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DCP CONSORTIA STANDARD OPERATING PROCEDURES

STUDY CLOSE-OUT
A. Overview:

The Consortium Lead Organization (CLO) staff will perform study close-out activities to confirm and document that the Principal Investigator’s (PI) study obligations have been met and final tasks such as study agent accountability and investigator files are complete.
B. CLO Responsibilities:

1. Coordinate close-out tasks.  The CLO Lead Site Coordinator is typically the CLO staff person responsible for coordinating close-out tasks that also include the CLO and Participating Organization (PO) PIs, PO Site Coordinator, CLO Monitor, Site Pharmacist, Statistician, and Research Laboratory Investigators and staff.  Areas of focus for study close-out include:
· Completion of close-out teleconference, final CLO reviews of data, and other relevant data management activities up to and including the request for database lock  (see also Step 4, SOP #3);
· Completion of biomarker and other research laboratory endpoint assays, and provisions for including the data in the final dataset for analysis; 

· Study statistician’s analysis of final dataset as received from the DCP Monitoring Contractor;
· Unblinding of data (if study was blinded);
· Submission of draft and final manuscripts to DCP-Protocol Information Office (PIO); and
· Submission to DCP of any remaining data not included in the final dataset for analysis.

2. Complete close-out tasks in timeframes consistent with the Consortium contract.

3. Communicate changes in study status to the sponsor by submitting the DCP Study Status Update Form to the DCP- PIO at (NCI_DCP_PIO@mail.nih.gov).  Communicate the status to POs as well.
C. CLO Data and Documentation Required by DCP:

1. The ‘draft’ manuscript:

Submit to the DCP-PIO at (NCI_DCP_PIO@mail.nih.gov) and the Medical Monitor within 120 calendar days when:
a) All participants have met the primary study endpoint; and
b) At least 80% of subjects are off study.
2. Dataset for analysis:

DCP Oracle Clinical (OC) - Remote Data Capture (RDC) data must be finalized, completed, cleaned, audited, and locked for analysis within three months of the date when the last participant completed study participation. In order to minimize bias, the data set used for analysis will not be unblinded.
3. Biomarker and other research laboratory reports:

a) Send to DCP within 90 calendar days following completion of the study or as specified in the Consortium contract.
b) Data not collected in DCP OC-RDC (such as surveys, etc.) should be available in order to meet DCP’s regulatory requirements.
c) A reason and date should be documented for study participants leaving the study prior to completion of the intervention.
4. The final manuscript:
Submit to the DCP Medical Monitor, DCP Contracting Officer’s Technical Representative (DCP COTR), and the DCP-PIO within 60 calendar days of study completion or as specified in the Consortium contract. The final manuscript should be clearly marked as ‘Final’ and indicate the journal to which the manuscript will be submitted.
D. Other Helpful Resources:

1. Checklist for Study Close-Out is an optional tool that may be used by CLO Site Coordinators for planning and communicating the projected and completion dates for the study close-out tasks.

2. DCP OC-RDC CLO Data Lock Checklist/Request is a form that lists information on how to prepare the database for study close-out.
E. 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
Step 4: Closing Out a Cancer Prevention Clinical Trial; SOP # 2

Location of this SOP on the DCP website: 
http://prevention.cancer.gov/clinical-trials/clinical-trials-management/2003-dcp-consortia-early
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