Ethics Review Committee

The Aga Khan University

APPLICATION FORM1

Checklist

This checklist is prepared in order to aid investigators in preparing a complete application and to help expedite review by the Ethics Review Committee. Your cooperation in completing it will be greatly appreciated. Do not attach unnecessary pages such as instructions to fill the form and sample of consent form.

PRINCIPAL INVESTIGATOR’S NAME:
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DESIGNATION:
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DEPARTMENT:
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· A copy of ERC Application form with checklist.
· A copy of Research Protocol.
· A copy of Drug Brochure or any supplementary information enclosed (if applicable).
· A copy of informed consent both in English and Kiswahili or any other local language of the population study.
· A copy of Questionnaire being administered during the study (if applicable).
· I have made a copy of this entire application for my files.
· I have submitted the application form, research protocol and informed consent with Kiswahili translation by e-mail at rickyo.kiwia@aku.edu
------------------------------------------ Signature: Principal Investigator




Date

------------------------------------------ Signature of supervisor (if applicable)




Date

------------------------------------------- Signature of Chairman of the Department
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Date

1 The Application Form and Checklist were originally developed by AKU-ERC in Karachi. They have been adapted and adopted by AKU-ERC TIHE with permission from the Chair University Research Council
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Introductory Questionnaire

Title of protocol:

[image: image5.png]



Principal Investigator and Co-Investigators:
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Project involves the use of:

(Check all pertinent ones)
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a)

b)

c)

d)

e)

f)

g)

h)





Experimental drug(s)

Radioactive agents

Non-therapeutic research

Non-approved use or non-approved dose for approved drugs

Experimental surgical procedures

Foetal research

Behavioral research

Gene molecular cloning

Other (please specify):

Please provide details in case a or d is checked


1. What is the purpose of the study? (Provide a brief background of the study (about 250-300 words)
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2. Enumerate the objectives of the study (about 250-300 words)


3. Brief description of methods used in protocol (about 250 -300 words).

4. a) Expected duration of the study period (to completion). 

b) Expected duration of study on each individual 

5. a) Please indicate source of funding. 
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b) Has funding been approved? 

6. Subject information.


	a)
	Group:
	
	Patients
	
	Students
	
	Others

	b)
	Records:
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	

	c)
	Age range:
	

	
	
	
	
	

	
	
	
	
	
	
	
	



d) Sex:



Male



Female





Both

e) If subjects are children, pregnant women, mentally retarded, or prisoners, or if it includes foetal research, give brief explanation of need to use these individuals.


7. Criteria for inclusion and exclusion of patients and controls (type separate).


8. Compensation:

a) To research subject:

Monetary:                      Yes

Other:
Yes

Reimbursement of
Yes



No

No

No






Amount:


Specify:


Type & amount:


	
	expenses:
	
	

	b)  To Investigators:
	
	

	
	Yes
	

	
	If yes, then:
	
	

	
	
	
	

	
	
	
	
	
	

	
	Monetary:
	
	
	Travel:
	

	
	
	
	
	
	

	
	Other Specify:
	
	

	
	
	
	
	
	




No

Gifts:







Amount:


9. Adverse effects:

a) Describe adverse effects/risks expected to the subjects involved in the investigation during the study?



b)
What is the provision for managing these effects?


c)
Who will pay for them?


10. In cases where therapeutic need of the research subject is identified during the course of the study:

a) What is the provision for managing these cases?


b) Who will pay for them? 

11. Laboratory and Radiological studies:

a) Will any tests be performed which are not routinely included as part of the work-up for these types of patients?
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b) Who or what agency will pay for these tests? 

12. Location of study: Aga khan Primary and Secondary school, Dar es salaam, Tanzania. Please specify the location:

13. What are the actual potential benefits if any, to be obtained?

a) By participants?


b) By society as a result of this study? 

c) Please specify benefit of the study to the funding agency or sponsors.



d)
Please specify benefit of the study to institution where study is being conducted.



14. How will confidentiality of the subjects be ensured?
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15. How will the study findings be shared with?

a) Study subjects


b) Community at large 

16. Discuss ETHICAL ISSUES involved in the study.



17. Any other information relevant to the study in context to Tanzania? 

18. Has this study been conducted elsewhere earlier? If yes where? Please give references.
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Note: The Application Form and Checklist were approved in the AKU-ERC TIHE meeting on November 22, 2018
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