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

PRELIMINARY REPORT OF MONITORING FINDINGS

	Name of Clinical Site:
	Date(s) of Site Visit:

	Principal Investigator:
	CLO Monitor:

	NCI Protocol Number/Protocol Title:
	DCP Representative(s) Present:


Instructions:
For the following categories, indicate the final assessment for each of the three components of the monitoring visit.

1.
Assessing the IRB and Informed Consent Findings:
	_____
Acceptable:
	No deficiencies identified.

Few minor deficiencies identified.

Major deficiencies identified during the site visit that were addressed and/or corrected prior to the site visit for which documentation exists and no further action is required.

	_____
Acceptable, Follow-up:
	Multiple minor deficiencies identified.

Major deficiencies identified during the site visit, but not corrected and/or addressed prior to the site visit.

	_____
Unacceptable:
	Multiple major deficiencies identified.

A single major flagrant deficiency found.

Excessive number of minor deficiencies found.


2.
Assessing the Accountability of Investigational Agents and Pharmacy Operations:
	_____
Acceptable:
	Compliance found for security, drug accountability record forms completed correctly, protocol and drug-specific usage and/or return of study drug in DCP repository.

Noncompliant items identified during the site visit that were addressed and/or corrected prior to the site visit for which documentation exists and no further action is required.

	_____
Acceptable, Follow-up:
	Category found noncompliant during the site visit which was not corrected and/or addressed prior to the site visit.

	_____
Unacceptable:
	Inability to track the disposition of NCI/DCP-supplied investigational agents.
Multiple noncompliant categories identified.


3.
Review of Participant Records:
	_____
Acceptable:
	No deficiencies identified.

Few minor deficiencies identified.

Major deficiencies identified during the site visit that were addressed and/or corrected prior to the site visit for which documentation exists and no further action is required.

	_____
Acceptable, Follow-up:
	Multiple minor deficiencies identified.

Major deficiencies identified during the site visit, but not corrected and/or addressed prior to the site visit.

	_____
Unacceptable:
	Multiple major deficiencies identified.

A single major flagrant deficiency found.

Multiple minor deficiencies of a recurring nature found in a majority of the participant cases reviewed.


REPORTING DEFICIENCIES

Directions:
For each participant chart reviewed, record the total number of deficiencies (major or lesser) for each category. If there were no major or lesser deficiencies identified for a particular category, record a zero (0) in the appropriate cell.

Number of participant cases reviewed: _________

Comments:

	Deficiency Category
	Major
	Lesser
	Comments

	IRB and General Regulatory
	
	
	

	Informed Consent
	
	
	

	Eligibility
	
	
	

	General Data Quality*
	
	
	

	Toxicity--AEs/SAEs
	
	
	

	Endpoints Reporting
	
	
	

	Treatment**
	
	
	

	Pharmacy
	
	
	

	Total
	
	
	


*
Includes source documentation and data recorded on pCRFs/eCRFs.

**
Includes clinical/lab evaluations, drug compliance (treatment/blinding).
NOTE:
Unreported protocol deviations may be included in any category.

Note: Original text listed in this report template is not to be deleted.  However, Consortia staff may add additional text to this template as needed.
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