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FORM WSU-ETHICS (2024)

FACULTY OF MEDICINE & HEALTH SCIENCES, WSU (adapted from WITS& UCT)
NB: Submit to fhsrec@wsu.ac.za 
APPLICATION1 TO THE HEALTH RESEARCH ETHICS COMMITTEE FOR ETHICS CLEARANCE OF RESEARCH



CLEARANCE NUMBER (for office use only):…………………………….
	This application must be typed.
TITLE& FULL NAME:  Prof/Dr/Mr/Miss/Ms   ......................................................................................................
PROFESSIONAL STATUS (if student, year of study) ...................................................................................................
UNIVERSITY DEPARTMENT2   ............................................................................................................................
HOSPITAL/INSTITUTION WHERE EMPLOYED.................................................................................................
FULL-TIME OR PART-TIME   ............................................ CELL NO ...................................................................
E-MAIL ADDRESS …………………………....................................................................................................................
QUALIFICATIONS ……………………………………………………………………………………………………………………………………... 
(Please give a short bio sketch)3


	IS THE STUDY FOR EXPEDITED / FULL / RECIPROCAL / JOINT REVIEW? (Please tick)

Please explain your selected option: …………………………………………………………………………………………………………….

………………………………………………………………………………………………………………………………………………………………………

PLEASE NOTE: The final decision on the type of the study review resides with the Chairperson or his/ her delegate. 


	TITLE OF RESEARCH PROJECT: (Use no abbreviations)
WHERE WILL THE RESEARCH BE CARRIED OUT?  (Please furnish name of hospital/institution and particular department) 



	1.
PURPOSE OF THE RESEARCH:

postgraduate: degree/diploma (state which one) ……………………………………………………….
undergraduate:  degree/diploma (state which one ……………………………………………………..
not for degree purposes                                                                      
1.   A protocol detailing the background to the research, the design of the investigation and all procedures, is submitted with the application.

	2.
OBJECTIVES OF THE RESEARCH (please list):


	3.
SUMMARY OF THE RESEARCH (give a brief outline of the research plan):
SPONSOR & BUDGET AMOUNT: …………………………………………………………………….
IF FUNDING IS WITH WSU: COST CENTRE CODE: …………………………………………….


	All the following sections must be complete4.  Please tick all relevant boxes.
4.             REQUIREMENTS

4.1
If this project involves studies with drugs at a teaching hospital associated with this University, approval must be first obtained from the Protocol Review Committee.  

Has application been made?                                                                               Yes    No     N/A  

(If not, this application cannot be considered)         

4.2
If radiation or isotopes are to be used, written approval must be obtained from the Nuclear Medicine Department, Diagnostic Radiology Department, Radiation Therapy Department or NUCOR representative.                

Is this attached?  If not, the application cannot be considered.                    Yes     No     N/A                                   

4.3
Participant Information Sheet is attached.  (For written and verbal consent)       Yes      No 
Informed Consent Form is attached.  (For written consent).                                Yes      No 
Consent will be verbal
                                                                                    Yes      No 
Informed consent is not necessary.  State why not.
                                  Yes      No 
4.4
If a questionnaire or interview schedule is to be used in the research, it must be attached.

Is it attached?  If not, the application cannot be considered.
                  Yes      No 
5.
PARTICIPANTS FOR STUDY

5.1
If patients are being studied, state where and how the participants are selected:


	2. NB. If any doubt exists, the Coordinator of the Research Ethics Committee of the Faculty of Health Sciences should be approached.

3. Bio sketch to ensure that individuals included on the applications are equipped with the skills, knowledge, and resources necessary to carry 

out the proposed research and important details to be included are Qualifications, current employer, length of experience, experience related target. 

research/application, general speciality/ area of expertise and experience in the speciality if applied current application.

4. Whether written or verbal consent is to be obtained, the Ethics Committee requires a Participant information sheet written in language understandable to the participant (or guardian) detailing what the participants will be told. This should normal include the following:(a) participation is voluntary, and refusal to participate will involve no penalty or loss of benefits to which the participant is otherwise entitled; (b) the participant may discontinue participation at any time without penalty or loss of benefits;(c)a brief description of the research, its aims and objectives, its duration, procedures and what the participant may expect and/or be expected to do; (d) any foreseeable risks, discomforts, side-effects or benefits, including those for placebo; and (e) disclosure of alternatives available to the participant. If risks are involved: (f) a professional contact and telephone number; and (g) explanation whether medical treatment will be provided in the case of a complication developing. (h)The Participant Information Sheet may be incorporated into the consent form, or the consent form may be submitted separately. 
The Informed Consent Form should include a clear statement that the participant is consenting to involvement in research and not to treatment which will necessarily provide personal benefit.  Any personal benefit should be mentioned when this is possible. In a trial containing a placebo, the participant must be made aware that, although the potential risks and benefits of all the substances under trial have been explained, none of the active substances may be administered and it will not be possible for the researcher to reveal whether an active substance or placebo is being administered.  An important piece of information is that the participant is free to withdraw from the trial 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) 



	5.2
Where the participants are not patients, - they will be asked to volunteer               
                                                                                           - they will be selected                               
State how the participants are selected, or who is asked to volunteer: ……………………………
                 Are the participants subordinate to the person doing the recruiting?                  Yes   No 
If yes, justify the selection of subordinate participants:……………………………………………..
5.3
Will control participants be used? Yes    If yes, explain how they will be recruited:     

