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HREC APPLICATION FORM (MEDICAL) – 2025
INTERVENTIONAL STUDIES
APPLICATION TO THE HUMAN RESEARCH ETHICS COMMITTEE: (MEDICAL)

UNIVERSITY OF THE WITWATERSRAND, JOHANNESBURG

PLEASE COMPLETE ALL SECTIONS AND DO NOT LEAVE BLANKS EVEN IF THE SECTION IS NOT APPLICABLE
FUNDING TYPE(S): (May be more than one)
1) Commercially Funded Study






 FORMCHECKBOX 

2) Grant or Donor Funded Study





 FORMCHECKBOX 

3) Investigator Initiated Study






 FORMCHECKBOX 

4) Local or International Co-operative Study 


 FORMCHECKBOX 

e.g. SAMRC or WHO etc.

5) Other (please describe) 







 FORMCHECKBOX 

TYPE(S) OF STUDY: (May be more than one)
1) Clinical Trial:









 FORMCHECKBOX 

a. Phase of clinical trial (1-4):



 FORMCHECKBOX 

2) Observational









 FORMCHECKBOX 

3) Epidemiology Study







 FORMCHECKBOX 

4) Health Economics Study






 FORMCHECKBOX 

5) AI and other Computer related Study


 FORMCHECKBOX 

6) Laboratory based 








 FORMCHECKBOX 

7) Other (please describe):






 FORMCHECKBOX 

Is this a New Submission? 








 Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

Is this a Resubmission? 
 







 Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

Is this an Extension of a previously approved study? 
 Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

(If yes, please give initial HREC number):
SECTION 1 – STUDY DETAILS
	Full Study Title 

(No abbreviations):
	

	Protocol/Project/Study Number:
	

	Version/Amendment Number and Date: 
	


SECTION  2 – HEALTH PRODUCT DETAILS (If applicable) 

What health product is being studied? 

1. Medicine: 














 FORMCHECKBOX 

2. Medical Device: 












 FORMCHECKBOX 

3. IVD/kit for diagnosis or other purpose: 





 FORMCHECKBOX 

4. Traditional, Complementary or Alternative Medicine


 FORMCHECKBOX 

Systems (TCAMS):









SECTION 3 – FUNDER(S) (If applicable) 

Name(s) of Funder(s)/Donor(s): 
Address: 

Contact Details:

 Email address: 

 Alternative email address:

 Mobile number:

SECTION 4 – SPONSOR(S) (If applicable) 

Name(s) of Sponsor(s): 

Address: 

Contact Details:

  Email address: 

  Alternative email address:

  Mobile number:

SECTION 5 - APPLICANT (must be South African based) 
Name of Applicant: 
Name of Contact Person:

Address: 
Contact Details:

  Email address: 
  Alternative email address:
  Mobile number:
SECTION 6 – INVESTIGATOR DETAILS
6.1

NATIONAL PRINCIPAL INVESTIGATOR (If applicable):
Title: Prof/Dr/Mr/Ms

First Name:

Surname: 

Affiliation:   
Email address:
Mobile number:
6.2

PRINCIPAL INVESTIGATOR(S) PER WITS HREC SITE
(Please copy and repeat for each site)

Title: Prof/Dr/Mr/Ms/Other
First Name:  

Surname:

Department /Research Entity:
Site Name:

Site Address: 

Email address:
Date and Course Name of GCP Training:

Date and Course Name of Ethics Training: 

NOTE: Only Wits affiliated Investigators will be approved, except for private sites in Gauteng which will require the HREC Memorandum of Agreement (MoA) between the University of the Witwatersrand, Principal Investigator and Sponsor/Applicant.
6.3  LIST NAMES OF PRINCIPAL AND SUB-INVESTIGATORS PER WITS HREC SITE (COMPLETE THE TABLE BELOW BY MARKING AN ‘X’ TO INDICATE ‘YES’): 

Name of Site: 

List of Investigators below:
	Title, Name and Surname:
	Role e.g. PI, SI, Co-PI
	CV attached?
	Declarations attached?
	GCP certificate attached?
	Ethics Training certificate attached?
	SAHPRA workload (if applicable)

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	


SUPPORTING DOCUMENTS REQUIRED

CV’s, Declarations, GCP certificates (≤3 years); Ethics Training Certificates 

(≤3 years) and SAHPRA workload document (if applicable)

Valid GCP and Ethics Training Certificates should be attached to the CV’s and Investigator Declarations of Principal and Sub-Investigators (completed within the last 3 years).  Please note that Investigators’ meetings do not quality as GCP training. 

If applicable, please also attach the SAHPRA workload document for clinicians. 

