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Health Research Ethics Committees: 
South African regulatory context 

v National Health Research Ethics Council 
(NHREC)

REC REC REC: SBE HREC 1 HREC 2

SU   SREC

UREC



By law, anything that can be classified as 
health research has to undergo formal 

review by a Health Research Ethics 
Committee

(National Health Act, 2003)

What needs to be submitted to a Health 
Research Ethics Committee (HREC) for review?



Health research involves…
The systematic investigation into and study of materials and data sources in order to 
establish facts and reach new conclusions, contributing to the body of knowledge 
about:

v Biological, clinical, psychological or social processes in human beings 

v Improved methods for the provision of health services

v Causes of disease 

v Effects of the environment on the human body

v Development or new application of pharmaceuticals, medicines, and health 
technologies and interventions 

As defined  
by the 

National 
Health Act



REC Reviews in SA
RECs in SA are tasked with dual review process i.e.

A. Scientific +
B. Ethics review

Scientific review of research involves :
a.The scientific or scholarly validity of proposed research 
b.The ethical implications of proposed research methods

Ethics review process evaluates a protocol on:

-The ability of the research to answer the proposed questions; and 
-provides the REC with information it needs to determine whether regulatory criteria for approval are met (i.e. risks to 
participants are minimised by using procedures consistent with sound research design, and risks to participants are 
reasonable in relation to anticipated benefits, if any, and the important knowledge that may reasonably be expected to 
result)



The Primary Mandate of Research Ethics Committees in SA

PRIMARY MANDATEof RECs= protection of research participants’ well-being and interests
- The objective of research is to develop generalisable knowledge to improve quality of 
life/health
- The aims of research are a recognised good i.e. public good

BUT
Research has the potential to inflict harms and to treat participants as “means to an end”

AIM of RESEARCH ETHICS: to treat participants with dignity and respect while they 
contribute to the social good 

Ethics may help us find the ‘least harmful’ route



Responsible conduct of research (RCR)
RESEARCH ETHICS

“the ethical design of the protocol”

Thoughtful application of research 
ethics principles and compliance with, 
local and international laws, regulations 

and guidelines

REC review

RESEARCH INTEGRITY
“the moral conduct of the investigator”

Moral sensitivity, virtuous behaviour 
(honesty, responsibility, 

trustworthiness, fairness, accountability 
and high regard for

the scientific record) and professional 
standards

PEER review





To which REC do I submit?

- SU RECs have developed the following helpful infographic to help researchers navigate



Click here to access this online, via http://www.sun.ac.za/english/research-innovation/Research-Development/integrity-ethics 

http://www.sun.ac.za/english/research-innovation/Research-Development/Documents/Integrity%20and%20Ethics/ETHICS%20AT%20SU.pdf
http://www.sun.ac.za/english/research-innovation/Research-Development/integrity-ethics


To which REC do I submit?

- Per SOP any research involving health care devices/interventions to HREC

- Research to be conducted at a health facility/institution to HREC – whether public or 
private

- When in doubt - CONSULT



HREC Operations
Meeting dates:

-HREC1: meets on the first (1st) Wednesday of the month from February to December

-HREC2: meets on the third (3rd) Wednesday of the month from January to November

-Both HRECs are in recess in December 

- Researchers need to:

(i) Plan ahead to ensure timely submission

(ii) Budget sufficient time to allow for review, communication of outcomes, and for submitting 
responses



HREC 1 
Meetings and 
Submission 
Deadlines



HREC 2 
Meetings and 
Submission
Deadlines



How HREC operates at SU

Researchers submit electronic applications for review and approval via Infonetica© 

The submission is categorised based on the study risk level or participant vulnerability/ 
capacity to consent as either:

- Expedited review; OR

- For full committee review



Important links

v The link to create and submit a new ethics application: 
http://applyethics.sun.ac.za

v The link to the Health Research Ethics Office where all the 
forms, instructions, submission dates, and resource documents 
can be found: www.sun.ac.za/healthresearchethics

http://applyethics.sun.ac.za/
http://www.sun.ac.za/healthresearchethics


Getting started
v Make sure you leave enough time to complete the online application before the 
submission deadline 

v Check the submission deadlines online to ensure you submit on time (see HREC 
website: Submission dates). Applications must be submitted by 12:00 (midday) on the 
deadline (HREC)

v Make sure you have active SU credentials (i.e., SU username and password) so that 
you can log on to the online application system (http://applyethics.sun.ac.za) (see below)

v Ensure that you have all the information you need to complete the  electronic (online) 
application form (see below)

v Ensure you have all the documents you need to attach to your online application form 
– suggest you look at the requirements, have all your documents in a folder ready to 
upload

https://eur03.safelinks.protection.outlook.com/?url=http%3A%2F%2Fapplyethics.sun.ac.za%2F&data=04%7C01%7C%7Cfdad4e398f66403875ef08da117e1a0e%7Ca6fa3b030a3c42588433a120dffcd348%7C0%7C0%7C637841530876975068%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000&sdata=Z%2B236R0RtW28PoQ9%2BpP78XjyB3MYhiVdCmm68EecfUE%3D&reserved=0


