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REC-Check list for Research Ethics Approval
	Documents to be provided (1 copy each)
	Yes
	No
	N/A
	Comments

	Application for Research (typed, signed as indicated), including as applicable (Appendix A: Drugs, Biologics and Devices)
	
	
	
	

	Detailed Protocol 
	
	
	
	

	Data collection instruments (questionnaires translated to Arabic, data collection forms etc.)
	
	
	
	

	Informed Consent form in Arabic and signed by the researchers and PI (according to the National committee format).
Alternatively, a script of information to be provided orally to participants
	
	
	
	

	Clinical Trial\ GCP:
For clinical trials and interventional studies and trials, a good clinical practice course must be attached.
	
	
	
	

	All written materials to be provided to or meant to be seen or heard by participants, in Arabic including:
· Evaluation instruments and surveys
· Advertisements (printed, audio, and video)
· Recruitment materials and scripts
	
	
	
	

	Curriculum Vitae of all researchers & KAU IDs.
	
	
	
	

	All researchers are required to complete the Research Ethics course offered by NCBE. This course provides essential certifications for everyone involved in research activities.
	
	
	
	

	For Animal studies: Statement by the PI that he or she will follow strictly the Saudi National Bylaws.
Animal Care and Use Committee
For research involving animals, must be provided approval from Animal Care and Use Committee (ACUC)at the King Fahd Medical Research Center KFMRC be obtained and submitted.
	
	
	
	

	For researches related to genetics: Statement by the PI that he or she will follow strictly the Saudi National Bylaws 
	
	
	
	

	In the Student’s projects: Statement by the PI that he or she will be responsible about the confidentiality of the participants and strictly observe the students to guarantee the best ethics practices 
	
	
	
	

	When applicable: Please provide one copy of the following documents:
· Approvals letters of the committees and administrative bodies (e.g. Academic depts., hospitals, etc.)
· Grant application
· Complete sponsors protocol 
· Current investigator brochure for each investigational drug
· Current package insert for each marketed drug
· Current product information for each investigational device
	
	
	
	


Signed by:                                                         Date:

By: 
· Mohamed Alsearee
· Eman Aljehini  
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