6.4  PRINCIPAL INVESTIGATOR(S) PER SOUTH AFRICAN SITE(S) SUBMITTED TO OTHER HRECS FOR APPROVAL 

(Please copy and repeat for each site)

Title: Prof/Dr/Mr/Ms/Other

First Name:  

Surname:

Department /Research Entity:
Institution:
Name of REC:
Email address:

6.5   COLLABORATOR(S) (NATIONAL AND/OR INTERNATIONAL) 

(Please copy and repeat for each Collaborator)

Title: Prof/Dr/Mr/Ms/Other

First Name:  

Surname:

Department /Research Entity:
Institution:
Name of local IEC/IRB:
Email address:
PLEASE NOTE: 

Collaborating research partners who are based outside of South Africa and who are involved in data analysis, attending meetings and training in South Africa but are not partaking in hands on research, do not need approval from the Wits HREC (Medical). They do not require SA GCP/Ethics training. The Wits HREC (Medical) will however require proof of approval by their local IEC/IRB. 
However, if they are a part of the local study team and are involved in the study as an Investigator, they will be required to fulfil all the criteria of a local Investigator. The HREC (Medical) would require an overview of how they fit into the team and would require all their details (CV, Declaration, South African based GCP and Ethics Research Training).

6.6

DESCRIBE THE ROLE AND RESPONSIBILITIES OF THE VARIOUS FUNDER(S), SPONSOR(S), APPLICANT(S), INVESTIGATOR(S) AND COLLABORATOR(S) (IF APPLICABLE): 
This can be provided in the form of a flow diagram. 

SECTION 7 – BIOBANKING (If applicable) 
Will this study involve the use of a Biobank?   



 

Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

Please note: If this study collects human biospecimens as a component of the primary study, it should not be considered to be Biobanking. Such a facility should rather be considered as a Biorepository. 
If any human biospecimen samples are stored for future secondary/unrelated and/or commercial use, then it is considered to be Biobanking. Biobank Ethics applications are dealt with by the Biobanks Ethics Committee (BEC), a Subcommittee of the HREC (Medical).
BEC requires application forms to be submitted for:  
·  BEC 1 Form*: Approval of a Local Biobank for sample storage or for

·  BEC 2 Form: Storage/Retrieval/Transfer of HBM in an approved Biobank 
   (Please follow the link below for the latest list of approved biobanks)
*
International Biobanks do not require a formal BEC1 but need documentation confirming their Biobank status. 
If yes, please submit a parallel submission to BEC. Please contact Tanya Coetzee (Tanya.Coetzee@wits.ac.za) or (Rhulani.Mkansi@wits.ac.za) / 011 717 2816/1234) for more information on the directives, guidelines and procedures of BEC. 
Please follow the link below for submission requirements to the BEC: 
https://www.wits.ac.za/research/researcher-support/research-ethics/ethics-committees/ 

SECTION 8 – STUDY DETAILS
(Please avoid “cutting and pasting” from the protocol)
8.1 
Brief summary of background to the Study (including Investigational Products (IP) if applicable): (plain language)

8.2

Objectives and end points of the research (plain language) (if applicable)
Primary:



Secondary:
8.3

Brief summary of the research, including study design and methodology: (plain language) 

8.4

Duration of study:  


Global (if applicable): 


Start Date:   


Stop Date: 



Site(s): 


*Start Date:   



 Stop Date: 


*Must be after HREC (Medical) approval.
Please justify if there is a wide discrepancy between Global and Local Dates (>6 months)
8.5

Critical Inclusion Criteria (summary):

8.6 
Critical Exclusion Criteria (summary):

8.7

Mark research procedure(s) that will be used in the study:

 FORMCHECKBOX 

Medicine / devices / kits (state below names(s), dose(s), and frequency of administration

 FORMCHECKBOX 

Clinical Examination (state below nature and frequency of examination)
 FORMCHECKBOX 
 
Interview / Questionnaire form (must be attached)
 FORMCHECKBOX 

Record review (patient file)

 FORMCHECKBOX 

Radiation (see section 8.12)
 FORMCHECKBOX 

Biopsy(s) including blood and other human tissue 
 FORMCHECKBOX 

Other invasive procedures (e.g. endoscopy) 
 FORMCHECKBOX 

Other procedures (explain)
8.8

Use this space to briefly elaborate on procedures above (if applicable):
8.9 

Who will carry out the procedures: Outside vendor or Investigator? 
8.10 
Please indicate potential risks of the procedures (if applicable):

8.10.1
Clinical:



None/Minimal  FORMCHECKBOX 


 Low/medium  FORMCHECKBOX 


 High/Very High  FORMCHECKBOX 

8.10.2
Psychological:



None/Minimal  FORMCHECKBOX 


 Low/medium  FORMCHECKBOX 


 High/Very High  FORMCHECKBOX 

8.10.3
Please provide a distress protocol if applicable: 


Yes  FORMCHECKBOX 

No FORMCHECKBOX 
 N/A FORMCHECKBOX 

8.11
Potential benefit to participants? 





Yes  FORMCHECKBOX 

No  FORMCHECKBOX 




If yes, explain in what way:
8.12
Radiological Investigations or Treatments: 

