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
REVIEW AND TRACKING OF PARTICIPANT RECRUITMENT, RETENTION AND ADHERENCE
A. Overview:
1. Participant recruitment, retention and adherence are essential components for the implementation of a clinical study and crucial for its success.
2. The recruitment, retention and adherence process for a study is outlined in a Recruitment Retention and Adherence (RRA) Plan developed by Consortium Lead Organizations (CLO) and Participating Organizations (PO). Each organization should tailor the study RRA Plan to meet the needs at their local site.
3. The National Cancer Institute (NCI)/Division of Cancer Prevention (DCP) requires an RRA Plan to be submitted for each cancer chemoprevention study. An RRA Plan is included as part of each protocol submission to DCP.
a) The CLO Principal Investigator (PI) and Site Coordinator will:
I. Develop the CLO’s RRA Plan and submit it to the DCP Protocol Information Office (PIO).
II. Review the PO’s RRA Plan before accrual begins at the PO to ensure its capability for accrual.
III. Communicate any recruitment, retention and adherence issues to the applicable DCP staff prior to and during the course of a study.
b) The PO PI and Site Coordinator will:
I. Develop the PO’s RRA Plan and submit it to the CLO Site Coordinator.
II. Communicate any recruitment, retention and adherence issues to the CLO Site Coordinator prior to and during the course of a study.
B. Responsibilities: Participant Recruitment:
1. Enter screening information into DCP Oracle Clinical (OC)-Remote Data Capture (RDC) in a timely manner.
2. Review the screening data in DCP OC-RDC to ensure compliance with accrual goals and identify barriers to recruitment.
3. Screening information for an active study may be tracked by using the Screening Log if the study-specific database is not available in DCP OC-RDC.
4. Additional screening information and manual screening logs may be necessary for specific studies.   
C. Responsibilities: Participant Retention:
1. Confirm the contact information recorded in the participant study files with the participant at regular intervals. Update the information as needed throughout the participant’s involvement in the study.
2. Contact the study participant when he or she misses a study visit to identify and address barriers to retention (e.g., lack of transportation, participant education, etc.).
3. Consider possible solutions or alternate approaches to ensuring participant retention when simple resolution of a retention issue is not possible. These solutions and/or approaches should be discussed with the PI and other appropriate staff to ensure compliance with protocol and/or site-specific requirements.
4. Document efforts made to identify and resolve issues with participant retention in the participant study files. This includes all attempts to locate and contact a study participant who has missed study visits, attempts made to resolve barriers to retention, alternate approaches, etc.
D. Responsibilities: Participant Adherence:
1. Review study adherence with the participant during each visit to ensure compliance with protocol requirements.
2. Address noncompliance issues with the study participant through participant education, assistance with logistical problems, or other approaches that will minimize future participant noncompliance.
3. Document efforts made to identify and resolve all adherence issues in the participant study files.
E. Review and Documentation Requirements:
1. Review the RRA Plan at least annually to ensure the document is current.
2. Ensure that screening data is entered into DCP OC-RDC in a timely manner to allow for periodic review by site, DCP, and DCP Monitoring Contractor staff.  As needed, maintain a Screening Log for a study until the study-specific database is available and other manual logs for additional screening information if required by the protocol. All manual screening logs should be available for review during site monitoring visits.
3. Maintain documentation regarding recruitment, retention and/or adherence issues in the participant study files. This documentation should be available to site monitors, as requested, for review during those site visits conducted at the study site.
4. Discuss with the appropriate staff the possibility of implementing an alternative strategy if recruitment, retention and/or adherence goals are not being satisfactorily met.
F. Additional Information:
1. Refer to the Recruitment Retention and Adherence Plan Template for guidance on the topics to include in the RRA Plan.
2. Refer to the NCI AccrualNet website at https://accrualnet.cancer.gov for additional strategies, tools, and resources to support accrual to clinical trials.
3. 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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