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FORM No. 4: CHECKLIST FOR APPLICATION FOR ETHICS APPROVAL (FHS IRB)
Instruction: This form MUST accompany all initial applications for ethics clearance 

	
	NUMBER OF COPIES
	Check (()

	For all research: 
	
	

	· Personalized Covering letter from the Investigator
	4
	

	·       Completed Application Form for review of research protocol
	4
	

	· Copies of the research protocol  (including a summary)
	4
	

	· Summary of protocol in lay language
	4
	

	·       Participant information and informed consent document(s)
	4
	

	· Curriculum vitae of principal and sub-investigator(s) (Electronic)
	4
	

	· Declaration of PI(s) (Only signature page) including Declaration of Storage of Research Data for at least 10 years
	4
	

	· 
	1
	

	· Copy of receipt indicating payment of fees to FHS account

Indicate if this research involves student funds only (S);  Academic staff private funds (A) Institutional funds only (I) OR Industry funds (N).
	1
	

	
	
	

	Where applicable: 
	
	

	· LANACOME Approval
	1
	

	· Permission to access files/data base at hospital (Retrospective Records Research Information for Clinical Trial / Intervention Research)
	1
	

	· Permission to access files/data base at hospital (Retrospective Records Research Information for Non-Clinical Trial / Non-Intervention Research)
	1
	

	· Written approval or permission from public health regional authorities to conduct the study at a regional institution(s) 
	1
	

	· Written approval or permission on official letterhead from relevant institutes, managers, principals and/or directors to conduct the study 
	1
	

	· Guardian consent form (for subjects under the age of 21)
	4
	

	· Minor assent form (for subjects between the ages 7 to 20)
	4
	

	· Data capturing sheet(s)
	4
	

	· Questionnaires/interview schedules
	4
	

	· Insurance Certificate
	1
	

	· For a quantitative study with inferential statistics: signed document from a statistician regarding study design, statistical design, sampling details, sample sizes.
	1
	

	· Other (Please specify)
· Copy of e.g. Diary cards, advertisements etc.
	1
	

	· All appendices must be stapled to the ethics form and collated
	
	


· I understand that the application for ethics clearance will not be accepted unless all documents are submitted.
· I declare that I am not seeking approval for a study that has already commenced or has already been completed. 
· I understand that at least two months are required for ethics review and granting ethics clearance.
· I declare that the research data will be stored for at least 10 years
   ____________________________________                                   ____________________________
Name and Signature of Principal Investigator/Supervisor                                                       Date

           ___________________________________                                 ____________________________
Signature of IRB Secretary/Administrator/Application Recipient                                  Date
Application number: __________________________________________________________________
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