PLEASE DO NOT COPY AND PASTE FROM THE PROTOCOL
8.12.1
Will there be any form of radiation used in the study for diagnostic / monitoring / or therapeutic purposes? 
Yes  FORMCHECKBOX 

No  FORMCHECKBOX 


8.12.2

Therapeutic:



External Beam Radiation







 FORMCHECKBOX 



Brachytherapy 










 FORMCHECKBOX 

Radioisotopes










 FORMCHECKBOX 

Stereotactic radiotherapy







 FORMCHECKBOX 

If yes, please answer the following questions:

Please provide details of the radiation that will be used: 

8.12.3
Diagnostic:

Plain Xray’s











 FORMCHECKBOX 

CT scanning











 FORMCHECKBOX 

PET/CT












 FORMCHECKBOX 

Other [provide details of this]






 FORMCHECKBOX 

*Please note that Ultrasounds and MRI scans do not constitute radiation.
8.12.4  Radiological interventions considered to be standard clinical care:
8.12.5

Radiological interventions considered to be for research purposes   only:
i) Type of scan/intervention:

ii) Number of scans or interventions above standard of care:

iii) Frequency of scans of the same:
iv) Dose of radiation per scan or intervention:
8.12.6  If for research purposes, what are the potential benefit(s)/harms(s) to   the participants? 
 Please justify the use of radiation above standard of care, in this study.
8.13
Participant Information Leaflet and Informed Consent Form (PIL/ICON) has been submitted? 







Yes  FORMCHECKBOX 

 No  FORMCHECKBOX 
 N/A  FORMCHECKBOX 

8.14
In case of minors aged 7-17, has an Assent Form been submitted? 






Assent Form for 7–11-year-olds:



Yes  FORMCHECKBOX 

 No  FORMCHECKBOX 
 N/A  FORMCHECKBOX 





Assent Form for 12 - 17-year-olds: 



Yes  FORMCHECKBOX 

 No  FORMCHECKBOX 
 N/A  FORMCHECKBOX 

Please refer to Wits HREC (Medical) Secretariat Informed Consent Form Template – www.witshealth.co.za 

SECTION 9 – STUDY PARTICIPANTS

9.1

Where and how the participants are selected (provide brief summary): 
(i.e. recruitment strategies)
9.2    Will vulnerable participants be recruited? e.g. minors, 

         pregnant women and HIV-positive participants 


Yes  FORMCHECKBOX 

No  FORMCHECKBOX 



(Please see list of vulnerable participants in Appendix F)




If yes, justify the selection of vulnerable participants:

9.3

Age range of Participants:

9.4

Sex: 

Male  FORMCHECKBOX 


Female  FORMCHECKBOX 


Other  FORMCHECKBOX 
(please clarify)

9.5

Number of participants to be recruited:




1. Worldwide:




2. South Africa:




3. At the site(s): 


9.6

Please provide details of Study Budget including total amount


 provided (in ZAR): ________________


9.7 
Are the participants being remunerated for participating in the study?



















Yes FORMCHECKBOX 

No FORMCHECKBOX 

If yes, please state what the remuneration is for and how much will be paid (in ZAR). Please refer to SAHPRAs TIE Model      ________________

9.8

Will the Site / Investigator be remunerated by the Funder / Sponsor / Applicant?












Yes FORMCHECKBOX 

No FORMCHECKBOX 

If yes, please provide amount per participant or in total (in ZAR):  ________________

9.9

Describe what post-trial access to investigational, concomitant and/or comparator health products there will be to participants who respond well shown by object measurements. (Please refer to SAHPRA rules on PTA) (If applicable). 
9.10

Please briefly provide summary of study monitoring plan (if applicable)
SECTION 10 – APPROVAL REQUIREMENTS


10.1 
SAHPRA:




If this study involves health products, then SAHPRA approval



is required. Has an application been made? 
Yes  FORMCHECKBOX 

No  FORMCHECKBOX 
 N/A FORMCHECKBOX 




If yes, provide details:


10.2
PRC Approval:


If this study takes place at an academic hospital, approval must first be obtained from the Protocol Review Committee. Has this mandatory application been made?



















Yes  FORMCHECKBOX 

No  FORMCHECKBOX 
 N/A FORMCHECKBOX 





If yes, provide details:



10.3
NHLS/Private labs:


Should a study require a portion or slides of histological diagnostic specimens to be sent away for testing, the anatomical pathologist who has custody of the specimen block must agree to this in writing. 


Does this study involve biopsies and has an application been made to the Anatomical Pathologist who has custody of the specimens:


















Yes FORMCHECKBOX 

No FORMCHECKBOX 

N/A FORMCHECKBOX 



10.4 
Other authorities:





Has permission of other relevant authority/ies been applied for?
