…………………………………………………………………………………………………………………………………………………..                                                                                    No    
5.4
Participant records: state what records will be used and how they will be selected:

5.5
Age range of patients/participants/controls/participants records:   

                 If under 18 years, from who will consent be obtained? …………………………………………………………. 
5.6
Sex:
Male      Female 
5.7
Number of patients/records; …….........; non-patient participants ………......;      controls ……......…

5.8
Benefit to patient or participants: will the research benefit the patient(s) or participant(s) in any direct way.  If yes, explain in what way. Yes     No 
5.9
Disadvantages to patients/participants/controls. Will participation or non-participation disadvantage them in any way?  If yes, explain in what way:  Yes     No 
6.
PROCEDURES
6.1
Mark research procedure(s) that will be used:
  Record review
  Interview form (must be attached)

  Questionnaire (must be attached)

  Examination (state below nature and frequency of examination)
  Drug or other substance administration (state below name(s) of                         

        drug(s)/substance(s) and dose(s) and frequency of administration) 
   X-rays
   Isotope administration (state below name(s) of isotope(s) and frequency)
   Blood sampling:    venous;  arterial (state below amount to be taken                              and the frequency of blood sampling)  
   Biopsy
   Other procedures (explain)
Use this space to elaborate procedures marked above:

6.2
Is/are procedure(s) routine for diagnosis/management?     Specific to research? 
6.3 Who will carry out the procedure(s)? (State name(s) and position(s) held)?


	6.4 When will the research commence, and over what approximate time period will the research be conducted?

7.
RISKS OF THE PROCEDURE(S) participants/controls will suffer:

                      No risk

                                          Discomfort    

                      Pain

                                          Possible complications

                      Side effects from agents used.
 If you have checked any of the above except "No risk" provide details here:

8.
GENERAL

8.1
Has permission of relevant authority/ies been obtained?      Yes     No    N/A
State name of authority/ies:

8.2
Confidentiality: how will confidentiality be maintained so that patients/ participants/controls are not identifiable to persons not involved in the research?

8.3        Results: to whom will result be made available?

8.4
Finances.  There will be financial costs to:                    

     Patient/participant

                       Yes      No
     Hospital/institution

                       Yes      No
     Other



                       Yes      No
Explain any box marked "yes":

How will the research be funded?

8.4 Any other information which may be of value to the committee should be provided here:
9 CONFLICT OF INTEREST

The researcher/Principal Investigator is expected to declare any existing or potential conflict of interest that may affect the scientific integrity and ethical conduct of this research. For purposes of this section, ‘immediate family’ means the PI’s spouse or domestic partner and dependent children.  Please tick ( all that apply.
 No conflict of interest: 
 I, or any member of my immediate family, do not have any interest related to this research (e.g., financial interest in the sponsor of the research or intervention being tested.)
 I, or any member of my immediate family, do not have a proprietary interest in the product being tested in this research (e.g., patent, trademark, copyright, licensing agreement).


 I, or any member of my immediate family, do not have any relationships related to this research (e.g., board membership, consultative, executive, employment) or any entity with an ownership interest in the research other than the relationship of sponsor-investigator.


 I, or any member of my family or business partnerships, will not receive any payment for enrolling participants in this study.

 Conflict of interest declared:
 As Principal Investigator of this research I am aware of a potential conflict of interest. Please describe and provide a plan to manage the conflict of interest in the space below:
………………………………………………………………………………………………………………………………………………………………………

………………………………………………………………………………………………………………………………………………………………………

………………………………………………………………………………………………………………………………………………………………………

……………………………………………………………………………………………………………………………………………………………………..

_______________________________________________________________________________________
10. DECLARATION AND SIGNATURES
My signature confirms that:

10.1  Information in this application is true and accurate.

10.2  I will begin the research only after written REC approval is obtained. 
10.3  I will conduct the research according to all ethical, regulatory, and legal requirements stipulated in the HREC’s Standard Operating Procedures; as well as national and international guidelines/regulations.

10.4  I will provide progress reports to the REC as requested, and I will notify the HREC immediately in writing if any amendments, adverse event, or unanticipated problem occurs during the research await approval before proceeding with the proposed change except when urgently necessary to protect participants’ safety.
10.5  As in the terms of the Protection of Personal Information Act (No. 4 of 2013) it remains my responsibility as the researcher/candidate to maintain the confidentiality and anonymity of my participants. 
10.6  I also confirm the personal information of the participants will be stored securely and retained only for the purposes of this study.
10.7  Any data collected for this research project is to be used by me as the researcher/candidate; for any further studies new consent will be sought from participants (POPIA, s15(3)) i.e., further processing of information.
10.8  I as the researcher/candidate commit to the following:
10.8.1 To only process deidentified personal data as specified by the Act. 
10.8.2 To only process data for this protocol/study.
10.8.3 To not share data of the participants with any third party.
10.8.4 To notify the WSU Faculty of Health Sciences Research Ethics & Biosafety Committee and/or participants if there is any breach of security on the research data.

Applicant's Signature:  …………………………………………………………. Date……………………………..

_______________________________________________________________________________________
Undertaking by Supervisor: I, ...................................................................................... have read, passed the proposal/protocol herewith submitted.  I am satisfied with the quality of this work and therefore do consent to the submission thereof for scientific and/or ethical review.
Signature and Date:                                                          Qualification(s): 

Email address:                                                                   Contact no.:                     


_______________________________________________________________________________________
Head/Research Coordinator of Department/ in which study will be conducted:

Name: 





 Signature and Date: 
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