DCP CONSORTIA 2012 STANDARD OPERATING PROCEDURES

SOP 12a:  Monitoring Visit Report 

I. VISIT INFORMATION
Name of Site:

Protocol Title:
NCI Protocol Number: 

Date(s) of Visit:
Name of CLO Monitor:  

DCP Representative(s) Present:
Site Personnel Present:
	NAME
	TITLE
	PRESENT for SUMMARY MEETING (Y/N)

	
	Principal Investigator
	

	
	Site Coordinator 
	

	
	Pharmacist
	

	
	Other
	


Name and Address of Pharmacy:
Additional Comments:
II. MONITORING CHECKLIST
Instructions:
Mark each item as “Y” = Yes, verified and compliant; “N” = No, unable to verify or non-compliant; “N/A” = not applicable; or, “N/R” = not reviewed.   Provide comments for items marked “N”, and as indicated.  
	
	Y
	N
	N/A
	N/R
	COMMENTS

	Regulatory Documents
	
	
	
	
	

	1. IRB approval of new versions of the protocol, since last visit.  List IRB approval dates with corresponding protocol version in comments.  
	
	
	
	
	

	2. No interruption in the annual IRB approval (continuing review) of the protocol, since last visit.   List IRB continuing review dates in comments.  
	
	
	
	
	

	3. IRB approval of new versions of the informed consent form (ICF), since last visit.  List IRB approval dates with corresponding ICF version in comments.
	
	
	
	
	

	4. Federal-wide Assurance (FWA) Number for local IRB.  List FWA number and expiration date in comments.
	
	
	
	
	

	5. Investigator’s Brochure is on file.  

List name of agent(s) and version date(s) in comments.  
	
	
	
	
	

	6. FDA Form 1572 is current.  

List date of current form, and all previously signed forms since last visit in comments.     
	
	
	
	
	

	7. NCI, DCP Financial Disclosure Form for each investigator and sub-investigator listed on Form FDA 1572.  
	
	
	
	
	

	8. Delegation of Tasks form for each staff member.
	
	
	
	
	

	9. CV for staff listed on Form FDA 1572 and Delegation of Tasks form.
	
	
	
	
	

	10. Human Subjects Protection Training for staff listed on Form FDA 1572 and Delegation of Tasks form.  
	
	
	
	
	

	11. Professional licensure is current for applicable staff listed on FDA Form 1572 and Delegation of Tasks form.  
	
	
	
	
	

	12. CLIA and CAP certification is current for each clinical laboratory listed on Form FDA 1572.  
	
	
	
	
	

	13. Laboratory normal values available for each clinical laboratory listed on Form FDA 1572. 
	
	
	
	
	

	Informed Consent Forms (ICF)
	
	
	
	
	

	14. Original, signed and dated ICF(s) is on file for each consented participant to date.  Begin review at stopping point from last visit.  List range of all participant study numbers reviewed during this site visit in comments.  
	
	
	
	
	

	15. Correct/latest version of ICF was used for each participant.  
	
	
	
	
	

	16. Only appropriate personnel consented each participant (refer to Delegation of Tasks form).
	
	
	
	
	

	Site Operations 
	
	
	
	
	

	17. Adequate resources to conduct study (e.g., facilities, staffing, training).  Describe in comments any significant changes in staff or facilities since last visit.
	
	
	
	
	

	18. Participant accrual and retention are on target, per RRA plan.  Record current accrual in comments.  
	
	
	
	
	

	19. Database is in use for capture of study-specific data.  Describe database of record in comments.  
	
	
	
	
	

	20. Internal quality assurance (QA) measures are in place and are being followed to ensure data quality.   Describe QA activities in comments.
	
	
	
	
	

	21. Study records are stored in a secure manner.  
	
	
	
	
	

	22. Screening log is current (including screen failures).
	
	
	
	
	

	23. Enrollment log is current. 
	
	
	
	
	

	24. Research specimen log or research specimen management system is current.  
	
	
	
	
	

	25. Monitoring visit log is current, and includes this visit (refer to SOP 12c).
	
	
	
	
	

	26. All action items from the previous site visit have been resolved.  List in the comments any unresolved action items from the previous site visit, and repeat as an action item for this visit.
	
	
	
	
	

	Pharmacy
	
	
	
	
	

	27. Investigational pharmacy is secure, and access is limited to appropriate staff.
	
	
	
	
	

	28. Inventory system is in place to account for study agent.  Document in comments whether pharmacy is using a manual Drug Accountability Record Form (DARF) or a computerized method. 
	
