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Recruitment, Retention and Adherence (RRA) Plan Outline

Instructions:

NCI DCP requires a study-specific RRA Plan for each DCP Consortia Early Phase Prevention Trial. The below Outline is provided to assist investigators and RRA coordinators in developing study-specific plans. The RRA Plan should provide the “who, what, when and where” of the strategies planned for the period before study activation and during the course of the study. 


This Outline is the required format for all new Consortia RRA Plans.
Please use a narrative format to complete the fillable free text areas (no character limit) provided throughout the Outline, as applicable.  
Please do not delete the instructional text provided before the fillable text areas.
Please incorporate and use the Accrual Quality Improvement Program (AQuIP) tools as appropriate. AQuIP tools include the AQuIP Report, AQuIP Toolkit and the AQuIP 
Monitoring Plan. These are available at www.dcpaquip.com.
The study-specific RRA Plan strategies should not be limited to those suggested in the Outline. Please customize the plan and elaborate on or replace the Outline suggestions, with any study-specific strategies, activities, tasks or considerations that are planned.
The study-specific RRA Plan must include site-specific strategies for each enrolling site, and must indicate to which site the strategy applies.  Bold font indicates the required components of an RRA Plan.
[bookmark: _GoBack]

Study Summary:  
Provide a Study Summary that includes those major components of the study that will be relevant to accrual (e.g., the agent, biomarkers, target organ, cohort description, design, endpoints, study schema info, projected monthly accrual).
Type your response here.





Prior to Study Initiation Meeting 
Determine Staff Assignments 
Identify RRA coordinator for the study
Identify alternate recruiters to provide assistance and/or back-up
Outline role of the Principal Investigator (PI):
Provide details of PI involvement with participants (e.g., Will they meet with and/or consent every participant? Will they see participants at every visit?)
Describe PI’s availability to the RRA coordinator and staff
Describe decision-making authority
Describe how the PI will monitor recruitment
Designate consistent staff contacts for participants (e.g., coordinator, PI, receptionist)

Address staff assignments and roles.
Type your response here.





Determine the Potential Impact of the Protocol Design Elements on Recruitment Feasibility 
1. Describe approaches to determining availability of eligible participants (e.g., consultation with potential participants, review of patient lists at the site, review of literature) 
Describe availability of target population locally - considering eligibility criteria
Estimate accrual rate (e.g., # of participants per month)
Describe the possible effects of placebo, control arm, and randomization on recruitment
Describe possible effects of agent’s toxicity profile
Describe complicated entry criteria and/or burdensome protocol procedures that affect recruitment, if applicable

Describe any potential areas for modification (e.g., eligibility criteria, time frames for completion of tests and procedures, lab values, protocol procedure burden, sample size, recruitment period) that would affect accrual. Include the accrual rate and describe how it was determined in consideration of factors 1-6 above.
Type your response here.




Describe Recruitment Training Plan for Staff 
1. Educate staff regarding recruitment and approved protocol specifics 
Develop protocol-specific training materials (summary pocket cards, Frequently Asked Questions (FAQ) document electronic equivalent, script to explain protocol to participants, etc.) 
Train support staff
0. Hospitality and smooth clinic flow
Procedural requirements (e.g., fasting)
Procedures to follow when there are protocol violations

Describe the Study Recruitment training plan for staff.
Type your response here.




Develop a Plan to Identify and Contact Known and Potential Referral Sources
1. Survey potential referring physicians, obtain letter of commitment 
Enlist endorsement and cooperation from non-physician referrals
0. Community centers (may be associated with religious or ethnic groups)
Retirement communities
Senior centers
YMCAs and public libraries
Health clubs
Churches
Local corporations
Alliances with disease specific organizations (e.g., patient advocacy groups, support groups, charitable organizations)

Specify referral sources (e.g., Dr. Jones, Name of church or organization) and provide rationale for selections.
Type your response here.




Develop Plan to Promote a Comfortable and Pleasant Clinic Environment/Experience
1. Supply driving directions
Coordinate well organized clinic flow
Assure user-friendly test scheduling, drug dispensing, etc.
Negotiate, and to the extent possible, insist upon flexible times and days of the week when study participants may be seen in clinic
Plan to allow ample time for participants with staff
Schedule periodic meetings between clinic coordinator and staff to discuss issues of scheduling, flow, etc.

Describe the clinical environment plan.
Type your response here.




