefit ratio in proposed research, benefits should always 

outweigh risks.  
7.9.2. However, this should be viewed in a such a way that risk of harm is considered relative 

to anticipated benefit (including future benefit to others) and importance of the 
research.  

7.9.3. Research of narrow scope, such as that at undergraduate or partial fulfilment Master’s 
level, may have limited benefits and the risk: benefit ratio associated with such studies 
should take this into consideration. 

7.9.4. Wherever there is a risk of emotional distress or physical injury, access to support or 
medical services should be provided (see also Section 16). 

 
7.10. Privacy and Confidentiality 
 
7.10.1. If a participant is not required to provide any identifying information as part of the 

research, at any time, then their participation is anonymous.  
7.10.2. In such cases confidentiality is a non sequitur as no identifying information is available 

to the researcher to protect.  
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7.10.3. If a participant is required to provide identifying information to the researcher, then 
their participation cannot be anonymous as the researcher is aware of their identity.  

7.10.4. In such cases the researcher undertakes to maintain strict confidentiality to prevent 
unauthorised people from gaining access to the participant’s identifying information 
and thus associate their identity with other (perhaps sensitive) research data.  

7.10.5. The term “anonymise”, which is often used to refer to the process of removing 
identifying data from other data is a misnomer, as it does not “make” the data set 
anonymous. This should rather be referred to as de-identification. 

7.10.6. Care must be taken to distinguish between anonymity and confidentiality correctly (as 
above) in any information communicated to participants for the purposes of informed 
consent.  

7.10.7. In the case of confidentiality, the researcher must clearly explain how personal data will 
be protected (adequate protection is also a requirement of the Protection of Personal 
Information Act). This includes how electronic (including voice recording) and hard copy 
data will be stored and secured and for how long. 

7.10.8. It is not possible to guarantee confidentiality when explaining research procedures to 
prospective participants for informed consent purposes. Certain circumstances may 
compel a researcher to breach their duty of confidentiality, such as if the researcher is 
ordered to do so by a court or if there is a convincing case that it would be in the public 
interest to do so. 

7.10.9. It is important that all prospective participants understand that confidentiality is not 
absolute, and that they are aware of and understand the circumstances under which 
confidentiality may reasonable be breached. 

 
7.11. Permissions 
 
7.11.1. Permission from the University or external organisations for research to be conducted 

on their premises or using their resources must be obtained only once a research 
proposal has been ethically approved because ethics approval is normally a condition of 
external permission being granted.  

7.11.2. In addition, the issuing of formal letters of permission prior to ethics approval may be 
problematic as the research design and method on which the decision to grant 
permission has been based may change after ethics or Higher Degrees Committee 
review. 

7.11.3. In cases where the viability of a research project is dependent on access to data 
requiring permission to access, a provisional letter of permission should be obtained. 
Final permission to access data will be at the discretion of the data owner, pending 
ethical approval. 

 
7.12. Risk of Injury and Insurance 
 
7.12.1. Participation in research may predispose participants to accidental injury or physical 

harm.  
7.12.2. It is important that the details of insurance cover for related medical expenses (or the 

fact that there is not cover) is conveyed to prospective participants as part of the 
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informed consent process (i.e. in verbal and written information about the research) 
where risk of injury or physical harm exists. 

 
7.13. Contract Research 
 
7.13.1. In some cases, research may be carried out as part of an arrangement with a 

manufacturer or supplier of materials or instruments used in the research.  
7.13.2. By their nature, such situations tend to represent a conflict of interests and require 

forethought in order to avoid ethical conflicts.  
7.13.3. Although the term “contract research” is often used to describe these situations, the 

presence of a contract or agreement may be instrumental in avoiding many of the 
ethical pitfalls. The absence of a clear agreement on the other hand is generally more 
problematic. 

7.13.4. Generally, contract research should only occur when there is a written agreement 
between the manufacturer or distributor and the University.  

7.13.5. Issues such as the publication of results, the use of trade names, use of the University’s 
name and intellectual property rights (and how this is influenced by payment or 
donation of materials) must be clearly set out in the agreement.  

7.13.6. The agreement must be approved by the University’s Department of Corporate 
Governance and follow the same procedures as any legal agreement with an external 
party.  

7.13.7. This agreement must be approved before submission of the research proposal to the 
REC for review. 

7.13.8. Under any other circumstances there can be no expectations on the part of a 
manufacturer or supplier in relation to dissemination or publication of research results.  

7.13.9. Manufacturers or suppliers may provide materials for the research at no cost without a 
written agreement if they choose to do so, but trade names of the materials should not 
appear in any research proposal, report, dissertation, thesis, manuscript or published 
article and the manufacturer or supplier may not use the University’s name in relation 
to the research for promotional purposes or have any claim to intellectual property 
related to the research. 

7.13.10. Importantly, the existence of a written agreement does not in any way ensure 
compliance with ethical norms and standards.  

7.13.11. REC review of these research proposals should give particular attention to the potential 
conflict between manufacturers and suppliers, rights of participants and the rights of 
the broader scientific community. 

 
7.14. Research Involving Actors or Assistants 
 
7.14.1. In some cases, research may require the inclusion of others not considered to be 

participants in the normal sense of the word.  
7.14.2. Examples of this include research that requires actors (e.g. to portray clinical or other 

scenarios) or assistants. 
7.14.3. Although actors and assistants are not traditionally thought of as research participants, 

their participation in research nevertheless requires all of the considerations relating to 



Version 3.1: Approved 26 July 2018  21 
Author: Prof. C. Stein 
 

autonomy, voluntariness, non-maleficence, justice and informed consent that apply to 
any other participants.  