Yes FORMCHECKBOX 

No FORMCHECKBOX 

N/A FORMCHECKBOX 

State name of authority/ies: (If applicable)
 FORMCHECKBOX 

Head of Department (HoD)
 FORMCHECKBOX 

Public Hospital CEO / Research Committee 
 FORMCHECKBOX 

Private Hospital CEO / Manager:

 FORMCHECKBOX 

District Manager:

 FORMCHECKBOX 

Provincial Department of Health:
 FORMCHECKBOX 

National Department of Health: 

 FORMCHECKBOX 

International (in case of other studies outside South Africa):

 FORMCHECKBOX 

NHLS (AARMS)

 FORMCHECKBOX 

School Principal 

 FORMCHECKBOX 

University Registrar / Deputy Registrar (in case of student participants)
 FORMCHECKBOX 

National Nuclear Regulator (NNR)
 FORMCHECKBOX 

Other (provide details):

10.5

Has this study been submitted to other Independent Ethics Committees / Institutional Review Boards (IRBs), inside or outside of South Africa? 


Yes FORMCHECKBOX 

No FORMCHECKBOX 

N/A FORMCHECKBOX 

If yes, please list the names of the other ethics committees and include the status of the application: 

SECTION 11 – GENERAL 
11.1

Confidentiality: 

Please explain how confidentiality will be maintained so that participants are not identifiable to persons not involved in the research:
i.
Will the data collected be coded, deidentified, anonymised, or pseudo-anonymised?

ii.
Who will have access to identifiable data? 

iii. 
Does your protocol/proposal make mention of how this process will be dealt with and details this in respect of POPIA’s provisions?

iv. 
Has a POPIA statement been included in the Informed Consent Form?

















Yes FORMCHECKBOX 

No

As a minimum, the following statement should be included:


In accordance with the provisions of the Protection of Personal Information Act 4 of 
2013 (as amended), I hereby consent:

· To my personal information (hereinafter 'data') being collected, processed, shared and stored in accordance with the research protocol/proposal as approved by the Wits HREC (Medical);

· To my anonymised data being shared, processed, and transferred by third parties and between third parties, and where relevant beyond the jurisdictional borders of South Africa;

· To all findings and results flowing from my anonymised data being broadly shared and published at the conclusion of the research.
11.2

Dual Parental Consent (if applicable):
 
Section 18 of the Children's Act confer parental rights and responsibilities on both parents and as a result the following clause is required to be included in the Parent/Legal Guardian Informed Consent Form:

“The other adult(s) with whom I share parental rights and responsibilities in respect of the identified child  in terms of the Children's Act (for example, biological parent, adoptive parent, or legal guardian or representative) is (1) aware of and agrees with my granting permission for this child to participate in the study OR (2) deceased, unknown, incompetent, or not reasonably available (someone is “not reasonably available” when he/she cannot be reached by phone/mail/email/text because, for example, he/she is on active military duty or is incarcerated).”

If both parents are not able to consent, the consenting parent must sign and date this clause in the Informed Consent Form. 


Has this clause been included in the Parent/Legal Guardian Informed Consent Form?
 
















Yes  FORMCHECKBOX 

 No  FORMCHECKBOX 
 N/A FORMCHECKBOX 

11.3
Has Mandatory Reporting requirements been considered and detailed as to the process if research involves minors?
















Yes  FORMCHECKBOX 

 No  FORMCHECKBOX 
 N/A FORMCHECKBOX 


Please refer to the Wits HREC (Medical) Guidance Document on Mandatory Reporting obligations in research involving minors - [Link]: (PDF)

11.4
Does the sharing of data require the drafting and completion of a



Data Transfer Agreement or a Cross Border Data Transfer 



Agreement?  









Yes  FORMCHECKBOX 

 No  FORMCHECKBOX 
 N/A FORMCHECKBOX 


If yes, this will be required to be submitted to the WHC Contracts/Legal Office for review.

11.5 
Please give details of Study Insurance as per the Association of 




British Pharmaceutical Industry (ABPI) Guidelines (2014):



Insurance Company:




Address:




Policy Number:




Dates of cover:




Per event:



In aggregate annually:

11.6     Investigators should acknowledge that the University of the

Witwatersrand and the University of the Witwatersrand, Human Research Ethics Committee (Medical) will be mentioned on all publications emanating from this approval. 

