Describe Budget for RRA 
1. Include costs of staffing
Include costs of recruiter transportation to community outreach events
Include costs of participant remuneration
Include costs of recruitment and retention strategies (see Section G below)

Describe costs of implementation of the RRA. 
Type your response here.





Plan Recruitment Strategies 
(Remember to adhere to local IRB requirements as to whether or not IRB approval is required for these strategies and materials). Note: Refer to the DCP AQuIP Toolkit for suggested strategies and materials and use those that best apply to your study.
1. Imperatives
0. Know your protocol 
Know your appropriate target population. 
Know local institutional, sponsor and federal policies and regulations
Develop key messages and talking points. 
Use low cost methods 
0. Search databases, patient registries, Electronic Medical Records (EMR)
Conduct investigator interviews
Develop and deliver patient education presentations
Develop and plan educational sessions by Investigator or RRA coordinator for relevant community organizations
Develop protocol-specific materials (e.g., FAQ document and electronic equivalent, script to explain protocol to participants, etc.)
Develop mass media and press releases
Plan regular posts to social networking sites
Partner with other studies
Use direct mailings, flyers, brochures
Use appropriate social media
Identify appropriate spokesperson(s)
Use paid advertisements (when funding allows) newspaper, TV, radio
Describe minority recruitment strategies — Include above strategies as culturally appropriate
0. Perform or utilize available cultural assessment of local community 
Tailor key messages, talking points to targeted populations
Consider centralized minority coordinator
Consider matched ethnicity recruitment coordinator
Have translator available 
Identify minority community liaison
Meet with minority community leaders
Attend community meetings
Establish relationships with community churches
Describe special needs participant recruitment strategies
0. Large print documents
Transportation assistance
Wheelchair escorts
Support and motivation for recruiters/consortium staff
0. Newsletter within consortium
Teleconferences within consortium
Recognition of high recruiters (within consortium or institution)
Frequent contact with participating site coordinator(s)
Include recruitment efforts as part of recruiters’ (e.g., staff physicians, fellows and other recruitment staff) performance evaluations
Rapidly implement modified or alternative plans if recruitment is lagging

Describe recruitment strategies and provide a rationale for using them, including minority-specific strategies.
Type your response here.





Retention and Adherence Plan — Retention Begins at Enrollment
1. Maintain Communication with Referring Physicians in Regards to Participant Progress
Establish and Maintain Rapport Among Staff 
Establish and Maintain Rapport and Communication with Participants
1. Identify red flags for possible attrition
0. Adverse Events
Missed appointments
Frequent appointment time changes
Report of major personal or family events
Health deterioration
Loss of support system
Do not promise support that cannot be maintained
Manage adverse event (AEs) with care
0. Inform participants as to what to expect
Have prepared AE management protocol
Maintain current contact info
0. Enlist support of participant’s social support system 
Get to know and include participant’s social support system
Investigate transportation needs and potential support from family, etc.
Enlist support for encouragement of clinic visit attendance
Enlist support for agent compliance
Provide compensation for expenses incurred as local custom and budget permit
0. Parking
Time lost from work
Transportation
Child care
Ensure pleasant visits
0. Limit waiting room time
Coordinate assessments (e.g., blood work, imaging, etc.) with visits
Provide refreshments
Be flexible with scheduling while staying within visit windows
Provide toll-free numbers for the clinic as needed
Ensure consistent staff contact person and access to PI
Establish schedule for contact with participant
Consider retention tools
0. Calendars
Newsletter
Appointment reminder calls, cards, and e-mails
Anniversary cards
Certificates of Appreciation
T-shirts, mugs, magnets
Support groups

Describe and justify the specific planned retention strategies, including minority-specific strategies.
Type your response here.





Evaluation Plan – Continuous Quality Improvement 
1. Plan for quick recognition of lagging enrollment
Document, monitor and report accrual at least monthly as per AQuIP instructions
1. Plan to evaluate and track recruitment strategies, barriers  and associated outcomes
Use AQuIP report forms as screening/enrollment logs showing attribution to specific recruitment strategies and reasons for ineligibility or non-enrollment as applicable
See the AQuIP Report and SOP 6: Patient Recruitment, Retention and Adherence for detailed instructions 
Review lessons learned by reviewing the “story” of the trial 

Briefly describe how the AQuIP program will be implemented (e.g., who will enter data, who will serve as primary contact, timing of submissions from Participating Organizations, etc.).
Type your response here.
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