7.14.4. Considerations of beneficence normally do not apply.  
7.14.5. Actors or assistants should be enrolled and are entitled to withdraw from research 

participation in the normal way and must give informed consent in writing, with assent 
where applicable for children.  

7.14.6. Children not capable of giving assent should not be considered as actors or assistants. 
 
7.15. Research Involving Human Biological Materials 
 
7.15.1. Research proposals for research involving biological materials transferred from a 

provider to a recipient must be accompanied by a completed Material Transfer 
Agreement (REC 16.0). 

7.15.2. The Material Transfer Agreement must be signed by both the provider and the recipient 
at the time it is submitted to the REC for consideration. 

 
8. DECISION-MAKING 
 
8.1. Decision Codes 
 
The following decision codes are used to indicate decisions about ethical clearance reached by 
reviewers.  
 
Table 1: Decision Codes 01 & 02a Criteria 

Code Decision Decision Criteria 
01 Approved Approved “as is” 

The proposal can be accepted “as is” and no revision is required. 
02a Approved subject to 

clarification/revision 
to supervisor(s) 
satisfaction; not 
back to reviewers 

Minor revision required. 
 
Minor revision includes: 
 Correction of reference formatting/syntax and/or; 
 Minor amendments to any subsection of the proposal as follows: 
 Minor amendments to information letters, consent forms, letters 

requesting permission or questionnaires etc. This typically is limited to 
improvement of language or grammar, layout or formatting, 
correction of typographical errors in proposal and/or related 
documents. 

 Suggestions that an assessor feels may add value to the proposal, but 
the inclusion/exclusion of which is left to the discretion of the 
supervisor. 

 
Table 2: Decision Codes 02b Criteria 

Code Decision Decision Criteria 
02b Approved subject to 

clarification/revision 
to reviewers(s) 
satisfaction; back to 
reviewers 

Limited revision required. 
 
In this context, “limited” revision generally means revision: 
 That is required, not merely suggested and; 
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Code Decision Decision Criteria 
 That must address problems, flaws or inconsistencies related to 

research ethics and that go beyond simple errors (e.g. typographical 
errors), grammar, reference formatting/syntax or presentation. 

 
Limited revision includes: 
 Limited revision of the aims/objectives, research design, methods or 

ethical considerations and/or; 
 Limited revision of attachments such as information letters, consent 

forms, questionnaires, permission letters etc. and/or; 
 The above could include omissions, such as required attachments that 

are missing. 
 
A 02b code should be awarded if: 
 Limited revision (as outlined above) is required in between one and 

three subsections or parts of the proposal only (each attachment is 
considered as a subsection) and/or;. 

 It is not necessary for the REC as a whole to consider any aspect of the 
required revisions again in order to reach consensus. 

 
Table 3: Decision Code 03 Criteria 

Code Decision Decision Criteria 
03 Approval deferred. 

Resubmission to 
REC required 

Substantial revision required. 
 
A 03 code should be awarded if: 
 Revision, which may be similar to that described above for a 02b, is 

extensive meaning that it is required in more than three subsections or 
parts of the proposal (each attachment is considered as a subsection) 
and/or; 

 A significant problem with the ethical aspects of the study is 
encountered within the proposal and/or related documents, but is 
salvageable with significant depth or extent of revision and/or; 

 Required revisions relate to a complex ethical problem, which the REC 
as a whole should be involved in reaching consensus about. 

 
Table 4: Decision Code 04 Criteria 

Code Decision Decision Criteria 
04 Not approved by 

REC 
New research topic, title and proposal required. 
 
A 04 code should be awarded if: 
 A critical problem or “fatal flaw” with the ethical aspects of the study 

which makes it unsalvageable regardless of any depth or extent of 
revision. 

 
8.2. Decision-Making Procedures 
 
8.2.1. Decisions about ethical clearance of research proposals are made at an REC meeting for 

full reviews and outside of an REC meeting for expedited reviews. 
8.2.2. Expedited review decisions are ratified at a subsequent REC meeting if the decision 

code was a 01, 02a or 02b. Expedited reviews with a 03 decision code are placed on an 
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REC agenda and dealt with subsequently in terms of decision-making the same was as a 
full review. 

8.2.3. After REC reviewers have presented a summary of their key findings and decision code 
as described in Section 8.1, the Chairperson will enquire from the meeting whether 
there is consensus on the decision. 

8.2.4. If there are two different decision codes from two reviewers then the meeting will be 
asked for consensus on the adoption of the lower code2, or alternatively whether the 
reviewer who gave the lower code is willing to change it to a higher code after 
considering the reasoning of the reviewer who gave the higher code. 

8.2.5. During discussions around achieving consensus, all members present at the REC 
meeting may contribute and the supervisor (if present) may be asked for clarification of 
facts if required, although the supervisor may not be factored into the consensus 
decision. 

8.2.6. If, despite prolonged deliberation, consensus cannot be achieved on a decision code 
then the matter is put to a vote. 

8.2.7. All REC members who normally have voting rights may vote on such a decision, with the 
exception of the Chairperson who does not vote. 

8.2.8. The decision achieving a simple majority will be recorded as the REC’s decision. In the 
event of a split decision, the Chairperson will cast the deciding vote. 

8.2.9. If a decision is difficult to reach consensus on, and represents an ethically complex or 
challenging case, the Chairperson may suggest the establishment of an ad hoc 
subcommittee to further investigate the matter and report back to the REC with a 
recommendation before it is put to a vote. There must be support from the Committee 
for this course of action, in the form of consensus or a simple majority if it is put to a 
vote. 