Yes  FORMCHECKBOX 

 No  FORMCHECKBOX 
 N/A FORMCHECKBOX 

11.7
Any other information, which may be of value to the ethics committee should be provided here: 

INFORMATION AND SIGNATURES: 



PRINCIPAL INVESTIGATOR(S) PER SITE (Copy if more than one)
	Name:


Please Print Name 
	

	Department: 



	

	Email:

	

	Date


	

	Signature:


	


HEAD OF DEPARTMENT / UNIT OF INSTITUTION / RESEARCH ENTITY IN WHICH STUDY WILL BE CONDUCTED 
	Name:

Please Print Name
	

	Head of Dept / Unit of Institution / Research Entity where study will be conducted:
	

	Date:

	

	Signature:

	


NOTE: HEAD OF DEPARTMENT CANNOT SIGN IF THEY ARE A PRINCIPAL INVESTIGATOR / SUB-INVESTIGATOR OR NATIONAL PRINCIPAL INVESTIGATOR ON THE STUDY 
DETAILS OF APPLICANT (as applicable): 
	Name:

Please Print Name
	

	Company:

	

	Email:

	

	Tel No:

	

	Date:

	

	Signature:

	


DETAILS OF SPONSOR (as applicable): (Copy as needed)
	Name:

Please Print Name
	

	Company:

	

	Email:

	

	Tel No:

	

	Date:

	

	Signature:

	


	PLEASE DO NOT SUBMIT THE APPENDICES A, D, E AND F WITH YOUR APPLICATION FORM  IT IS FOR YOUR INFORMATION.



APPENDIX A: INFORMATION:
PLEASE NOTE:

1 For any assistance, please contact the Secretariat to the Wits Human Research Ethics Committee: (Medical):
011 274 9278 / 9279 / 9280 / 9255 / 3353 – Email: EthicsRegulatory@witshealth.co.za
2 The Wits HREC (Medical) requires a Participant Information Leaflet and Informed Consent Form  written in language understandable to the participant (or parent/legal guardian) detailing what the participant will be told.  This should include the following:  

(1) Please ensure to INVITE the participant to take part in the study; please include a greeting and introduce yourself. 

(2) Participation is voluntary, and refusal to participate will involve no penalty or loss of benefits to which the participant is otherwise entitled:

(3) The participant may discontinue participation at any time without penalty or loss of benefits:

(4) A brief description of the research, its duration, procedures and what the participant may expect and/or be expected to do:

(5) Any foreseeable risks, discomforts, side effects or benefits, including those for placebo + concomitant + comparator meds:

(6) Disclosure of alternatives available to the participant.  If risks are involved: 

(7) A healthcare professional contact name and 24 hour telephone number:

(8) Explanation how medical treatment will be provided in the case of an adverse event developing:

(9) Compensation for study related injuries will be in accordance with the ABPI 2014 guidelines.
3 The Informed Consent Form should include a clear statement that the participant is consenting to involvement in research, and not to treatment, which will not necessarily provide personal benefit.  Any personal benefit should be mentioned when this is possible.  The participant must be made aware that, although the potential risks and benefits of all the health products under study have been explained, none of the active health products may be administered and it will not be possible for the researcher to reveal whether an active health product or placebo is being administered.  An important piece of information is that the participant is free to withdraw from the study at any time without prejudicing any treatment that is required for existing or future medical conditions. If this is not made clear, the researcher risks the accusation that consent was obtained by subtle coercion (that is, the possibility of prejudice against the participant as a current or future patient).

Minors over 7 years of age need to sign an Assent Form together with Parents/Legal Guardian Consent, with separate forms for 7-11 years and 12-17 years. 
4
STORAGE OF HUMAN BIOSPECIMENS:

The policy of the Wits HREC (Medical) regarding the collection, transport and storage of human biospecimens for future laboratory research, including genetic testing which may be related to the original study protocol, or future unrelated research studies:

· When human biospecimens are collected from research participants, the research participant will be made aware that no future testing, beyond the overall scope of the original study may  be undertaken, unless the research participant specifically consents to future research using the biospecimen.  Participants may consent to the use of their biospecimens in future studies but only on the basis that the Wits HREC (Medical) will approve the research on a project specific basis.  The HREC (medical) will approve the use of these biospecimens for future research provided that the interests of the participants are protected and that the research is in the public interest.  The participants may also consent to storage of their biospecimens in a Biobank inside or outside of South Africa, with the approval of the Biobank Ethics Committee (BEC) of the Wits HREC (Medical). 
· Transport And Storage Of Human Biospecimens In South Africa:

If human biospecimens are to be stored for future analysis and it is planned that such analysis will be done outside of Wits, then the biospecimens must be stored at a facility in South Africa agreed with the relevant REC(s). Samples may only be released once projects have been approved by the local REC(s) applicable to where the analysis will be done, as well as by the Wits Human Research Ethics Committee: (Medical). In addition, an MTA will be required for release of samples. 
· Transport And Storage Of Human Biospecimen Outside South Africa:

If human biospecimens are to be stored for future analysis, and it is planned that such analysis is done outside South Africa, it is recommended that the biospecimens are also stored at a facility in South Africa. The HREC must approve the storage at this facility and the release of samples, together with the Material Transfer Agreement to facilities outside the country. The approval must be protocol specific. Where storage is intended to be at a facility outside South Africa, motivation for such storage, together with comprehensive information on the storage facility and the Material Transfer Agreement (MTA) must be submitted.  

