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

DCP CONSORTIA STANDARD OPERATING PROCEDURES

CONDUCTING CLOSE-OUT VISITS AT PARTICIPATING ORGANIZATIONS
A. Overview:

1. The Consortium Lead Organization (CLO) Monitor must conduct close-out visits at all Participating Organizations (PO). 
2. The CLO Monitor will conduct a close-out visit at a PO when:

a) All participants enrolled at the PO have completed study-related activities; and
b) A reasonable amount of time has been given to the PO to enter data into DCP Oracle Clinical (OC) - Remote Data Capture (RDC) and to resolve outstanding discrepancies.
3. When the CLO also serves as an enrolling site, the DCP Monitoring Contractor will conduct the close-out visit at the CLO.  

B. Schedule the Close-Out Visit:

1. Schedule a date that is mutually convenient for the CLO Monitor, the PO Principal Investigator (PI), and the PO Site Coordinator.

2. Notify the PO staff at least six weeks in advance of the visit.

3. Send a confirmation letter to the PO PI, copying the PO Site Coordinator and DCP Help Desk (dcphelpdesk@dcpais.com).  The letter should state the following: 

a) Purpose and objectives of the visit;

b) Staff and documents to be available; and

c) Expected duration of the visit.

4. The close-out visit will usually take one full day. If accrual is exceptionally large, the visit may need to be extended to include time for an interim or annual monitoring of additional participant charts.
C. Prepare for the Close-Out Visit:
If not performed in advance, the following assessment activities must be performed during the close-out visit:
1. Verify that all regulatory and other pertinent documents for the protocol (IRB approvals, consent documents, etc.) are up-to-date and on file.

2. Confirm that the PO staff, in accordance with the local institutional requirements, has informed or has a plan in place to inform their local IRB/IEC of the current close-out status at their PO site.  Examples of close-out status may be found in the Study Status Update Form.  PO study staff will also need to inform their local IRB/IEC of final study close-out once notification is received from the CLO.  The CLO notification will occur after all close-out visits at the enrolling sites are completed and the study database is cleaned and locked.  
3. Verify that all data have been entered into the DCP OC-RDC database for all participants and that all data discrepancies have been resolved.  If not resolved, discuss a timeline for accomplishing this task.  Note that additional discrepancies may result from the close-out visit performed by the CLO Monitor at the PO site and, as applicable, by the DCP Monitoring Contractor at the CLO.  If any additional discrepancies result from these visits, appropriate resolution must be completed within the DCP OC-RDC database prior to database lock.
4. Follow up and ensure resolution for all pending action items from previous visits at the PO.
D.  Conduct the Close-Out Visit

1. Complete any outstanding site monitoring tasks (e.g., regulatory review and/or review of participant records) through the date of study termination or completion:

a) Verification of eligibility;

b) Accurate reporting of SAEs; and
c) Completion of chart reviews to the extent required by the Consortium’s Master Data Management Plan (DMP).

2. Use the Clinical Site Close-Out Visit Report as a worksheet for the required monitoring tasks.

3. Conduct a summary meeting with key PO site staff at the end of the close-out visit.

E.  Document the Close-Out Visit:

1. Complete, date and sign the Site Monitoring Visit Log at the PO. A study staff member at the PO must also sign and date the document.

2. Document the complete findings in the Clinical Site Close-Out Visit Report.  The report should include a description of any remaining activities the PO site will complete following the close-out visit.  The optional Action Item-Site Response Form (AIF) may be used to list action items and capture site responses.
3. Complete the Preliminary Report of Monitoring Findings and Clinical Site Annual (Interim) Monitoring Report, if full annual chart reviews were performed in addition to close-out activities.

4. Distribute the visit reports to the monitored PO site, CLO Lead Coordinator, and the DCP Help Desk as indicated in the Site Visit Report Timeline.
F.  Retention of Clinical Records:

The requirements for record retention for all participants include:

1. Case Report Forms (CRF);

2. All source documentation (containing evidence to support study eligibility);

3. History and physical findings;

4. Laboratory data, results of consultations, etc.; and

5. IRB records and other regulatory documentation:

a) Records will be retained by the PI in a secure storage facility in compliance with Health Insurance Portability and Accountability Act (HIPAA), Office for Human Research Protections (OHRP), FDA regulations and guidance, and NCI/DCP requirements unless the standard at the site is more stringent;

b) The records for all studies performed under an Investigational New Drug (IND) will be maintained, at a minimum, for two years after the approval of a New Drug Application (NDA);

c) For NCI/DCP, IRB records will be retained for at least three years after the completion of the research;

d) NCI/DCP will be notified prior to the planned destruction of any materials;

e) The records should be accessible for inspection and copying by authorized NCI/DCP and FDA personnel; and

f) If the study is done outside of the United States, applicable regulatory requirements for the specific country participating in the study also apply.
G.  Important Information on Reporting Scientific Misconduct: 
1. The CLO Monitor must immediately notify the DCP Medical/Scientific Monitor and DCP Nurse Consultant/Specialist of any findings that may suggest intentional misrepresentation of data and or disregard for regulatory safeguards for any of the components of the monitoring visit.

2. The notification will be done by phone to permit clarification and discussion of the issues. Documentation should be included in the site visit report(s).
H.  Additional Information:

Refer to the DCP Consortia Acronym List to see the description for commonly used acronyms in this SOP.
Please send questions and comments to the DCP Help Desk at:
1-844-901-4357 or dcphelpdesk@dcpais.com
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