 
9. APPEALS, REFERRALS AND COMPLAINTS 
 
9.1. Appeals 
 
9.1.1. Any student, supervisor or researcher may appeal a decision of the REC if they believe 

the decision to be unfair. 
9.1.2. Appeals must be submitted directly to the REC Chairperson in writing (using form REC 

4.0) within 40 working days of the decision having been communicated. 
9.1.3. On receiving an appeal, the Chairperson will convene and Chair an ad hoc Appeal 

Committee within seven working days consisting of at least one Vice-Chairperson and 
two other REC members who were not the original reviewers of the research proposal 
in question and who are not members of the Department in which the student is 
registered (or the research is being carried out). 

9.1.4. If the Chairperson is conflicted in the appeal, then a Vice-Chairperson convenes and 
Chairs the Appeal Committee. 

                                                           
2 Lower code means a decision code that implies a more significant requirement for revision. For example, if two reviewer’s 
decision codes are 02a and 02b then the 02b decision code is the lower code. 
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9.1.5. If necessary, REC members or non-members with specialist expertise may be co-opted 
to the Appeal Committee. 

9.1.6. The Appeal Committee will consider the appeal, and the original review documents and 
attempt to reach a decision on the matter by consensus which will be to either uphold 
the original decision or, if there are compelling reasons, to replace the original decision 
with a different decision. 

9.1.7. If consensus is not possible then a voting procedure is followed, similar to that 
described in 8.2.6 - 8.2.8. 

9.1.8. The decision reached by the Appeals Committee is communicated to the researcher, 
students or researcher in writing. 

9.1.9. If, on the conclusion of the appeal process described above, a student, supervisor or 
researcher still believes that the original decision or the appeal decision is unfair they 
may approach the NHREC and submit a complaint by following guidelines as set out by 
the NHREC’s Complaints and Advisory Disciplinary Committee (information available 
from the NHREC’s internet site).3 

 
9.2. Referrals 
 
9.2.1. Referral of queries arising from research proposal reviews or other matters to the 

NHREC for guidance or advice may be done under certain circumstances. 
9.2.2. Although the NHREC offers guidance and advice on research ethics or legal queries, 

there is also an expectation that RECs have the capacity to deal with these problems 
and arrive at well-reasoned and equitable solutions. 

9.2.3. There should always be clear evidence of REC engagement with a problem or query by 
the application of operating procedures before it is referred to the NHREC for guidance 
or advice. 

9.2.4. If the source of a possible referral to the NHREC is related to a research proposal review 
decision, then the problem or query should be of such a nature that both the consensus 
and voting mechanisms described in Section 8.2 have failed to yield a viable decision. 

9.2.5. Furthermore, there must be consensus at an REC meeting that the referral of such a 
matter to the NHREC is appropriate and will achieve the desired outcome. 

9.2.6. Other matters potentially requiring NHREC referral for guidance or advice, not related 
to research proposal review decisions, should first be referred to the REC’s members 
with specialist expertise (if applicable) or other external parties with the required 
expertise before referral to the NHREC. 

9.2.7. Referrals to the NHREC must be done by the Chairperson who must report back to a 
future REC meeting with the outcome of the referral, which must be recorded in the 
minutes of the meeting. 

9.2.8. Consideration should always be given to the incorporation of previous NHREC referral 
guidance or advice into existing SOPs in order to improve them and to prevent re-
occurrence of similar referrals. 

 

                                                           
3 http://www.nhrec.org.za/ 
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9.3. Complaints 
 
9.3.1. Complaints related to any aspect of REC functioning, or related to the conduct of REC 

members, may be made by researchers, REC members, research participants or 
members of the public. 

9.3.2. Complaints should be directed in writing to the Chairperson of the REC, after which the 
Chairperson will decide on the appropriate course of action depending on the 
complaint. 

9.3.3. If a complainant does not wish to direct a complaint to the REC Chairperson, then the 
complaint should be directed in writing to the Faculty’s Vice-Dean: Research, Innovation 
and Internationalisation or the Faculty’s Executive Dean. 

9.3.4. If a complainant does not wish to direct a complaint to any of the above, they may do 
so anonymously by using the University’s Ethics Hotline. 

9.3.5. Complainants who believe that a complaint reported by them via any of the above 
methods has not been adequately dealt with may approach the NHREC and submit a 
complaint by following guidelines as set out by the NHREC’s Complaints and Advisory 
Disciplinary Committee (information available from the NHREC’s internet site).3 

 
10. COMMUNICATING A DECISION AND REVISION OF RESEARCH PROPOSALS 
 
10.1. The Initial Decision 
 
10.1.1. Final research proposal review decisions, arrived at either by consensus or voting, are 

recorded in REC meetings by both the Secretariat and the Chairperson. 
10.1.2. After each REC meeting, the Secretariat prepares decision letters for each research 

proposal on the meeting agenda with a decision. 
10.1.3. Each decision letter contains (i) the relevant identifying and contact details (e.g. student 

and supervisor or researcher names, research proposal title etc.), (ii) the decision taken 
(both the decision code and an explanation of what the code means), (iii) an 
explanation of the next step(s) to be taken including documents that need to be 
completed and (iv) a reminder that the research may not be commenced until final 
ethical clearance has been obtained in writing with a clearance number. 

10.1.4. If the decision is a 01, then an ethical clearance letter is sent to the student and 
supervisor, or researcher (see Section 11 below). 

10.1.5. A copy of the Ethical Review Form (REC 3.0) from each reviewer is attached to the 
decision letter, and the originals are retained and filed by the Secretariat. 

10.1.6. Decision letters must be sent to the supervisor or researcher in hard copy, and by 
electronic mail to the student and supervisor, or researcher, within five working days of 
the REC meeting at which the decisions were made. 