5. SOUTH AFRICAN NATIONAL CLINICAL TRIALS REGISTRY (SANCTR) 
The South African Cochrane Centre (SACC), in partnership with the National Department of Health (DoH) and the Cochrane Infectious Disease Group, has established a South African registry for all clinical trials conducted in South Africa

The South African National Clinical Trials Registry (SANCTR) is a South African initiative to support clinical trial registration within the Republic of South Africa. The SANCTR is an official registry and member of the World Health Organization (WHO) Network of Primary Registers. The SANCTR provides data to the central WHO International Clinical Trials Registry Platform (ICTRP) through the regional register - PACTR, so that trials registered in the SANCTR are represented in global searches (WHO ICTRP search portal URL: http://apps.who.int/trialsearch)
Please note that there is a new South African National Clinical Trials Registry (SANCTR) database, and that the South African Medical Research Council and the NHREC system/platform is no longer in use. Going forward the only point of trial data entry is the new SANCTR database on this url: https://sanctr.samrc.ac.za/. Please follow this link for information on how to register. 

APPENDIX B: 

CHECKLIST – HREC APPLICATION 2025 - SUBMISSION

	
	PLEASE TICK
	CHECKLIST
	
	Hard Copy 
Quantity

	1. 
	
	South African National Clinical Trials Registry (SANCTR) Registration– Attach SANCTR “Proof of capture” form to Ethics Application Form – VIEW – https://sanctr.samrc.ac.za/
	Date Of Issue
	

	2. 
	 FORMCHECKBOX 

	Covering Letter 
	
	

	3. 
	 FORMCHECKBOX 

	Completed HREC 2025 Application Form
	
	

	4. 
	 FORMCHECKBOX 

	Protocol including Synopsis
	Version: 

Date:
 
	

	5. 
	 FORMCHECKBOX 

	Patient Information Leaflet and Informed Consent Documents + Assent Forms
 FORMCHECKBOX 
  Not Applicable
	Version: 

Date:

Language:            
	

	6. 
	 FORMCHECKBOX 

	Investigator’s Brochure(s)
	Drug Name(s):

Version: 

Date:

	

	7. 
	 FORMCHECKBOX 

	Package Insert(s) (Local and International)
 FORMCHECKBOX 
  Not Applicable
	Drug Name(s):

Version: 

Date:

	

	8. 
	 FORMCHECKBOX 

	Curricula Vitae of Investigators HREC / SAHPRA Format as per suggested CV On Website. www.witshealth.co.za – Select Ethics. 
(Indicate Names In Fields To The Right)

Please refer to Section 6.3 and complete list of names and supporting documents 
	PI:



Sub-Inv(s):


1. Sub-Inv

2. Sub-Inv
	

	9. 
	 FORMCHECKBOX 

	Declaration of Trialists’ In HREC / SAHPRA Format (PI and All Sub-Investigators)
	

	10. 
	 FORMCHECKBOX 

	SAHPRA Approval Letter  FORMCHECKBOX 
/ Letter of Application   FORMCHECKBOX 
 / Notification  FORMCHECKBOX 

	Date Of Letter:

	

	11. 
	 FORMCHECKBOX 

	Insurance Certificate  

Valid
	From:
	To:

	12. 
	 FORMCHECKBOX 

	Patient Questionnaire(s) And/Or Diary Cards;
 FORMCHECKBOX 
  Not Applicable
	Version: 

Date:

	

	13. 
	 FORMCHECKBOX 

	Advertisement(s); Please list mediums to be used:
     
 FORMCHECKBOX 
  Not Applicable
	Version: 

Date:

	

	14. 
	 FORMCHECKBOX 

	Protocol Review Application Form 

To be signed by Applicant, Principal Investigator and Head of Department

(Please Note: If trial is being conducted in Provincial Health facilities approval from Hospital CEO/Clinical Manager/District Research Committee (whichever is applicable) must be obtained by Sponsor/Investigator AFTER ethics approval)
  FORMCHECKBOX 
  Not Applicable
	Province:

  
	

	15. 
	 FORMCHECKBOX 

	Hospital / District Provincial / National DoH approval (when available) 
	Date Of Letter
	

	16. 
	 FORMCHECKBOX 

	Approvals by other IEC/IRBs  Approval Letter  FORMCHECKBOX 
 / Letter of Application   FORMCHECKBOX 
 
 FORMCHECKBOX 
  Not Applicable
	Date Of Letter
	

	17. 
	 FORMCHECKBOX 

	Study Budget including (as applicable):

· Total amount provided: 
· Site/Investigator remuneration:

· Participant remuneration: 
	R

R

R
	


APPENDIX C:


Select DAIDS Risk/Benefit Category (If NIH Sponsored): 

Subpart D – Additional Protections for Children Involved as Participants in Research:


X 
Category

Description


 FORMCHECKBOX 

45 CFR 46.404 
Research not involving greater than minimal risk.


 FORMCHECKBOX 

45 CFR 46.405
Research involving greater than minimal risk but presenting the prospect of 







direct benefit to the individual subjects.