üOnline application system via 
Infonetica platform
ühttp://www.sun.ac.za/english/facult
y/healthsciences/rdsd/ethics_applica
tion_package

• HREC Website provides 
submission and meeting dates:
• http://www.sun.ac.za/english/fac
ulty/healthsciences/rdsd/Pages/Eth
ics/Meetings-Submission.aspx

Navigating the submission process

http://www.sun.ac.za/english/faculty/healthsciences/rdsd/ethics_application_package
http://www.sun.ac.za/english/faculty/healthsciences/rdsd/ethics_application_package
http://www.sun.ac.za/english/faculty/healthsciences/rdsd/ethics_application_package
http://www.sun.ac.za/english/faculty/healthsciences/rdsd/Pages/Ethics/Meetings-Submission.aspx
http://www.sun.ac.za/english/faculty/healthsciences/rdsd/Pages/Ethics/Meetings-Submission.aspx
http://www.sun.ac.za/english/faculty/healthsciences/rdsd/Pages/Ethics/Meetings-Submission.aspx


Submission to HREC



Categories 
of 
Submission

New Applications

a. Health Research Projects

b. Clinical Trials

c. Case Reports

d. Exemption: study involves secondary data e.g. systematic 
reviews, scoping reviews, re-analysis of data sets in the public 
domain based on new research questions, meta-analyses

e. Databases/registries/bio-banks

Ongoing Submissions

(i) Amendments

(ii) Annual Progress Reports (PR) (in SA research is approved for 
1 year and then based on PR continued ethics approval each 
year until Final Report upon completion of study)

(iii) Protocol Deviations

(iv) Adverse Events 



Submission to HREC



Review Outcomes

i. Approved

ii. Approved with stipulations

iii. Approved with modifications (minor or significant)

iv. Deferred

v. Rejected or

vi. Referred to Committee Meeting 

(in the case of expedited reviews where 

reviewer feels that additional input of the 

committee is required to reach a decision)



Review decisions: what do they mean?
Approved Approved with 

stipulations
Modifications required Deferred

Study has ethics 
approval and can 
proceed for period of 
one year after date of 
approval.

Research can begin 
subject to certain 
conditions. The 
responsibility for 
meeting these 
conditions rests with 
the researcher. The 
stipulations must be 
submitted to the ethics 
committee to keep on 
file. 

Changes need to be 
made to the application / 
protocol and re-
submitted to HREC, 
BEFORE data collection 
can proceed. The 
primary reviewer will 
review these changes 
and once satisfied will 
inform the Chair, who 
signs off on the final 
approval.

Significant parts of 
the protocol need 
rethinking and 
rewriting. Rewrite 
and resubmit. This 
will be sent for a 
new full committee 
review.



FEEDBACK ON REVIEW OUTCOMES: CHECK 
STATUS of SUBMISSION

HREC1 Co-ordinator:

Ms Melody Shana 

melodys@sun.ac.za

HREC2 Co-ordinator:

Ms Brightness Nxumalo 

brightness@sun.ac.za

mailto:melodys@sun.ac.za
mailto:brightness@sun.ac.za


Creating the online application form

v Log in to the Infonetica ethics application site using your SU username and 
password: http://applyethics.sun.ac.za

v Only applicants with an active SU username and password will be able to 
access the online ethics application system with their SU username and password

v If you experience problems with your SU username and password, contact the 
SU IT Service Desk. (You can reset your SU password by way of the SU password 
self-help app).

v For external collaborators: It is a department/division’s responsibility to create 
an SU engagement via SUNid and request an SU username and password for 
external collaborators. This cannot be done by the ethics office. 

http://applyethics.sun.ac.za/
https://servicedesk.sun.ac.za/jira/plugins/servlet/theme/portal/6/group/21
https://web-apps.sun.ac.za/user-password-manage/
https://web-apps.sun.ac.za/user-password-manage/


Why is it important to have an active SU 
username and password?

v When you log in with your SU credentials – i.e. your SU username and 
password - the Infonetica system automatically pulls in your contact 
information from other SU systems.

v N.B. The SU email address that is pulled in from the relevant source 
system will be the one that is used by the ethics office to communicate all 
feedback regarding your ethics application. The relevant department that 
you are registered with must also be correct. 