 
10.2. Research Proposals Requiring Revision - 02a 
 
10.2.1. Research proposals with a 02a decision must be revised by the student in accordance 

with information contained in both Ethical Review Forms (i.e. one from each of the two 
reviewers). 
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10.2.2. It is the responsibility of the supervisor to check the revised version of the research 
proposal and to ensure that all of the required revisions have been made. 

10.2.3. When the supervisor is satisfied that all of the required revisions have been made, the 
student and supervisor must complete a 02a Revised Research Proposal Submission 
Form (REC 7.0) clearly responding to each of the two reviewer’s comments and 
explaining what changes have been made to the original version of the research 
proposal. If the student and supervisor have elected to not implement a change 
suggested by a reviewer, then a concise reason for this should be provided. 

10.2.4. The supervisor must submit the completed REC 7.0 form and a copy of the revised 
research proposal (with all required signatures on the cover page, and an updated 
version number and revisions clearly highlighted) to the Secretariat. 

10.2.5. Once the above have been received, the Secretariat drafts an ethical clearance letter 
(see Section 11 below). 

 
10.3. Research Proposals Requiring Revision - 02b 
 
10.3.1. The student and supervisor’s responsibilities with regard to revision of the research 

proposal, completion of required documentation and submission are the same as those 
described in 10.2.1 - 10.2.2. 

10.3.2. When the supervisor is satisfied that all of the required revisions have been made, the 
student and supervisor must complete a 02b-3.0 Revised Research Proposal Submission 
Form (REC 6.0) clearly responding to each of the two reviewer’s comments and 
explaining what changes have been made to the original version of the research 
proposal. If the student and supervisor have elected to not implement a change 
suggested by a reviewer, then a concise reason for this should be provided. 

10.3.3. Once the above have been received, the Secretariat forwards the REC 6.0 form and 
revised research proposal to the reviewer(s) who assigned a 02b decision, together with 
a copy of the revised research proposal with an updated version number and revisions 
clearly highlighted. 

10.3.4. On receipt of the above documents, the reviewer(s) must complete review of the 
revised research proposal within 10 working days. 

10.3.5. Review of the revised research proposal should be limited to assessment of the 
student’s compliance with the original revisions required by the reviewer. 

10.3.6. Based on the conclusion reached by the reviewer(s), the REC 6.0 form is completed and 
a new decision code is given. 

10.3.7. The documents referred to in 10.3.3 are forwarded to the Secretariat who in turn 
forwards the documents to the student and supervisor. 

10.3.8. If the decision code after review of a revised research proposal is a 02a, the process 
continues as described in Section 10.2. 

10.3.9. If the decision code after review of a revised research proposal is again a 02b, the 
process continues as described in Section 10.3. 

10.3.10. If the decision code after review of a revised research proposal is a 01, the Secretariat 
drafts an ethical clearance letter (see Section 11 below). 
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10.4. Research Proposals Requiring Revision - 03 
 
10.4.1. The student and supervisor’s responsibilities with regard to revision of the research 

proposal, completion of required documentation and submission are the same as those 
described in Sections 10.3.1 - 10.3.2. 

10.4.2. Once the above have been received, the Secretariat places the REC 6.0 form and revised 
research proposal on the next REC meeting agenda and allocates the revised research 
proposal to the two original reviewers, if possible. 

10.4.3. The review and decision-making process is continues as set out in Section 8.2. 
 
11. FINAL ETHICAL CLEARANCE 
 
11.1. When a completed 02a Revised Research Proposal Submission Form (REC 7.0) and a 

copy of the revised research proposal are received by the Secretariat, or the research 
review decision was a 01, an ethical clearance letter may be drafted. 

11.2. Every ethical clearance letter must contain (i) the relevant identifying and contact 
details (e.g. student and supervisor or researcher names, research proposal title etc.), 
(ii) confirmation that the research has final ethical clearance, (ii) a unique clearance 
number, (iv) any applicable clearance conditions, (v) the date on which the clearance 
expires, (vi) a short summary of the steps to be taken in the event that the research 
proposal requires amendment, (vii) a short summary of the steps to be taken in the 
event of complications or adverse events or research proposal deviations/non-
compliance and (viii) a short summary of the steps to be taken in order to renew ethical 
clearance and (ix) any requirements for active monitoring over and above the 
requirement for annual renewal of ethical clearance. 

11.3. Ethical clearance may be conditional. The conditions of such clearance may vary from 
case to case, but are generally related to intermediate steps in or deliverables of the 
research method that are not available for review at the time the research proposal is 
submitted. 

11.4. Research proposals that aim to generate and use questionnaires or measurement tools 
as part of the method should be conditionally approved, with a requirement that the 
newly generated questionnaire or measurement tool be ethically scrutinised in order to 
secure final unconditional ethical clearance. 

11.5. Ethical clearance letters are delivered in hard copy to the supervisor, and by electronic 
mail to the student and supervisor or researcher. 

11.6. In some cases, research proposals are reviewed by external RECs (for example RECs 
existing in local authority health departments or other institutions) after final ethical 
clearance. In a subset of these cases, the external REC requires changes to be made to 
the research proposal. In such cases the following procedure is followed: 

11.6.1. The external REC comments and required revisions are first assessed by the researcher 
or supervisor. If the researcher or supervisor agrees with the revisions, or suggests 
reasonable alternatives, the research proposal is revised accordingly. 

11.6.2. The research proposal is then sent to the REC Chairperson with a cover letter explaining 
the revisions and any possible impact they may have on ethical considerations in 
relation to the research. 
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11.6.3. The REC Chairperson notifies the researcher or supervisor in writing that the research 
may proceed, or if the revisions are of such a nature that they may constitute an ethical 
problem this is discussed with the researcher or supervisor and the Chairperson of the 
external REC in order to resolve the problem. 