 FORMCHECKBOX 

45 CFR 46.406
Research involving greater than minimal risk and presenting no prospect of 







direct benefit to individual subjects, but likely to yield generalizable knowledge







about the subject’s disorder or condition.


 FORMCHECKBOX 

45 CFR 46.407
Research not otherwise approvable which presents an opportunity to 







understand, prevent, or alleviate a serious problem affecting the health or 







welfare of children.


 FORMCHECKBOX 

45 CFR 46.408
Requirements for permission by parents or guardians and for assent by 







children.



 FORMCHECKBOX 

45 CFR 46.409
Wards


The Reviewers will also be asked to select a DAIDS Risk/Benefit Category for NIH Sponsored studies that include minors. 

APPENDIX D - HREC (MEDICAL) SCORING SYSTEM:

(FOR INFORMATION PURPOSES ONLY)
	Category
	

	1. Approved unconditionally.
	

	2. Approved subject to minor revisions delegated to the secretariat to complete.
	

	3. Pending Approval subject to response to comments provided by the HREC (Medical), to be resolved by the original Reviewer(s).
	

	4. Not approved as requires major revision and/or reviewer comments to be resolved. Will require review at the next HREC meeting.
	

	5. Rejected in the current form. Must be resubmitted and will receive a new application number and review timeline.
	

	6. Rejected due to substantive ethical concerns, will not be reviewed again.
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APPENDIX E – RISK TABLE:

HREC (Medical) Risk level categories definitions (May 2019)

In South Africa, as elsewhere, it is necessary to assess the level of risk involved in undertaking research. The risk may be to research participants or patients, to communities, to institutions, or even to the researchers themselves. This is to ensure that responsible investigators have applied their minds and, in so doing, put in place whatever measures may be required to prevent or minimize unintended or negative outcomes.

This table identifies broad categories of risk. 

	Risk category
	Definition
	Example
	Notes

	No risk


	No contact with identifiable individuals, e.g. when study involves anonymized information
	In vitro laboratory study using commercially-available cell lines, bacterial cultures, etc.
Review of anonymized information in the public domain.
	These studies usually qualify for an ethics waiver



	
	
	
	

	Minimal risk
	Where the likelihood and magnitude of possible harm are no greater than those imposed by daily life in a stable society, or are to be found in routine clinical testing
	Questions about participant’s everyday lives, activities and opinions, without detailed identifiable information. Student opinion surveys would, for example, usually fall into this category.
No sensitive questions or topics.
No vulnerable participant categories; participants may be experts, officials, professionals.
	

	Low risk
	Where the only foreseeable risks is that of temporary discomfort, or where there may be some sensitivity involved in terms of the questions asked 
	Questions about participant’s everyday lives, activities and opinions, which may include biographical information and some potentially sensitive questions and/or topics.
Taking of blood samples may cause minor discomfort.
Questions about a participant’s HIV status or sexual behavior can be sensitive.
No vulnerable participant categories.
	

	Medium risk
	Where there is a possible risk of some harm for participants and/or the researcher, but where appropriate steps can be taken to mitigate or reduce risk


	Sensitive topics and/or questions that may have potential for trauma and emotional distress.
Drug trial, pre-general release to the market.
May include vulnerable participant categories or marginalized groups. 

There is a clear justification to undertake the research using this participant group and/or using the proposed instruments, because likely benefit exceeds likely risks.
	Support/counselling services must be provided for participants, when appropriate

A distress protocol should be given, when appropriate

	High risk
	Where there is a real and foreseeable risk of harm, which may lead to serious adverse consequences if not managed in a responsible manner


	Clinical procedures in which a successful outcome cannot be guaranteed, but where non-intervention is likely to result in harm to the individual.
Highly sensitive topics, e.g. experiences of inter-partner violence, rape, mistreatment of children, etc 

Vulnerable or marginalized participant groups, or where multiple vulnerabilities exist.
Research involving deception of the participants.
Where the participants place themselves at risk of harm if they participate.
Where the researcher/s may place themselves at risk of harm.
Where the researcher/s may place themselves at risk of breaking the law, or may be legally required to report what they find, e.g. child abuse or neglect. In such instances, the researcher should consult a competent person or agency, as to whether referral to the Police or Social Welfare is warranted.
Where the research may reveal information that may place the participant or others at risk (e.g. victims of abuse, violence, crime), requiring intervention from state institutions.
There is a clear justification to undertake the research using this participant group and/or using the proposed instruments, despite the potential risks.
	Remedial interventions by external professionals can be taken should harm occur

External support/counselling services must be provided for participants and/or for the researcher

A distress protocol and debriefing strategy should be given, if appropriate

Research involving orphans under the age of 18, who have no formal Guardian, may only proceed if a court order is handed down by the High Court


NOTES:

(1) Definitions of terms 

Discomfort refers to a sensation of uneasiness, disturbance or mild pain.

