DCP CONSORTIA 2012 STANDARD OPERATING PROCEDURES


SOP 13:  Site Preparations for Study Closeout

Overview:
1. Participating Organizations (POs) are responsible for meeting all study obligations as part of study closeout.  

2. The Consortium Lead Organization (CLO) will perform study close-out activities to confirm that these obligations have been met and all final tasks associated with the study are complete.  
PO Responsibilities: 

The PO Site Coordinator is responsible for coordinating the following closeout tasks in a timely manner:

1. All regulatory documents, including local Institutional Review Board (IRB) approvals, are current and on file.

2. The local IRB has been notified of study closure to accrual according to institutional requirements.

3. An original, signed and dated informed consent form(s) is on file for each participant.

4. Enrollment log(s) and/or screening log(s) are current.

5. A progress note is present in each participant’s record indicating that study participation has ended.

6. There are no adverse events or serious adverse events that require further follow-up for any participant.

7. All case report forms for each participant have been completed, if applicable.  

8. All data entry, data queries, and quality assurance (QA) activities in the database of record are complete.  

9. All drug accountability record form(s) (DARFs) have been reconciled.

10. Research specimen log and/or research specimen management system is current.  

CLO Responsibilities:

The CLO Lead Site Coordinator is responsible for conducting and coordinating a number of study closeout tasks within timeframes outlined in the Consortium contract.  The CLO Lead Site Coordinator will: 

1. Track the date the last participant completes study participation at each PO site.
2. Communicate study status changes to the sponsor by submitting a Study Status Update Form to the Protocol Information Office (PIO).  

3. Communicate study status changes to the POs.  

And the CLO Lead Site Coordinator will coordinate the following:
4. Conduct of a closeout visit at each PO by the CLO Monitor according to SOP 14:  CLO Monitor Instructions for Conducting Closeout Visits.
5. Conduct of a closeout visit at the CLO by the DCP Monitoring Contractor, if the CLO is an enrolling site.  

6. Completion of all data entry, data discrepancies, and quality assurance (QA) activities in the database of record.

7. Submission of the final Minimum Data Set (MDS) to the sponsor.

8. Submission of the draft manuscript to the PIO and Medical Monitor.  

9. Completion of all research laboratory analyses.     

10. Locking of the database of record according to institutional policies.  

11. Completion of all statistical analyses.

12. Un-blinding of the study data with prior National Cancer Institute/Division of Cancer Prevention (NCI/DCP) approval, if applicable.   

13. Submission of the final manuscript to the PIO and Medical Monitor.  

Documentation Requirements:  

Each PO and CLO is responsible for maintaining study records (hardcopy and/or electronic files) in a secure manner.  The NCI/DCP will be notified prior to the planned destruction of any study records.  

Additional Information:

Refer to the DCP Acronym List to see the description of 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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