11.6.4. The final revised version of the research proposal is filed by the REC Secretariat. 
 
12. RENEWAL OF ETHICAL CLEARANCE 
 
12.1. Ethical clearance is valid until the date given on the relevant ethical clearance letter. 
12.2. A short progress report must be submitted to the Secretariat by no later than two 

weeks after the ethical clearance renewal date (indicated on the ethical clearance 
letter, or last ethical clearance renewal letter) using the Ethical Clearance Renewal Form 
(REC 10.0). 

12.3. Each REC renewal form is reviewed by the Chairperson or one of the Vice-Chairpersons 
and a recommendation is made to either renew the ethical clearance for a further 12 
calendar months, or a shorter period if it is felt this is required for a specific reason. 

12.4. Possible grounds for not renewing existing ethical clearance include unapproved 
material deviations from research procedure, previously unreported serious adverse 
events and the allocation of an E7 global code in the case of qualification research. 

12.5. In the case of an E7 global code, ethical clearance may be renewed on successful appeal 
of the E7 if the appeal is successful in the same year. 

12.6. Students, supervisors or researchers are notified about their ethical clearance renewal 
in writing by the Secretariat. 

12.7. If no application for renewal of ethical clearance is received by, at the most four weeks 
after the ethical clearance renewal date, the existing ethical clearance will have expired 
and the position will be that any research activities conducted after this point will be 
done without ethical clearance. 

 
13. AMENDMENTS TO RESEARCH PROPOSALS WITH CLEARANCE 
 
13.1. General Procedures 
 
13.1.1. Due to unforeseen circumstances, it may sometimes be necessary to amend a research 

proposal with existing ethical clearance. 
13.1.2. Students and supervisors or researchers faced with the prospect of research proposal 

amendments must apply to the REC detailing the proposed amendments before they 
are implemented using the Research Proposal Amendment Application Form (REC 8.0). 

13.1.3. The completed Research Proposal Amendment Application Form, with supporting 
documents where necessary, and a copy of the ethical clearance letter must be 
submitted to the Secretariat. 

13.1.4. The REC Chairperson and one Vice-Chairperson review submitted Research Proposal 
Amendment Application Forms and decide whether the proposed amendments are 
material on the basis of, among other factors, whether the proposed amendments: 

13.1.4.1. Affect the research method and the probability of delivering a meaningful and valid 
result. 
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13.1.4.2. Affect the informed consent process and whether this is viable, or may necessitate a 
process of re-consenting. 

13.1.4.3. Alter the risk: benefit ratio of the research in an unfavourable way or increase the 
possibility of harm to participants. 

13.1.4.4. Whether the proposed amendments in any way infringe on the participants right to 
privacy. 

13.1.5. If the two reviewers achieve consensus that the proposed research proposal 
amendments are material, the student and supervisor or researcher are notified of the 
requirement for further review of the research proposal. Otherwise, the student and 
supervisor or researcher are notified that there is no need for further review of the 
research proposal and that they may proceed with the implementation of the amended 
research proposal. 

13.1.6. If the proposed research proposal amendments are material, the Research Proposal 
Amendment Application Form, together with a copy of the original and amended 
research proposal, is allocated to the two original research proposal reviewers if 
possible. 

13.1.7. The two original reviewers return their reviews of the proposed research proposal 
amendments to the Secretariat within five working days, and indicate their decision on 
the Research Proposal Amendment Application Form. 

13.1.8. The Chairperson assesses the two completed Research Proposal Amendment 
Application Forms. If the two decisions are the same, the Chairperson requests that 
Secretariat notify the student and supervisor or researcher of the decision. If the 
decisions are different, the Chairperson considers the two original reviewers’ comments 
and makes a final decision which is communicated by the Secretariat to the student and 
supervisor or researcher. 

13.1.9. If the decision referred to above in Section 13.1.8 necessitates revision of the proposed 
amendments this is done to the satisfaction of the Chairperson, after which a final 
decision is communicated to the student and supervisor or researcher. 

13.1.10. A new ethical clearance letter is always issued after an application for amendments to a 
research proposal with ethical clearance. The new ethical clearance letter clearly 
indicates that the application was made, what the outcome of the application was and 
any new conditions of ethical approval, or other details (such as monitoring etc.). 

13.1.11. If Section 13.1.6 applies, the original ethical clearance number is amended on the new 
ethical clearance letter by adding the following: ‘Amendment 1.0’. The amendment 
version is incremented for any future approved amendments. 

13.1.12. If Section 13.1.6 does not apply, the original ethical clearance number is used on the 
new ethical clearance letter. 

 
13.2. Qualitative Research 
 
13.2.1. Section 14.1 above should be read with the understanding that approaches to the 

acceptability of research proposal amendments differ between quantitative and 
qualitative research paradigms. 

13.2.2. Whereas the emphasis in quantitative research is on the detailed description of a 
research method which is accepted to be final and should ideally not change, the 



Version 3.1: Approved 26 July 2018  30 
Author: Prof. C. Stein 
 

approach to methodological adaptation in qualitative research is acknowledged to be 
far more fluid and evolving with progression of the research. 

13.2.3. The threshold for judging materiality of amendments in quantitative research is thus 
accepted as being generally lower than in qualitative research. 

13.2.4. However, amendments that can be argued to have ethical implications must be seen as 
material regardless of the research paradigm. 