Risk refers to (i) the likelihood of exposure to a particular negative consequence, and/or (ii) the magnitude of the possible consequences of exposure, and/or (iii) the possibility that research could result in harm.

Harm refers to damage incurred (which may include physical, psychological/emotional, social, economic or legal harm) as an outcome of an action, or through emotional distress.

(2) Discussion of risk

Individuals who may be at increased risk include:

• Those who are dependent/reliant on the institution/person who provides/mediates access to researchers;

• Those who are involved in illegal activities or who are criminalized by the state, e.g. drug dealers, sex workers, undocumented migrants.

NB: it is essential to consider the individual – not an aggregated group – when assessing risk.

(3) Discussion of vulnerability 

Vulnerability can stem from: a lack of capacity or impaired ability to provide voluntary informed consent; health status; social pressures that may impact on the ability to make a free and informed decision; any inability to protect one’s interests in research. Vulnerability may be considered as dynamic and specific to a particular context, and may also arise as a result of power asymmetries between participants and researchers/institutions. There may be layers of vulnerability that function and interact within a participant’s circumstances. Being vulnerable does not necessarily imply that harm or exploitation will occur, but it does increase the risk of harm or exploitation through research.

In addition to those in vulnerable categories, vulnerability may also include individuals whose ability to provide informed consent may be reduced where:

· Their decision-making capacity is limited due to individual mental health status; 

· They are physically impaired to the extent that they are largely or wholly dependent on others to function from day to day;

· Their decision-making capacity is limited due to the environment in which they live/work, e.g. prisoners/detainees, residents of drug rehabilitation centres; 

· They exist in a hierarchical structure which constrains their freedom of operation, e.g. members of the armed forces, certain religious orders;

· They are under 18 years of age; 

· They are dependent on the state to maintain a legal status, e.g. documented asylum seekers, documented refugees.

NB: it is essential to consider the individual – not an aggregated group – when assessing vulnerability.

The researcher needs to minimise the risk of harm, ensure that the consent process supports a truly informed decision, and put in place additional measures to ensure ethical involvement of vulnerable groups. Where necessary, applications should include details of steps to be taken to facilitate data collection across language barriers (e.g. interpretation or translation) and/or in cases of illiteracy.

It is important for researchers to consider the inconvenience or cost to participants taking part in their research so that appropriate travel costs or refreshments are provided. Loss of income and absence from work needs to be avoided or compensated appropriately.  

Useful references:

Bracken-Roche, D., Bell, E., Macdonald, M.E. and Racine, E. (2017). The concept of ‘vulnerability’ in research ethics: an in-depth analysis of policies and guidelines. Health Research Policy and Systems, 15 (1), 8, doi:10.1186/s12961-016-0164-6. 

Horn, L., Sleem, H. and Ndebele, P. (2014). Research vulnerability. In: M. Kruger, P. Ndebele and L. Horn (Eds.), Research ethics in Africa: A resource for research ethics committees. Stellenbosch: SUN Press, pp. 81-90. 

(4) Distress protocol

 A ‘distress protocol’ is a procedure to follow in emergency situations where, for example, a participant becomes clearly distressed during an interview. Under such situations, the interview is terminated and the distress protocol is enacted. Researchers may need to consider:

1. The possible distress experienced by the participant: e.g. questions that address issues of abuse, abandonment, previous negative sexual experiences, or traumatic memories that may induce distress. A distress protocol must include the name and contact details of an appropriate provider who can provide support, at no cost to the participant. This may include counselling services or access to legal services; specific contact details of such services must be included.

2. The possible distress experienced by the researcher: this may include provisions for how the safety of the researcher will be supported, and should be discussed with supervisor and the name and contact details for counselling services provided if needed.
APPENDIX F – VULNERABLE PARTICIPANTS:

Categories of participants include:

· Minors (children and adolescents) 

· Elderly persons

· Women, especially pregnant women

· Adults with factual incapacity to provide informed consent 
· Persons in dependent relationships

· Persons highly dependent on medical care

· Persons with visual, auditory or mobility impairments 
· Inmates (called offenders when convicted)

· Collectivities or special groups 

· Anyone in a subservient position e.g. students, soldiers
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