DCP CONSORTIA 2012 STANDARD OPERATING PROCEDURES

SOP 6:  Participant Recruitment, Retention and Adherence
A. Overview:
1.   The National Cancer Institute (NCI)/Division of Cancer Prevention (DCP) requires that a Recruitment, Retention and Adherence (RRA) Plan be submitted for each cancer chemoprevention study. An RRA Plan is included as part of each protocol submission to DCP, and includes the site-specific strategies for each enrolling site. 
2.   Participant recruitment, retention and adherence are essential components for the implementation of a clinical study and crucial for its success.  

B.  Responsibilities:  RRA Plan:
The Consortium Lead Organization (CLO) Investigator and Site Coordinator will:
1. Draft an RRA Plan and submit it to the DCP Protocol Information Office (PIO).  
a. The process for developing a plan for a study is outlined in the Recruitment, Retention and Adherence (RRA) Plan Template. 
b. This process involves communication with each enrolling site, as effective strategies may differ among sites.  
2. Revise the RRA Plan based on comments from DCP.
3. Distribute and discuss the RRA Plan with each Participating Organization (PO) before accrual begins to ensure the capability for accrual.

4. Communicate RRA issues to DCP prior to, and during the course of a study. 

5. Review the RRA Plan annually to ensure that the document is current.  More frequent reviews may be needed if there are problems with aspects of recruitment, retention or adherence.
The PO Investigator and Site Coordinator will:
1. Contribute to the development of the RRA Plan as requested by the CLO.  

2. Communicate RRA issues to the CLO prior to, and during the course of a study.  

C.  Responsibilities:  Participant Recruitment, Retention and Adherence:
The Site Coordinator or designee from each enrolling site is responsible for:
1. Participant Recruitment:
a. Enter screening information into a screening log in a timely manner. Use SOP 6a:  Screening Log Template or a comparable method of tracking.    
b. Review the screening data to ensure compliance with accrual goals and identify barriers to recruitment.  Additional screening information and logs may be necessary for specific studies if indicated.
c. Ensure that the Screening Log is kept current to allow for periodic review by site, DCP, and DCP Monitoring Contractor staff.  This documentation should be available to site monitors, as requested, for review during site visits.  
2. Participant Retention:

a. Maintain contact information for each participant. Confirm that the information is current at regular intervals during study participation. 

b. Contact a participant when s/he misses a study visit in an effort to identify and address barriers to retention (e.g., lack of transportation, participant education, etc.).
c. Consider possible solutions or alternate approaches to ensuring participant retention whenever possible. These solutions and/or approaches should be discussed with the investigator and other appropriate staff to ensure compliance with protocol and/or site-specific requirements.

d. 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, and alternate approaches.
3. Participant Adherence:

a. Review study adherence with the participant during each visit to ensure compliance with protocol requirements.

b. Address noncompliance issues with the participant through education, assistance with logistical problems, or other approaches that will minimize future noncompliance.
c. Document efforts made to identify and resolve all adherence issues in the participant study files.
A. Documentation Requirements:

1. Ensure that screening data is entered into the Screening Log in a timely manner to allow for periodic review by site, DCP, and DCP Monitoring Contractor staff.  As needed, maintain additional screening information if required by the protocol. 
2. 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.

B. 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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