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	Checklist
	Comments

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	“Proposal Application form for Research Involving Human Participants” (Form # KSU- IRB 002E and/or KSU-IRB 002A are/is completed, signed and dated by the Principal Investigator and the Co-Investigators)? 
	     

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	“Research Proposal Form” (KSU- IRB 003E/A) is completed, signed and dated by the Principal Investigator?
	     

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Signed and dated “Curriculum Vitae” for each senior personnel in the research project are attached in the appendix to the “Research Proposal Form”? 
	     

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	A statement describing the extent, if any, to which confidentiality of records identifying the human participants will be maintained, is clearly mentioned in the “Research Proposal Form” and in simple terms understandable to the layman in the appropriate “Informed Consent Form (ICF)”?
	     

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	“Informed Consent Checklist” (KSU- IRB 004E and/or KSU-IRB 004A) is attached?
	     

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	If the study is a Medical Studies (Clinical): appropriate “Informed Consent Forms” (KSU- REC 005-E and 005-A) are filled, signed and attached?
	     

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	If the study is Clinical Trial (industry sponsored trial): appropriate “Informed Consent Form” (KSU- IRB 005E and KSU-IRB 005A) is filled, have the PI name and contact details, and attached? which is developed to meet the ICH-GCP essential elements and the IRB requirements as outlined in the Informed Consent Guideline adopted by the IRB-SOP?
	     

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	In Clinical Trial (industry sponsored trial): Study Specific ‘Informed Consent Form’ provided by the sponsor both in original English language and also in Arabic version are attached along with the KSU-IRB 005E/5A.
	

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	In Clinical Trial (industry sponsored trial) involving minors (children), an appropriate sponsored provided ‘Ascent Form’ is filled, have PI name and contact details, attached?
	

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	If the study includes the Collection and Genetic testing of human bio-specimens:  KSU-IRB 05-GEand/or KSU_IRB 05G-A are/is attached in the appendix to the Research Proposal Form?
	

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	If the study is Clinical Trial (industry sponsored trial): Has it been submitted and assessed (processed) through Clinical Trial Unit (CTU).
	

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	In case of “request of waiver” of Consent Form in study, a Letter by PI justifying with appropriate reason of consent form exemption should be submitted. 
	

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	If the study includes the use of Stem cells, Zygotes, Gametes and Fetuses for research: KSU-IRB 009E and/or KSU_IRB 009A are/is attached in the appendix to the Research Proposal Form?
	     

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	If the study includes the use of Medical Devices: “Devices Use Form” (KSU- IRB 010E and/or KSU-IRB 010 A) are/is attached in the appendix to the Research Proposal Form?
	     

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	If the study includes the use of drugs and/or biological products: “Use of Drugs and/or Biological Products in Research Form” (KSUMC- IRB 011E and/or KSU-IRB 011 A) are/is attached in the appendix to the Research Proposal Form? 
	     

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	If the study includes the use of drugs and/or biological products: Has it been assessed and processed by the Investigational Drug & Research Unit (IDRU). 
	

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	“Conflict of Interest Disclosure” Section in the form # (KSU- IRB 002E/KSU-IRB 002A, is completed?
	     

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	If the Proposal includes the shipping of human biological samples outside the Kingdom of Saudi Arabia: “Request for Sending Human Biological Samples Outside the Kingdom” (Form KSU-IRB 016E/KSU-IRB 0016A) is attached?
	     

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	For sponsored clinical trials an Investigator Brochure (IB) is attached describing all relevant animal data, non-clinical/prec-clinical data and clinical trial(s) data from other centers (Investigators’ brochure) within the country/internationally and/or Investigational Medicinal Product Dossier (where applicable). For late phase studies, Summary of product characteristics should be submitted?
	                   

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	All patient and study materials attached, including but not limited to, questionnaires, diaries, emergency cards, study delegation log, adverse events reporting form, advertisements, etc.?
	                   

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Available Information on the study drug/device trial (example: Certificate of Analysis. etc.).
	                   

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	In sponsored trial, A Clinical Trial Agreement (CTA) needs submission.  In case of CTA in process (not finalized until date), a draft should be submitted with necessary details, if requested by the IRB.
	              

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Insurance certificate and/or agreement, where applicable.
	                  

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Source and amount of funding and financial requirements for the project (Word document for the study contract should be provided) attached? 
	                  

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	In case of collaborative trials, International and Local IRB/EC/Regulatory/SFDA approvals.
	                  

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Other Important information relevant to the study to support the submission.

	                  


For more information, please visit the website of Research Ethics Committee in King Saud University (http://dsrs.ksu.edu.sa/ar/comm_Policies)
es)
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