 
14. MONITORING, REPORTING, SUSPENSION AND TERMINATION OF RESEARCH 
 
14.1. Monitoring of Research 
 
14.1.1. The REC reserves the right to monitor any research that it has granted ethical clearance 

for, at any time and for any period of time until completion of the research. 
14.1.2. Requirements for monitoring of research are proportional to the risk of harm to 

participants. 
14.1.3. Renewal of ethical clearance, together with a progress report as described in Section 

12, is considered to be a minimum standard for passive monitoring that is applicable to 
low risk research as defined in Section 6. 

14.1.4. Research that is classified as greater than low risk may be subject to more frequent and 
detailed monitoring, the particulars of which are set out in the relevant ethical 
clearance letter. 

14.1.5. Clinical trials must conform with data and safety monitoring standards as described in 
Good Clinical Practice guidelines4, that are appropriate for the type of clinical trial and 
level of risk. Active monitoring may be required for clinical trials. 

 
14.2. Reporting of Adverse Events 
 
14.2.1. Adverse events occurring during any research cleared by the REC must be reported to 

the Chairperson of the REC.  
14.2.2. Serious adverse and related events must be reported within 48 hours of the discovery 

of their occurrence, while non-serious related adverse events must be reported within 
five working days. 

14.2.3. The Chairperson, together with one or both Vice-Chairpersons, may make immediate 
recommendations regarding the research methods and procedures in relation to the 
reporting of a serious adverse event, if this is believed to be necessary to protect the 
interests of participants. 

14.2.4. Notwithstanding 14.2.3, all serious related adverse events must be reviewed by the REC 
at a meeting as close to the reporting of the adverse event as possible. 

14.2.5. Non-serious unrelated adverse events may be reported at the time of ethical clearance 
renewal, as described in Section 12. 

14.2.6. All adverse events must be reported using the Adverse Event Reporting form (REC 9.0), 
which must be submitted to the Secretariat within the time frames indicated above. 

                                                           
4 Department of Health, 2006. Guidelines for Good Practice in the Conduct of Clinical Trials with Human Participants in 
South Africa. Department of Health: Pretoria, South Africa. 
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14.2.7. The following details should be given in any adverse event report: relevant demographic 
data, place, date and time of the event, the treatment involved and relevant details 
about its administration (if applicable), events that may have precipitated or that 
preceded the event (if applicable), the researcher’s opinion about possible relatedness 
and causality in relation to events/treatment and all steps (in detail) that were taken to 
treat, manage or contain the event. 

 
14.3. Reporting of Research Proposal Deviations/Non-compliance 
 
14.3.1. Research proposal deviations or non-compliance must be reported within five days to 

the Secretariat. 
14.3.2. The Chairperson, together with one or both Vice-Chairpersons, must review all reported 

cases of research proposal deviation or non-compliance and make a determination of 
whether intervention is required in order to protect the interests of participants. 

14.3.3. All research proposal deviations and non-compliance must be reported using the 
Adverse Event Reporting form (REC 9.0), which must be submitted to the Secretariat 
within the time frames indicated above. 

14.3.4. The following details should be given in any research proposal deviation/non-
compliance report: relevant demographic data, place, date and time of the 
deviation/non-compliance, the nature of the deviation/non-compliance, why the 
deviation/non-compliance occurred, what the effects or possible effects of the 
deviation/non-compliance were or may have been and what steps have been taken in 
order to prevent similar future deviations or non-compliance. 

 
14.4. Research Ethics Audits 
 
14.4.1. The REC Audit Subcommittee performs random audits of research that has been 

completed on an annual basis. 
14.4.2. Terms of Reference and Standard Operating Procedures for the Audit Subcommittee are 

available from the Secretariat or Chairperson. 
 
14.5. Suspension and Termination of Research 
 
14.5.1. The REC reserves the right to withdraw ethical clearance for any research with such 

clearance previously granted by the REC if it is brought to the attention of the REC, and 
there is reasonable prima facie evidence, that (i) the research is non-compliant with the 
research proposal that was granted ethical clearance, or the REC SOPs, and (ii) that the 
interests of research participants have been harmed or are at risk of harm and (iii) that 
such non-compliance has not been dealt with as described in Section 14.3. 

14.5.2. Research referred to in Section 14.5.1 above is considered suspended, pending an 
inquiry into the circumstances around the alleged non-compliance. 

14.5.3. The Chairperson, in consultation with one or more Vice-Chairpersons, may determine 
that research should be suspended, as per the definition in Section 14.5.1. 
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14.5.4. Immediately following this determination, the Chairperson informs the relevant student 
and supervisor, or researcher, in writing of the suspension. This process must be 
completed within 24 hours. 

14.5.5. Once the relevant student and supervisor, or researcher have been informed of the 
suspension, the relevant Head of Department and Vice-Dean: Research, Innovation and 
Internationalisation are notified. 

14.5.6. The Chairperson convenes, within five working days, an inquiry into the suspension 
which includes representation from the research team, the REC and the Faculty. 

14.5.7. Findings of the inquiry must be communicated to all parties as soon as they are finalised 
and may involve (i) lifting of the suspension and reinstatement of ethical clearance, or 
(ii) remedial action aimed at rectifying the non-compliance and reinstatement of ethical 
clearance (provided that the remedial action is complied with) or (iii) termination of the 
research. 

14.5.8. In the case of Section 14.5.7 (i), the REC may impose conditions on the reinstated 
ethical clearance, or specific monitoring and reporting requirements. 

14.5.9. Students and supervisors, or researchers, have the right to appeal findings of an inquiry 
referred to in Section 14.5.7 through the Executive Dean’s office or by following 
guidelines as set out by the NHREC’s Complaints and Advisory Disciplinary Committee as 
described in Section 9.1.9. 

 
15. CLOSURE OF RESEARCH PROJECTS 
 
15.1. The REC must be notified of the closure of all research projects that have been granted 

ethical clearance, regardless of the reason. 
15.2. This notification must be done using the REC Closure Form (REC 14.0). 
 
