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


SITE VISIT REPORT TIMELINE

The table below shows the expected timeline for distribution of preliminary, initiation, annual and pharmacy, interim, and close-out visit monitoring reports.  It also includes the expected timeline for receipt and distribution of site responses to identified action items.
	TIMELINE
	TASK
	STAFF RESPONSIBLE
	COMMENTS
	TASK COMPLETED

	1. Prior to the site visit
	Distribute a confirmation letter via email to the participating site, outlining the visit date(s), type of visit, and visit objectives.
	CLO Monitor or CLO Lead Site Coordinator
	Submit via email to the staff below:

· DCP Help Desk (nci-dcpmonitoring@westat.com)
· CLO Lead Site Coordinator
· PO Principal Investigator and Site Coordinator
The DCP Help Desk will forward to all applicable DCP staff.
	 FORMCHECKBOX 

Yes
 FORMCHECKBOX 

No
 FORMCHECKBOX 

N/A

	2. Within 2 business days after an annual or interim site visit 
	Submit Preliminary Report of Monitoring Findings.

Note:  The Preliminary Report is not required following an initiation or close out only visit.  
	CLO Monitor
	Submit via email to the staff below:
· DCP Help Desk (nci-dcpmonitoring@westat.com)
· CLO Lead Site Coordinator
The DCP Help Desk will forward to all applicable DCP staff.
Note: The Preliminary Report is not distributed to the PO site.
	 FORMCHECKBOX 

Yes
 FORMCHECKBOX 

No
 FORMCHECKBOX 

N/A

	3. Within 3 weeks (or 15 business days) after site visit
	Distribute

· Initiation report; 

· Annual and Pharmacy reports; 
· Interim report; and/or
· Close-out report.

Note:  A list of identified action items should accompany each report.  The Action Item Form (AIF) is the recommended format.  
	CLO Monitor or CLO Lead Site Coordinator
	Submit via email to the staff below:
· DCP Help Desk (nci-dcpmonitoring@westat.com)
· CLO Lead Site Coordinator
· PO Principal Investigator and Site Coordinator*
The DCP Help Desk will forward to all applicable DCP staff.

*Note: Give the PO staff 30 days to address the list of action items.
	 FORMCHECKBOX 

Yes
 FORMCHECKBOX 

No
 FORMCHECKBOX 

N/A

	4. Within 30 calendar days from distribution  of the site visit report(s) to the PO
	Receive the PO response to all action items identified during the site visit. If not yet received, prompt the monitored PO site that action item response is due.
	CLO Monitor or CLO Lead Site Coordinator 
	Communicate with the staff below:
· PO Principal Investigator and Site Coordinator


	 FORMCHECKBOX 

Yes
 FORMCHECKBOX 

No
 FORMCHECKBOX 

N/A

	5. Within 10 business days of adequate resolution of action items by monitored PO
	Notify the PO Site Coordinator once action item response is received and acceptable.  


	CLO Monitor or CLO Lead Site Coordinator
	Communicate with the staff below:
· PO Principal Investigator and Site Coordinator


	 FORMCHECKBOX 

Yes
 FORMCHECKBOX 

No
 FORMCHECKBOX 

N/A

	6. Concurrent with acceptance of PO action item response
	Distribute the final PO action item response and statement of acceptability.  
	CLO Monitor or CLO Lead Site Coordinator
	Submit via email to the staff below:
· DCP Help Desk (nci-dcpmonitoring@westat.com)
· CLO Site Coordinator
· PO Principal Investigator and Site Coordinator

The DCP Help Desk will forward to all applicable DCP staff.
	 FORMCHECKBOX 

Yes
 FORMCHECKBOX 

No
 FORMCHECKBOX 

N/A
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