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INSTRUCTIONS FOR COMPLETION OF ETHICS APPLICATION FORM 

TO THE HREC
The following remarks apply to sections which may require additional explanation.  ALL sections of the application form must be completed whether or not they are mentioned in these instructions

The Applicant is the clinician who will conduct the study.
Title of Research Project: Full title as it appears on the Protocol.

Where will the research be carried out?  

Please supply the full address for private practitioners and/or institutions

Section 3:
3.2
Objectives: summarise from protocol, aims of study


3.3
Briefly summarise the rationale, the study plan with number of visits,

safety and efficacy variables to be monitored, procedures which will 

be conducted 

Section 4:
4.1
Applications for studies involving provincial hospital patients must

have application made to the Protocol Review Committee.  

If the patients to be are recruited are from private practice, 

approval from the PRC is not required.  However, 
PLEASE NOTE: Collation 3 is still required for a PRC Reviewer to review the science and/or costs. 
Section 5:
5.1
State the location of the recruitment centre/s, plus inclusion/exclusion criteria to be used.

5.2 Applicable to studies when patients are not used.

5.3 Control subject selection procedures if applicable, otherwise enter N/A

5.4 Records to be used, eg. Hospital clinic files applicable to disease entity

5.8 Explain any benefit the patients may derive from being on the study, eg. If the new drug is the only one in its class / no other entity exists which may be used to treat the condition / new combination therapy etc.  There should be a benefit to the patient for participating in the study, even if it is better care/monitoring

5.9 Explain disadvantages eg. Not having access to therapy which may be beneficial to the patient

Section 6:
6.1
Mark ALL procedures to be carried out during the conduction of the trial

6.3 The names of ALL clinicians including sub-investigators.  Please include abbreviated CV’s as per Wits / MCC CV Format Template.

Please note: study co-ordinators, study nurses, pharmacists’ CV’s and details are NOT required.
Section 8
8.1
Relevant authorities applies to the local regulatory authority eg. Medicines Control Council of South Africa

8.3 Confidentiality eg. Patients will be referred to by randomisation number only / initials only etc

8.4 Results – will they be published? Made available to the Investigator? For use by sponsor only?
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