16. SCIENTIFIC MISCONDUCT AND UNPROFESSIONAL BEHAVIOUR 
 
16.1. There is a moral obligation on all REC members to be vigilant for, and report, any 

suspected scientific misconduct that they may become aware of at any stage of a 
research project. 

16.2. Instances of suspected scientific misconduct should be reported to the Chairperson, or 
to a Head of Department, Vice-Dean: Research, Innovation and Internationalisation or 
Executive Dean. Those reporting scientific misconduct have a right to do so 
anonymously by using the University’s Ethics Hotline. 

16.3. Once reported, instances of suspected scientific misconduct are dealt with according to 
the University’s policies. 

16.4. There is a similar moral obligation and professional duty on all REC members to be 
vigilant for, and report, any suspected unprofessional behaviour that they may become 
aware of at any stage of a research project. 

16.5. Such suspected instances should be reported as described in 16.2 - 16.3 or through 
reporting mechanisms made available by the relevant statutory bodies (e.g. the Health 
Professions Council of South Africa). 

16.6. Unprofessional conduct reported internally may also be reported to the relevant 
statutory body by the REC. 
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17. INSURANCE COVER 
 
17.1. The University provides General Public and Professional Liability insurance cover for all 

members of the REC for claims arising from and related to their duties at the REC. 
17.2. The insurance cover referred to in 17.1 includes REC members not employed by the 

University (e.g. lay person). 
 
18. QUESTIONS AND ANSWERS 
 
The following questions and answers are aimed at presenting hypothetical problems or queries 
about selected areas of these SOPs together with answers illustrating or simplifying certain concepts 
or procedural aspects. 
 
18.1. Why do I need ethical clearance if I want to just write up some interesting data from 

classroom interactions with students and get it published? Surely this falls under 
teaching and learning, and is not considered research? 

 
Requests for ethical clearance in the kind of scenario described above are usually made because journals 
require evidence of this before they will accept a manuscript to go out for peer-review. However, there are 
some very good reasons for RECs not granting retrospective ethical clearance. 
  
Firstly, one of the basic premises of approval is that it is given before an activity. This makes sense, because 
the REC cannot be certain of methods that were used in a situation such as the one described above, when 
they have already happened. For example: 
 
 Did the students give voluntary, informed consent for the lecturer to use their data? 
 Were the students aware that their data might be used for this purpose before it was collected? 
 Were there adequate measures in place to protect the identities of the students? 
 Were there adequate measures in place to confidentially handle, store and dispose of the data? 
 Did the necessary internal structures give their prospective permission for this research, involving 

students, to proceed? 
 
If the answers to any of the above questions is not certain, or if it is known that there was not compliance in 
any of these, it is impossible to correct this when it has already happened. This makes it impossible for the 
REC to grant ethical clearance retrospectively in a responsible and valid way. 
 
Secondly, by granting retrospective ethical clearance, the REC would be affirming that it is aware that 
research had occurred at some point without ethical clearance and that this is acceptable – hence the 
subsequent granting of clearance. This would be clearly problematic, as the rule that ethical clearance is 
required prior to the commencement of research activities is an absolute one. So for both of these reasons, 
it is clear that the REC may never consider the retrospective granting of ethical clearance in situation such as 
that described in 18.1. 

 
18.2. I forgot to do final minor revision of my research proposal (that got a 02a decision) and 

don’t have an ethical clearance letter but my [report] dissertation [or thesis] needs to 
be sent out to examiners? Can you give me a clearance letter now? 

 
As indicated and explained above in 18.1, ethical clearance cannot be granted retrospectively. It is 
important to remember that research may not proceed until an ethical clearance letter has been obtained, 
with a clearance number. If the decision made at a REC meeting is that a research proposal should receive a 
02a, it means that minor revision is necessary. However, the ethical clearance process is not complete until 
all revision is completed and returned to the Secretariat – only then will an ethical clearance letter be 
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issued. If this has not happened, then it will not be possible to get a clearance letter at any point after the 
research has begun. 

 
18.3. Why do REC reviewers comment on technical aspects of my research design or method? 

Can’t they just stick to ethics? 
 

The primary concern of REC reviewers is the interests and protection of research participants. However, 
this goes far beyond just the “Ethical Considerations” section of the research proposal, and the information 
letter and consent forms. In weighing up the risk: benefit ratio of any research, reviewers must look 
critically at the research design and method. The risks that participants may be exposed to, and even just 
the inconvenience and time taken for participation in research, can only be justified if the research itself is 
methodologically sound, viable and has a good prospect of producing a valid result. If this is not the case 
then researchers are literally wasting participant’s time, and possibly exposing them to discomfort or risk, 
for little or no prospect of benefit to anyone. 
 
For example, consider research that aims to compare a new treatment to a standard of care in the form of 
a randomised controlled trial. Both the new treatment and standard of care are relatively low risk, but 
participants will be required to have physiological variables measured at a health clinic multiple times over 
a three-month period. This will take time, be inconvenient and have an associated cost. The researchers 
propose to conduct the research with 15 participants (who have met the inclusion criteria) in each group 
and offer no justification for their choice of sample size. 
 
Typically, researchers would probably see the problem of sample size and statistical power as a question of 
scientific rigour and not one for an REC to concern itself with. However, this is incorrect because if the 
sample size is not large enough, it is very likely that the research will not produce a valid result. In other 
words, the probability of a Type II error (not rejecting a null hypothesis when it should be rejected) is 
unacceptably high and if the research results show that there is no significant difference between the two 
groups this may very well not be the case - it may be an error brought about by a sample that is too small.  
 
