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2023

INSTRUCTIONS FOR COMPLETION OF 

PROTOCOL REVIEW APPLICATION FORM 

Please note: That the instructions pertain ONLY to certain sections with which we find applicants having the most difficulty.

ALL of the sections contained in the application form must therefore be answered appropriately whether or not they are mentioned in these instructions

Declaration:
Must be signed by both Sponsor and Principal Investigator

SECTION 1
1.1 The Hospital Medical Officer is the Principal Investigator at the site.  

If there is more than one site or if there are Sub-Investigators, please list them in this section.

1.4. Please insert the registration number of the registered medicines to be 

used on the study

1.7. Previous trials; this must include a SUMMARY of previous trials 

conducted eg. XXX patients took part in X studies over a period of X years in X indication

1.8
The title must appear as in the protocol

1.10 Site details: If there is more than one PI conducting the study, the details 

must be entered for each PI. Please note that the departmental head may not be the same for different Hospitals.  The number of patients at each site must be entered next to the corresponding PI.

1.11.
Minimum information required is the year of the final report

1.12
Costs


1.12.1
Estimated costs to the Hospital 

this will be   according to the study requirements in terms of patient visits, labs, other investigations and procedures

1.12.2
Please answer whether the sponsor will bear all costs

 

pertaining to the study

1.12.3 

If you have answered 1.12.2, 

Enter Not applicable.  

1.13
Please answer as in 1.14

1.14
If you are funding all laboratory investigation involved in the data 

gathering of the study, please answer Yes and list all the investigations to be funded.  If you are NOT funding all tests, then those NOT covered must be listed as well as the motivation why they will not be funded.

1.15
Are the lab investigations mentioned in 1.14 going to be undertaken by 

an institution independent to the WHC e.g. a central lab, or will you be 

using the clinical trials laboratory of the SAIMR/NHLS?  



Please answer as follows:



“Directly through XYZ Laboratories”






OR  



“Through the SAIMR /NHLS”

1.15
Will you be paying the costs involved in the lab and non-lab

investigations directly to the WHC who will then reimburse the lab concerned?

OR

Will you be paying for these costs by a separate arrangement between yourself (the Sponsor) and the lab concerned?

1.16
This requires the NAME of the Institution/Department that will conduct

the non-lab investigations e.g.  XYZ Radiographers.  Please note that the investigator generally will not be performing the X-ray, etc.

SECTION 2


Please ensure that BOTH of the following signatures are obtained AND witnessed by 2 people:


The Applicant i.e. clinician


The representative of the Sponsor

Ensure that the witnesses sign and date at the same time as the signatories

SECTION 3
and SECTION 4

If there is more than one Investigator, then these sections must be complete by EACH Investigator, and their Section Head e.g. Medicine / Surgery / Psychiatry / Paediatrics.  

Please note: That when the Investigator is the Head of Department, he/she CANNOT sign Section 3 – it must be completed by the Section Head.  

The applicant to sign as Investigator.

SECTION 5

WHC Ethics Secretariat Office to ensure HREC Chairperson’s signature

SECTION 6
Sponsor / Applicant to source approval and signature from the Hospital CEO / Superintendent / Clinic Manager / District Research Committee (whichever is applicable) AFTER the Chairperson of the Ethics Committee has signed Section 5. 
IMPORTANT NOTIFICATION: STEPS TO BE TAKEN AFTER ETHICS APPROVAL HAS BEEN GIVEN:

If trial is being conducted in Provincial Health Facilities: Approval from the

Hospital CEO / Clinic Manager / District Research Committee (whichever is 

applicable) must be obtained.

· Please submit the Protocol Review Application Form, the Protocol/Expert Review and Ethics Approval Letter to the Hospital CEO / Clinic Manager / District Research Committee (whichever is applicable) for signature/approval. 
· The study must be submitted onto The National Health Research Database (NHRD) for record purposes.
· The following relevant approvals must be uploaded onto the NHRD system: 

· Protocol Review Application Form signed by Hospital CEO / Clinic Manager / District Research Committee (whichever is applicable)

· Protocol/Expert Review

· Ethics Approval

· SAHPRA Approval
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