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	A. PROTOCOL INFORMATION

	Protocol Number:
	     

	Protocol Title (English & Arabic): 
	     

	Principal Investigator 
	     

	Department:
	     

	Preferred Mailing Address:
	     

	Email:
	     

	Phone:
	     

	Additional Contact Person:
	     

	Preferred Mailing Address:
	     

	Email:
	     

	Protocol Number:
	     

	B. ENROLLMENT STATUS

	Total number of participants approved by the REC:      

	Total number of participants enrolled:      

	Since activation
	Since last approval
	Male
	Female

	     
	     
	     
	     

	C. CURRENT PROTOCOL STATUS. Check all that apply.

	 FORMCHECKBOX 

	The research is permanently closed to enrollment.

	 FORMCHECKBOX 

	All participants have completed all research-related interventions.

	 FORMCHECKBOX 

	Collection of private identifiable information is completed.

	 FORMCHECKBOX 

	Analysis of private identifiable information is completed.

	NOTE: If all the above items are checked, the research is eligible for closure.  Otherwise, the Human Research must undergo continuing review.

	D. PROGRESS REPORT.  The following questions refer to all sites involved in the research.

	Yes
	No
	

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Since the last REC review, have participants experienced any harms (expected or unexpected)? If yes, attach a summary of the harms experienced by participants.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Since the last REC review, have participants experienced any benefits? If yes, attach a summary of the benefits experienced by participants.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Since the last REC review, have there been any unanticipated problems involving risks to participants or others since the last IRB review? If yes, attach a summary of unanticipated problems involving risks to participants or others. 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Since the last REC review, have any participants withdrawn from the research?

If yes, attach a summary of the numbers of withdrawals and their reasons.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Since the last REC review, have any participants or others complained about the research? If yes, attach a summary of the number and nature of the complaints.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Since the last REC review, have there been any publications in the literature relevant to the risks or potential benefits research? If yes, attach a summary of these publications.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Since the last REC review, have there been any interim findings? If yes, attach a summary of the interim findings and attach a summary of those findings.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Since the last REC review, have there been any multi-center trial reports? If yes, attach a summary of those reports.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Since the last REC review, have there been any data and safety monitoring board reports? If yes, attach a summary of those reports.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Since the last REC review, has there been any other relevant information regarding this research, especially information about risks associated with the research?

If yes, attach a copy or summary of this information.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	In the opinion of the principal investigator, have the risks or potential benefits of this research changed? If yes, attach a summary description of those changes.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Since the last REC review, have there been any modifications or amendments to the research? If yes, attach a summary description.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Are there any problems that require prompt reporting that have NOT been submitted as required? If yes, attach a summary explanation of why.

	INVESTIGATOR ACKNOWLEDGEMENT 

	I agree to conduct this Human Research in accordance with applicable regulations and the KAU Faculty of Medicine’s policies and procedures.

	Investigator signature
	Date
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