From an ethical perspective this is unacceptable because participants will have given up their time, efforts 
and money and possibly been exposed to discomfort or risk, but all of this will have been wasted because 
the researchers did not carry out the research in a responsible and methodologically sound way. This is 
most certainly not in any participant’s best interests and an REC would be well within its rights to reject 
such a research proposal on ethical grounds. A situation like this gives rise to the saying that “bad science is 
unethical” - however the link between deficiencies in research design or method, and protection of 
participant’s interests must always be clearly made by REC reviewers. 

 
18.4. Do I have to do everything the REC reviewers say I must in their reviews? I don’t actually 

agree with a few of the things they have said. 
 

Comments made by reviewers generally fall into two categories - (i) suggestions, which reviewers feel may 
improve the research proposal and (ii) mandatory changes, which the reviewers feel must be implemented 
to correct a serious deficiency. If you don’t agree with a suggestion you can leave it. However, if you don’t 
agree with a mandatory change, you are required to give a sound reason why you do not want to 
implement it in the research proposal. This is done using the REC 6.0 and REC 7.0 revision forms. Always 
discuss this in detail first with your supervisor and make sure that they support your decision. 

 
18.5. I’ve discovered that I will need to change the inclusion criteria for my research, after I 

received the ethical clearance letter two months ago. It’s actually quite a small change – 
do I really need to take my whole proposal back to the REC again? 

 
An application does need to be made to the REC for any changes to a research proposal that has already 
received ethical clearance. You will need to use the REC 8.0 research proposal amendment application form 
to do this. On the form, you will be required to answer the questions and then also supply a copy of the 
amended research proposal with changes clearly identified. The REC will consider the nature of the changes 
and advise you on the way forward, based on the procedures described in Section 13 of this document. 



Version 3.1: Approved 26 July 2018  35 
Author: Prof. C. Stein 
 

Research methods or procedures may not be amended until a new ethical clearance letter is issued in 
response to the amendment application. 

 
18.6. A participant that I was interviewing about a traumatic episode in their past broke down 

during the interview and I eventually had to refer them for counselling. Do I need to tell 
anyone about this? 

 
Yes, what happened fits the definition of a serious adverse event (AE). It can also be considered to be a 
related AE (i.e. causally connected to the research, not occurring independent of it). It is very important to 
report all AEs but particularly serious related ones, which must be reported within 48 hours (see Section 
14.2 of this document and form REC 9.0). Reporting within such a short time frame is necessary so that all 
of the circumstances surrounding the AE can be considered in relation to whether or not any changes to 
the research are needed in order to avoid similar occurrences. 

 
19. REC FORMS 
 
The table below gives an overview of the different REC forms accompanying this document, and 
when each should be used. 
 
Table 5: REC Documents 

Form Number Form Name Optional/Mandatory 
REC 1.0 Research Ethics Review Waiver Application Optional 

 
Use this form only if you intend applying for a waiver of ethics review. A research proposal must be 
attached. See Section 3. 

REC 2.0 Research Proposal Cover Summary Mandatory, all proposals 

 
This form must be submitted with every research proposal, except if a waiver of ethics review is 
being applied for. See Section 6. 

REC 3.0 Research Ethics Review External Application Optional 

 
Use this form only if you are submitting a research proposal for ethics review and you are external 
to the University of Johannesburg. Form REC 2.0 must also be submitted. See Section 5. 

REC 4.0 Ethical Review Form Mandatory, reviewers 

 
This form must be completed by REC reviewers and returned to researchers/students and 
supervisors with a decision. See Section 7. 

REC 5.0 Form A (Delegated Ministerial Consent) Optional 

 
Use this form only if the research proposal involves non-therapeutic research with minors as 
participants. See Section 7.8.11. 

REC 6.0 02b-03 Revised Research Proposal Submission Form Mandatory, 02b-03 

 
This form must be completed when re-submitting a research proposal following a 02b or 03 
decision. The revised research proposal must be attached. See Section 10.3. 

REC 7.0 02a Revised Research Proposal Submission Form Mandatory, 02a 

 
This form must be completed when re-submitting a research proposal following a 02a decision. The 
revised research proposal must be attached. See Section 10.2. 

REC 8.0 Adverse Event Reporting Form Mandatory, adverse events 

 
This form must be completed when reporting an adverse event, research proposal non-compliance 
or deviation. See Sections 14.2 & 14.3. 

REC 10.0 Ethical Clearance Renewal Form Mandatory, all proposals 

 This form must be completed when applying for ethical clearance renewal annually. See Section 12. 

REC 11.00 Information Letter and Consent Form Template Mandatory, if required 

 
This form must be used if there is a requirement for informed consent from participants. See Section 
7.8. 
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Form Number Form Name Optional/Mandatory 

REC 12.0 Assent Form Template Optional 

 
This form may be used if informed consent involves minors and an assent form is appropriate. See 
Section 7.8.10. 

REC 13.0 Appeal Form Optional 

 
This form must be completed when appealing a decision made by the REC in relation to ethical 
review of a research proposal. See Section 9.1. 

REC 14.0 Research Termination Form Mandatory 

 
This form must be completed when the research is terminated, in order to notify the REC of this. See 
Section 15. 

REC 15.0 Informed Consent Waiver Application: Secondary Data Optional 

 
This form must be completed when the researcher(s) wished to apply for a waiver of informed 
consent in the case of access to secondary data. See Section 7.8. 

REC 16.0 Material Transfer Agreement Optional 

 
This form must be completed when the research involves human biological material transferred 
from a provider to a recipient. See Section 7.15. 
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ANNEXURE 1: Full Review Flow Diagram 
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ANNEXURE 2: Expedited Review Flow Diagram 
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