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	CSMC RERC CODE (To be issued upon initial processing by CSMC RERC)
	     

	STUDY PROTOCOL TITLE (To be accomplished by PI)
	     

	STUDY PROTOCOL CODE (To be accomplished by PI)
	     

	PRINCIPAL INVESTIGATOR (To be accomplished by PI)
	     

	CO – INVESTIGATORS (If any. To be accomplished by PI)
	     

	SPONSOR, CRO, FUNDING AGENCY (To be accomplished by PI)
	     

	STUDY PROTOCOL SUBMISSION DATE
(To be accomplished by CSMC RERC Staff)
	     

	VERIFIED COMPLETE BY
(To be accomplished by CSMC RERC Staff)
	     

	CLASSIFICATION OF REVIEW

(To be accomplished by CSMC RERC Vice Chair)
	 EXPEDITED

 FULL BOARD

 EXEMPT

	PRIMARY REVIEWERS
(To be accomplished by CSMC RERC Vice Chair)
	      
      
     

	CLASSIFIED BY CSMC RERC VICE CHAIR
	      

	APPROVED BY CSMC RERC CHAIR
	     

	Please check
	NO. OF PRINT COPIES
	DOCUMENTS SUBMITTED

	
	
	Accomplished Forms

	 FORMCHECKBOX 

	4
	· Declaration of Authorization and Acknowledgement of Authority for Review for Non-CSMC Investigator (Form 2A.3.1 2023)

	 FORMCHECKBOX 

	4
	· Agreement for Non-CSMC Investigator (Form 2A.3.2 2023)

	 FORMCHECKBOX 

	4
	· Registration and Application Form (Form 2B.12023)

	 FORMCHECKBOX 

	4
	· Protocol Assessment Form (Form 2D 2023)

	 FORMCHECKBOX 

	4
	· Informed Consent Assessment Form (Form 2E 2023)

	 FORMCHECKBOX 

	4
	· Medical Devise Assessment (Form 2F 2023) if applicable

	 FORMCHECKBOX 

	4
	· Site Resources Checklist for Researches Conducted Outside CSMC (Form 2L 2023)

	 FORMCHECKBOX 

	4
	Letter of Intent addressed to RERC Chair with itemized documents submitted

	 FORMCHECKBOX 

	4
	Detailed Protocol

	 FORMCHECKBOX 

	4
	Informed Consent Forms in English, Tagalog, and other dialect if applicable

	 FORMCHECKBOX 

	4
	Assent Forms (if applicable)

	 FORMCHECKBOX 

	4
	Case Report Forms or Data Collection Forms

	 FORMCHECKBOX 

	4
	Recruitment materials and other materials related to the study (e.g. diary cards, poster, ads)

	 FORMCHECKBOX 

	4
	Study Budget 

	 FORMCHECKBOX 

	4
	Certification of FDA approval to conduct trial in the Philippines

(Parallel review by CSMC RERC while awaiting FDA approval is allowed) 

	 FORMCHECKBOX 

	4
	Investigator’s Brochure

	 FORMCHECKBOX 

	4
	Curriculum vitae of the Principal Investigator and Study Team Members

	 FORMCHECKBOX 

	4
	Good Clinical Practice (GCP) certificate of Principal Investigator and Study Team Members 

	 FORMCHECKBOX 

	4
	Material Transfer Agreement (for any research involving transfer of biological specimens)

	 FORMCHECKBOX 

	4
	Memorandum of Agreement (for collaborative studies)

	 FORMCHECKBOX 

	
	Electronic copy of all the requirements 
(send through email-csmcethicscommittee@csmc.ph)

	Submit the requirements to the Office of RERC, 3rd Floor Medical Arts Building 1 (MAB 1).  

Contact number information: Trunk line 632 – 87270001 – 17 local 3799

Email: csmcethicscomitte@csmc.ph