v It is therefore essential that you ensure that your correct department 
and contact details are loaded on the HR, Student Information or SUNid
systems of identity, in order for the correct information to be populated on 
Infonetica 



Assistance with SUN-IDs, usernames & passwords

v SUN-ID guidance: 
http://www0.sun.ac.za/itservices/useradm/sunid.htm

vUsername guidance: 
http://infoteg.sun.ac.za/useradm/usernames.htm

v Password guidance:                                 
http://infoteg.sun.ac.za/useradm/passwords.htm

v Password self-help:
https://web-apps.sun.ac.za/user-password-manage/#/home

http://www0.sun.ac.za/itservices/useradm/sunid.htm
http://infoteg.sun.ac.za/useradm/usernames.htm
http://infoteg.sun.ac.za/useradm/passwords.htm
https://web-apps.sun.ac.za/user-password-manage/


8 benchmarks of ethical research 
Where should these feature in the 

research protocol?

1 Community participation 
2 Social value 
3 Scientific validity 
4 Fair selection of participants  
5 Favourable risk / benefit ratio  
6 Independent review   
7 Adequate informed consent 
8 Ongoing respect for dignity

8.1 Confidentiality
8.2 Feasible budget
8.3 Dissemination of findings

1. Research methods section
2. Background/literature review
3. Research methods section
4. Research methods section
5. Ethics section
6. Ethics section (mention)
7. Research methods section
8. Multiple sections

8.1 Ethics section
8.2 Budget section
8.3 Ethics section

“Ethics” is not just a section at the end!



Frequently asked questions resources 

Doing research 
involving SU staff or 

students

Doing quantitative 
research

Doing research in 
health facilities



Frequently asked questions resources 

When using secondary data or samples



Documents required for health/student 
ethics applications (1) 

This is the minimum set of documents you need to have prepared to attach to 
your online application form. Additional documents may be required that pertain 
to specific aspects of your study.

v Research protocol (also called a research proposal)

v Protocol synopsis (a 2-page summary of your research protocol) 

v Two page CV for all members of the research team (students and staff) 

v Completed and signed Investigators’ Declaration forms for all members of the 
research team (can be found on the HREC Forms and Instructions webpage)

v Research budget (including whatever costs you anticipate in your study) 



Documents required for health/student 
ethics applications (2)

vHREC payment instruction form (can be found on the HREC Forms and Instructions 
webpage. Must be uploaded even for student projects that are exempt from payment 
of fees) 

v Informed consent and assent forms if research involves human participants

v Formal waiver of consent request letter if research involves record review and other 
relevant types of research that may qualify 

v Data collection materials (e.g. questionnaire, interview guide, data extraction sheet) 
and recruitment materials where relevant (e.g. emails, posters, podcasts and so forth) 

v Signature page signed by the HoD of your department (this can be found on the 
HREC Forms and Instructions webpage)











In summary, what is HREC expecting in 
protocol/proposal

ØA study that demonstrates that the researcher has 
reviewed the relevant literature - in other words what is 
the current state of affairs/”state of the art” in the 
field?

ØWhat is the study’s relevance to the 
local/SAfrican/LMIC communities?

ØIs the study design robust – will the study achieve 
what it intends to deliver?

üHave the risks and benefits to participants 
been carefully considered?

üHas the researcher carefully considered the 
impacts on participants’ privacy?

üIs there a clear data management plan?

üWhere appropriate, how will feedback be 
provided to participants?



What happens after submission to HREC?

v Once you submit the application, it gets routed online to your supervisor to sign off. 
Make sure they have received it and submitted it

v You should get an automated system email once the application has been received by 
HREC

v Application will be admin checked. If any missing documents, changes will be requested 
immediately by the HREC Administrators 

v Thereafter, application is forwarded to the HREC 1 or 2 co-ordinator

v The co-ordinator allocates it to an HREC reviewer for review 





SU Research Data Management Regulations

Data acquisition and management

v Institutional requirements

v Institutional ownership of research data 

v Data sharing 

v Data dissemination

v Data categories and storage requirements

v Levels of access

Ethical considerations in use of data
v Ethical use
v Sensitive data should be managed 
accordingly 
v Ethical reporting of research data 

v Secondary use
v Fair use
v Informed consent

v Cultural sensitivities and indigenous 
knowledge Data retention and data destruction 



Protection of Personal Information Act 
(POPIA)



Marais postgraduate supervision workshop 2021



Ask for Help
WHO TO CONTACT FOR HELP
Enquiries about the HREC application and review process:

ethics@sun.ac.za

Telephone: 021 938 9677 

mailto:ethics@sun.ac.za


Ask for Help 

BARSDORF - HREC ORIENTATION - 2019



Thank you | Dankie | Enkosi