	
	
	
	

	29. All information requested on the DARF is provided and corrections (as applicable) were made appropriately.  Document in comments whether site is maintaining a master DARF, master DARF for each dosage and strength, or an individual DARF for each participant on a double blind study.  
	
	
	
	
	

	30. Balance from DARF matches the balance in stock.
	
	
	
	
	

	31. Study agent has been given only to eligible participants and only at protocol specified doses.  
	
	
	
	
	

	32. All study agent orders, transfers, and returns are properly documented and the receipts are maintained.  Quantity of study agent that has been logged in corresponds with the amount received.
	
	
	
	
	

	33. Study agent is stored according to recommended conditions.  If refrigerator and/or freezer used, describe in comments the location of unit and method of monitoring temperature.
	
	
	
	
	

	34. Outdated study agent is stored separately from active supply.
	
	
	
	
	

	35. Study agent is stored separately from commercially available supply.    
	
	
	
	
	

	36. Study agent is dispensed to each participant according to protocol.   Describe in comments the procedure for dispensing study agent, including who prepares the agent and dispenses to participant, use of prescriptions, and how administration instructions are communicated to participant.  
	
	
	
	
	


Additional comments:
III. PARTICIPANT RECORD (CHART) REVIEW 
Instructions:
Complete the following for each chart reviewed by adding/deleting copies of this section as appropriate.   Mark each item as “Y” = Yes, verified and compliant; “N” = No, unable to verify or non-compliant; or “N/A” = not applicable.  Provide comments for items marked “N”, and as appropriate.    
	PARTICIPANT REVIEWED (PID #)
	BEGAN REVIEW
(AT WEEK)
	TO VISIT (INCLUSIVE)

	
	
	


	SUMMARY OF FINDINGS FOR SITE MONITORED CASES
	Y
	N
	N/A
	COMMENTS

	1. Informed consent was signed prior to all study activities. 
	
	
	
	

	2. Inclusion and exclusion criteria were met and eligibility confirmed by review of source documentation.
	
	
	
	

	3. Source documentation is adequate and any corrections were made according to the DCP Guidance Document on Source Documentation.
	
	
	
	

	4. Evidence of compliance with all required evaluations outlined in protocol, unless previously reported as a protocol deviation.  For any missed visits or examinations, there is documentation of an attempt to locate and/or communicate with participant.  
	
	
	
	

	5. All protocol deviations were identified and reported per SOP 4 prior to this visit.    
	
	
	
	

	6. Study agent was administered according to protocol, including any dose modifications
	
	
	
	

	7. All AEs (including SAEs) were appropriately documented and reported in the database and MDS.  
	
	
	
	

	8. All SAEs were communicated appropriately per SOP 3.  
	
	
	
	

	9. All concomitant medications were appropriately documented and reported in the database and MDS.  
	
	
	
	

	10. All database and MDS entries were complete, timely and accurate when compared with the source documentation.  
	
	
	
	

	11. All specimens were collected, processed, and shipped/stored as evidenced by review of specimen tracking documentation.    
	
	
	
	


Additional comments:
IV. Action Items for Site:  The CLO Monitor will list and number all items requiring follow-up, and label those items meeting the DCP criteria of ‘major deficiency’ in SOP 12.  The site will have 30 calendar days upon receipt of this report to address these items and respond to the CLO Monitor.  The PO response should indicate either full resolution or include a corrective action plan (including a projected completion date) for each action item.    
V. Assessment of Site Performance:  The CLO Monitor will assign an assessment rating for each of the four components of this monitoring visit. 

	Regulatory &

Informed Consent 
	Site Operations
	Pharmacy
	Chart Review
	

	☐
	☐
	☐
	☐
	Acceptable

· No deficiencies identified.

· Few lesser deficiencies identified.

· Major deficiencies identified, but corrected and/or addressed prior to the visit.  Documentation exists and no further action is required.

	☐
	☐
	☐
	☐
	Acceptable, Follow-up

· Multiple lesser deficiencies identified.

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

	☐
	☐
	☐
	☐
	Unacceptable

· Multiple major deficiencies identified.

· A single, flagrant major deficiency found.

· Excessive number of lesser deficiencies found.


VI. Recommendations for Timing of Next Visit:  
Based on the findings of this visit, the CLO Monitor recommends the next monitoring visit be an

☐   Annual visit.

☐   Interim visit, or less than one year from now.

Report prepared by:
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