This document is intended for the use of the DCP Consortia staff conducting cancer chemoprevention studies under contract with the NCI/DCP. _____________________________________________________________________________________________________________________


SITE MONITORING TRAINING CHECKLIST
Keep this completed checklist with the curriculum vitae (CV) of the monitor on file. The Consortium Lead Organization (CLO) Site Coordinator will verify that the information on this form is complete and that the staff is prepared to monitor.
	Name of the CLO Monitor:      




1. DOCUMENTATION REQUIREMENTS
	Document Name
	On file
(Yes or No)

	Current CV
	     

	Copy of agenda for monitoring course
	     

	Copy of certificate of completion of monitoring course
	     

	Documentation of at least two site monitoring training visits
	     


2. Two or more years of recent work experience in a clinical research environment or in a facility where adult clinical studies are conducted: Yes_____
No______(If No, monitor is not eligible)
3. Previous experience:
 FORMCHECKBOX 

Minimum of six months hands-on monitoring experience (as a site monitor for a Contract Research Organization (CRO), pharmaceutical company, or other), which included chart reviews and an assessment of regulatory compliance; or
 FORMCHECKBOX 

At least two site monitoring training visits at any institution with a trained and more experienced site monitor or auditor for clinical studies.
4. SITE MONITORING STANDARD OPERATING PROCEDURE (SOP) REVIEW
	SOP Title
	Monitor’s Initials
	Date(s) of Review

	Conducting Study Initiation Visits for Participating Organizations
	     
	     

	Conducting Annual/Interim Visits at Participating Organizations
	     
	     

	Conducting Close-Out Visits at Participating Organizations
	     
	     

	Oversight of Participating Organizations
	     
	     


5. GOOD CLINICAL PRACTICE GUIDELINES
	Date
	Review and sign off on ICH E6
“Good Clinical Practice Guidelines”
	Monitor’s Initials

	     
	
	     


Comments: (including the location(s) and date(s) of on-site training visits). Any exceptions to items listed on the checklist, e.g., no recent monitoring course because a new monitor has years of applicable experience, must be documented here:      
CLO Monitor Signature: 

Date: 
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