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

OVERSIGHT OF PARTICIPATING ORGANIZATIONS
A. Overview:
The Consortium Lead Organization (CLO) Principal Investigator (PI) is responsible for continuous oversight of study activities performed by each of their Participating Organizations (POs) to ensure all study activities are consistent with the current version of the CLO Data Management Plan (DMP) and Multi-Institutional Monitoring Plan (MIMP). The CLO PI may delegate specific tasks associated with this oversight to qualified personnel, but the CLO PI retains responsibility.  This continuous oversight is performed remotely, and is in addition to CLO annual/interim monitoring site visits conducted at each PO.
B. Responsibilities:

The CLO PI is responsible for the oversight of each of their POs in the following areas (note that the CLO PI may delegate specific tasks associated with this oversight to qualified personnel, but the CLO PI retains responsibility):
1. Regulatory:

a) Review PO regulatory documents and ensure timely submission of the documents to the DCP Regulatory Contractor.
b) Ensure the initial protocol approval occurred prior to participant enrollment.
c) Verify each protocol amendment has been approved by the local IRB.
d) Verify there have been no lapses in protocol approval with the local IRB.
e) Verify the local IRB has approved the initial consent form, and each consent form revision.
f) Verify the Form FDA 1572 and all supporting documentation remains current, if staffing changes occur.
2. Site Management:

a) Assure staffing is adequate for protocol implementation and throughout the conduct of the study.
b) Communicate any deficiencies identified during oversight to the PO study principals and ensure the deficiencies are addressed in a timely manner.

c) Ensure that training of new staff is timely and adequate.
d) Verify that questions are reported to the CLO, DCP study principals, and/or DCP Help Desk (dcphelpdesk@dcpais.com) as appropriate.
3. Accrual and Retention:
a) Confirm that enrollment data in the DCP Oracle Clinical (OC) - Remote Data Capture (RDC) database are current. If not, obtain participant accrual numbers every 14 calendar days via direct communication with the PO Site Coordinator until data entry is current and can be kept up-to-date.
b) Track participant enrollment for each protocol and PO site in relation to accrual targets.
c) Discuss recruitment or retention strategies as appropriate to meet accrual goals.
4. Data Management:
a) Ensure all participant data is keyed into DCP OC-RDC within the timeframes specified in the DMP. The Data Monitoring reports posted on the Clinical Data Transfer (CDT) website at https://www.dcp-consortium-cdt.org/default.asp may be a useful reference for the CLO. Contact the DCP Help Desk at (dcphelpdesk@dcpais.com) for assistance with these reports.
b) Ensure internal quality assurance (QA) activities are completed within the timeframes and specifications of the DMP and MIMP. This includes the use of the approval function in DCP OC-RDC.

c) Ensure data discrepancies in DCP OC-RDC are reconciled within timeframes specified by the DMP and MIMP. The Data Monitoring reports posted on the CDT website at https://www.dcp-consortium-cdt.org/default.asp may be a useful reference for the CLO. Contact the DCP Help Desk at (dcphelpdesk@dcpais.com) for assistance with these reports.
C. Documentation Requirements:
Maintain documentation of all remote oversight activities and findings, including the resolution of any negative findings. This documentation may be requested by DCP or the DCP Monitoring Contractor for auditing purposes.
D. 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 3: Monitoring a Cancer Prevention Clinical Trial; SOP # 4
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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