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PROTOCOL TITLE:


	SPONSOR:
	

	PRINCIPAL INVESTIGATOR:

	Full Name
	

	Institution
	

	Mobile phone (HP)
	

	Email
	



PARTICIPATING INVESTIGATORS
	Full Name
	Institution
	Email
	Mobile phone
(HP)

	1.
	
	
	

	2.
	
	
	

	3.
	
	
	

	4.
	
	
	

	5. (can be added up to …)
	
	
	



	Study Duration:
	

	Expected start date:
	

	No. of Study Site:
	

	Study Participant / Subject
(Give  to whichever is appropriate)
	 Human (primary data)
 Medical Records
  Other secondary data sources
 Mammals
 Biological specimens
 Others, specify…

	Age Range:
(For human only, otherwise select “Not applicable)
	 0 -12 years
 12 - 17 years
 ≥ 18 years
 Not applicable



SUBJECTS OF THE STUDY:
 Human (studies involving human subjects or human specimens when the owner of the specimens is known/ identified; informed consent is needed)
 Experimental
 Observational study
 Secondary data (studies using existing data, e.g. medical records, registry, existing national/ regional survey)
 Animal (studies on laboratory animals)
 In Vitro: studies on commercial cell-lines, microbes, pathological/ human specimens unlinked (blinded) to human identifiers (the owner of the specimen is unknown/ unidentified), etc.
Do you want to request the waiver of ICF
      Yes	No

	Are you an employee of the sponsor?
	 Yes
	 No

	Did you do consultancy or part time work for the sponsor?
	 Yes
	 No

	Other ties with the sponsor:



	Ethical Responsibility and COI Statement
I hereby pledge to address all forms of COI that I may have and perform my tasks objectively, protect the scientific integrity of the study, protect all human participants and comply with my ethical responsibilities as Investigator.
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