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A. Section B:  To be completed by Applicant 
INFORMED CONSENT FOR RESEARCH CHECKLIST
	Element
	Yes (PI)
	Yes/No

(Reviewer)

	1. That consent is being sought from the participant to participate in research.
	
	

	2. The purpose of the research and where it will be conducted.
	
	

	3. The expected duration of the participant’s involvement in the research.
	
	

	4. The total number of participants that will be involved at this site and/or South Africa and worldwide.
	
	

	5. A description of all the processes and procedures to which the participant will be subjected, emphasising any experimental procedures that are innovative and have not been used in medical practice.
	
	

	6. The principal investigator’s name and contact details.
	
	

	7. Explanation of participants responsibilities.
	
	

	8. Explanation of any randomization process if applicable).
	
	

	9. Circumstances that may result in the project being terminated or the participant being withdrawn.
	
	

	10. A description of foreseeable risks and discomforts.
	
	

	11. A description of benefits to the participant or others both during and after the research. If there are no expected benefits, the participant must specifically be made aware of this.
	
	

	12. Disclosure of alternative procedures and course of treatments available if applicable
	
	

	13. Description of extent to which confidentiality will be maintained and protected.
	
	

	14. Statement that sponsors of the study, study monitors or auditors or REC members may need to inspect research records.
	
	

	15. Statement that the Health Research Ethics Committee has approved the research.
	
	

	16. Contact details of the committee.
	
	

	17. Explanation of how research related injury will be managed and details of insurance if applicable. 
	
	

	18. Explanation as to whom to contact in the event of research related injury.
	
	

	19. Participation in the study is entirely voluntary
	
	

	20. Participants are free to withdraw at any point without explanation or any negative consequences. Their routine health care will not be adversely affected.
	
	

	21. Participants must be informed of their rights to be told any new relevant information that arises during the course of the trial and the ICF should be revised, where appropriate to incorporate this information. 
	
	

	22. That the study will be conducted according to the International Declaration of Helsinki and other applicable international ethical codes for research on human subject.
	
	

	23. Any expense to which the participant may be liable.
	
	

	24. Explanation regarding payment for participation or out of pocket expenses
	
	

	25. Identity of the funder , where applicable and any potential conflict of interests.
	
	

	26. Where appropriate, the participant should also be requested/advised to inform his general practitioner and  life insurance company or  medical aid of his/her participation.

                (  Not considered appropriate/necessary

	
	

	27. Simple, clear language has been used ( Maximum Grade 8 reading level) and all medical and technical terms have been explained.
	
	


 Section C. To be completed by Applicant
	
	Yes(PI)
	Yes/No

(Reviewer)

	1. Does the study have relevance and scientific or clinical value and applicability to the proposed research population?
	
	

	2. Does the protocol include an adequate literature review?
	
	

	3. Is the selection of subjects equitable and appropriate; adequate consideration and protection of vulnerable research populations.
	
	

	4. Is the design and methodology appropriate to answer the research question? 
	
	

	5. Is the methodology clearly described, in sufficient detail?
	
	

	6. Is the statistical analysis plan, including sample size calculations, clearly outlined and justified?
	
	

	7. Are the inclusion and exclusion criteria clearly defined and appropriate?
	
	

	8. Have risks been minimized and is there an acceptable balance between potential risks and benefits?
	
	

	9. Does the PI have the necessary qualifications, expertise, facilities, and time and support staff, to carry out the proposed research?
	
	

	10. Has a section on ‘Ethical Considerations’ been included in the protocol?
	
	

	11. Has the informed consent process been clearly explained in the protocol?
	
	

	12.  Are issues relating to protection of privacy and confidentiality of data adequately addressed, especially if the study involves a retrospective review of clinical records?
	
	

	13. Has a waiver of informed consent been requested if the study involves a retrospective review of clinical records?
	
	

	14. Does the study involve collection of DNA/RNA and, if so, has consent been adequately sought for this?
	
	


PAGE  
1
Ethics Checklist- General use. V1.3 Aug2010

