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HEALTH RESEARCH ETHICS COMMITTEE 1 AND 2 APPLICATION FORM
(INFORMATION SHOULD BE TYPED)

	SECTION 1:  DETAILS OF APPLICANT/PRINCIPAL INVESTIGATOR

	Name: 
	Surname:
	Professional Status:

	University Division and Department:
	

	Complete Postal Address:

	Telephone No:
	Fax No:
	Cell No:

	E-mail address:
	

	SECTION 2:  TITLE OF STUDY

	Title of Research Project:

	

	

	

	

	

	

	

	Sponsor’s Protocol No (if applicable)

	Sponsor’s Details (if applicable)

	SECTION 3:  STUDY FOR DEGREE PURPOSES
	Not applicable
	

	Name of Degree:
	Supervisor:

	Division/Department:
	E-mail:

	Contact No:
	


OFFICE USE ONLY
	Approved by HREC 1
	Approved by HREC 2
	Project ID

	Conditional
	
	
	
	

	Provisional
	
	
	
	

	Direct
	
	
	
	

	Final
	
	
	
	


	SECTION 4:  DETAILS OF SUB-INVESTIGATORS

	Name and Title
	Position
	Division/Department

	1. 
	
	

	2. 
	
	

	3. 
	
	

	4. 
	
	

	5. 
	
	

	SECTION 5:  DETAILS OF COLLABORATING INVESTIGATORS

	Name and Title
	Position
	Division/Department

	1. 
	
	

	2. 
	
	

	3. 
	
	

	4. 
	
	

	5. 
	
	

	SECTION 6:  WHERE WILL THE STUDY BE CONDUCTED?

	1. Tygerberg Hospital
	

	2. Stikland Hospital[image: image2.emf] 



	

	3. Karl Bremer Hospital
	

	4. Faculty of Health Sciences
	

	5. Other: please list
	

	SECTION 7:  HUMAN SUBJECTS RESEARCH PROTECTION

	1. Does the Research involve Human Subjects who are Alive? 

  
  Dead (includes identifiable tissues specimens)? 
       Medical records only? 
	


	2. Will any medicine be tested during the investigation?
	Yes
	No

	2.1  If Yes to question 2, is the medicine approved by the Medicines Control Council?
	
	

	2.2  If yes to question 2.1, is the medicine registered for the dose which will be used in this specific project?
	
	

	2.3  If Yes to question 2.1, is the medicine registered for the indication(s) which will be used in this specific project?
	
	

	2.4  If No to question 2.1, is the medicine approved by the Medicines Control Council for your use in this specific project?
	
	

	2.5  If No to question 2.2 and/or 2.3, is the medicine approved by the Medicines Control Council for your use in this specific project?
	
	

	1. Will any radioactive material be administered to the patient during the investigation? 
	
	

	2. Is any biohazardous material (*) involved in the project?
	
	

	3. Have you acquainted yourself with the code of conduct regarding the Ethics of research and this Institution and do you undertake to fully comply with it at all times?
	
	

	(*)  “Biohazardous material” refers to recombinant DNA molecules, viruses, fungi, parasites, bacteria and all other potentially biohazardous material or products that are dangerous to both the experimental patient and the researcher, and which is patient to ct stricontainment specifications and safety measures.

	SECTION 8:  STUDY TYPE

	1. Industry Sponsored Clinical Trial
	
	2. Self Initiated Clinical Trial
	

	3. Retrospective Record Review
	
	4. Laboratory-Based Research
	

	5. Qualitative Research
	
	6. Prospective Descriptive Study
	

	7. Other
	
	8. Please state type if ‘Other’: 
	

	SECTION 9:  HOW IS THIS RESEARCH FUNDED?  STATE APROXIMATE TOTAL BUDGET 

	1. Industry  
	R
	2. NIH
	R

	3. Internal/Self 
	R
	4. Other/ US Fed Agency
	R

	5. External SA Grant
	R
	6. Internat. Grant
	R

	SECTION 10:  SIGNING OF APPLICATION

	
Applicant:

………………………………………………
Supervisor:

………………………………………………

*Departmental Head:
………………………………………………

*The Departmental Head may delegate this authority to a Divisional Head if he/she deems this appropriate.


The following obligatory documentation must be attached to this application form:

	PROTOCOL SUMMARY (Obligatory)

	Please provide a protocol synopsis or summary of the proposed research, in addition to the full Protocol, that is between 800 and 1500 words long / no longer than 2 pages.  The Protocol Synopsis or summary should contain the following:

· Title

· A short introduction, motivation and literature overview (1 paragraph only)

· Research question or hypothesis

· Aims and Objectives

· A concise summary of the methodology

· Description of subject population including characteristics, age range and number of subjects

· If the Research will require blood draws, bone marrow biopsy samples, other biopsies or the collection of tissues, etc., performed solely because of participation in the Research, please indicate the exact amounts and frequency with which the samples will be taken

· Anticipated risks as well as the precautions taken to minimize risk

· Anticipated benefits

· Ethical Considerations


	Checklist (Obligatory):
	

	General OR
	

	Clinical Trial
	

	Investigator Declaration for principal, co- and sub investigators (Obligatory)
	

	Investigator CVs
	

	Protocol
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