[image: ]		CSMC RERC FORM 3H 2023
		SITE VISIT REPORT
		Page 1 of 2
	CSMC RERC CODE:      
	STUDY PROTOCOL CODE:      

	STUDY PROTOCOL TITLE:      

	PRINCIPAL INVESTIGATOR:      

	EMAIL:      
	TELEPHONE/ MOBILE:      

	INITIAL APPROVAL DATE:      

	LATEST ETHICAL CLEARANCE EFFECTIVITY DATE:      

	VERSION AND DATE OF LATEST APPROVED PROTOCOL:      

	VERSION AND DATE OF LATEST APPROVED ICF:      

	STUDY SITE:       

	STUDY SITE ADDRESS:      

	SPONSOR:      

	SPONSOR CONTACT PERSON:      

	EMAIL:      
	TELEPHONE/ MOBILE:      

	Start Date of Screening      
	End Date of Screening      

	[bookmark: Text9]Total Number of Intended Participants (All Sites)      
	[bookmark: Text10][bookmark: _GoBack]Total Number of Participants Intended for CSMC Site     

	[bookmark: Text11]Total Number of Enrolled Participants      
	[bookmark: Text12]Total Number of Active Participants      

	[bookmark: Text13]Total Number Participants Screened      
	[bookmark: Text14]Total Number of Participants Who Failed Screening      

	[bookmark: Text16]Total Number of Serious Adverse Events in This Site      
	[bookmark: Text17]Total Number of Protocol Deviations in This Site      

	This portion to be accomplished by CSMC RERC site visit representative.

	[bookmark: Text18]Reasons for site visit:     

	Are site facilities appropriate?
	[bookmark: Check1]|_|Yes
	[bookmark: Check2]|_| No

	COMMENTS

	[bookmark: Text19]     

	Are informed consents recent?
	[bookmark: Check3]|_| Yes
	[bookmark: Check4]|_| No

	COMMENTS

	[bookmark: Text20]     

	Any adverse events found?
	[bookmark: Check5]|_| Yes
	[bookmark: Check6]|_| No

	COMMENTS

	[bookmark: Text21]     

	Any protocol non-compliance/violation?
	[bookmark: Check7]|_| Yes
	[bookmark: Check8]|_| No

	COMMENTS

	[bookmark: Text22]     

	Are all case record forms up to date?
	[bookmark: Check9]|_| Yes
	[bookmark: Check10]|_| No

	COMMENTS

	[bookmark: Text23]     

	Are storage of data and investigating products locked?
	[bookmark: Check11]|_| Yes
	[bookmark: Check12]|_| No

	COMMENTS

	[bookmark: Text24]     

	How well are participants protected?
	[bookmark: Check13]|_| Yes
	[bookmark: Check14]|_| No

	COMMENTS

	[bookmark: Text25]     

	Any outstanding tasks or results of visit?
	[bookmark: Check15]|_| Yes
	[bookmark: Check16]|_| No

	COMMENTS

	[bookmark: Text26]     

	DATE OF VISIT
     
	DURATION OF VISIT
[bookmark: Text28]     
	START DATE
[bookmark: Text29]     
	DATE FINISH
[bookmark: Text30]     

	NAME OF RERC SITE VISIT TEAM

	NAME
	SIGNATURE
	DATE SIGNED

	1.      
	     
	     

	1. 
2.      
	     
	     

	3.      
	     
	     

	Will there be a change in the Risk-Benefit ratio to participants as a result of findings in this site visit?      

	Recommendations: 
     

	CSMC RERC DECISION

	|_| Continue monitoring
	|_| Terminate study

	[bookmark: _Hlk171276416]|_| Recommend further action (Revise protocol, revise informed consent, administrative actions)
	|_| Suspend recruitment

	|_| Others (Specify)      

	DATE OF RERC BOARD MEETING REPORTED
     

	NAME AND SIGNATURE - CSMC RERC CHAIR
     
	DATE
     



image1.png
:"' CARDINAL SANTOS
(S MEDICAL CENTER

YOU are family




