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Recruitment, Retention, and Adherence (RRA) Plan
 
This fillable RRA Plan is organized into 4 sections:
I.   Study Summary
II.  Prior to Study Initiation Meeting (SIM)
III. Recruitment Implementation and Evaluation Plan - Continuous Quality Improvement
IV. Retention and Adherence Plan - Retention Begins at Enrollment
 
Instructions:
 
The National Cancer Institute (NCI) Division of Cancer Prevention (DCP) requires a study-specific RRA Plan for each DCP Cancer Prevention Clinical Trials Network (CP-CTNet) trial. The RRA Plan should provide the “who, what, where, and when” of the strategies planned for the period before study activation and during the course of the study.
 
 
1.   This fillable RRA Plan is the required format for all study-specific CP-CTNet RRA Plans.
2.   The RRA Plan includes detailed instructional text and fillable text areas designed to assist in the development of study- and site-specific plans. Please do not delete the instructional text provided before the fillable text areas.
3.   Please use a narrative or bulleted format to complete the fillable text areas (no character limit). 
4.   Please incorporate and use Accrual Quality Improvement Program (AQuIP) tools as appropriate. These are available on the CP-CTNet DMACC Portal Gateway.
5.  The study-specific RRA Plan strategies should not be limited to those suggested in this fillable RRA Plan. Please customize the plan and elaborate on or replace the RRA Plan suggestions, with any study- and site-specific strategies, activities, tasks, or considerations that are planned.
6.   The study-specific RRA Plan must include site-specific strategies for each accruing site and must indicate to which site each strategy applies.
7.   The bold font in the sections below indicates the required components of the RRA Plan.
8.   The development, implementation, and evaluation of the strategies described in this RRA Plan should be a collaborative effort between study and site personnel (Principal Investigators (PIs), Lead Academic Organizations (LAOs), Affiliated Organizations (AOs), Coordinators, Research Nurses, other ancillary staff, etc.).
9.   For international sites, include plans to accommodate language issues (e.g., translations), cultural norms, and possible differences in in-country standard of care procedures required for the study.
10. The protocol concept serves as a vital informational resource that can be utilized when considering strategies and plans outlined by the study Investigators for a specific protocol.
11. Any plans that are mentioned in the protocol document must be included in the RRA Plan. However, the RRA strategies and materials are not required to be included in the protocol document.
I.         Study Summary:
Provide a Study Summary that includes the major components of the study that will be relevant to accrual (e.g., the study agent, biomarkers, target organ, cohort description, design, endpoints, study schema information, projected monthly accrual).
Click the image field above to upload an image, if needed. Note that the uploaded file must be in .jpg, .png, .gif, .tif, or .bmp format.
II.         Prior to Study Initiation Meeting (SIM): 
A.         Ensure and describe suitability of accrual sites using a study-specific site selection criteria checklist. Address any site selection issues that were pointed out in the DCP concept review. Note: Accrual sites may have been added or changed since the concept was submitted.
1. For each proposed accrual site, complete a study-specific site selection criteria checklist that includes, but is not limited to, descriptions of the following list, along with the source of the information (e.g., protocol concept, site professional website, study recruitment planning meeting, PI letters of commitment, Electronic Medical Records (EMRs), patient registries, PI's patient list, literature review, clinicaltrials.gov, feasibility study or consultation with potential participants, etc.):
A. Access to the study population.
B. Staff familiarity with the study population.
C. Site PI's and key staff members' prior clinical trials experience preferably with the same or similar populations and clinical trials.
D. Documented timely recruitment, preferably with the same or similar populations and clinical trials.
E. Available back-up staff for cross-coverage.
F. Appropriate facilities, infrastructure.
G. Recruitment-friendly operational procedures (e.g., scheduling, workflow, clinic space, etc.).
H. Potentially competing studies.
I.  Estimated start-up time for each site.
 
Have site selection criteria been investigated for all sites? Describe.
Click the image field above to upload an image, if needed. Note that the uploaded file must be in .jpg, .png, .gif, .tif, or .bmp format.
B.         Determine Staff Assignments for Each Site
The RRA process is multifaceted and includes, but is not limited to, interacting directly with potential participants, screening EMRs for different disease states, developing and reviewing RRA materials, ensuring that RRA strategies are implemented appropriately, entering and monitoring RRA data, reporting progress to the PI, etc. 
1. Indicate who is responsible for conducting, monitoring, and evaluating RRA activities at each site and identify what roles they will play in recruitment. The duties and responsibilities associated with the RRA Plan may be integrated into an existing staff position, divided among several site personnel, and/or be used to create a new position.
2. Identify alternate site personnel who will provide RRA back-up/cross-coverage if the primary RRA staff are absent or otherwise unable to perform RRA duties.
3. Outline the role of the PI in the enrollment process:
A. Provide details of PI involvement with participants (e.g., Will they be in contact with and/or consent every participant? Will they be in contact with participants at every visit (e.g., in person, patient portal, videoconferencing, phone, text, email, etc.)? If the PI is not seeing the participants, how is interaction with participants handled?).
B. Describe PI's availability to the RRA staff (e.g., regular communication via videoconferencing, phone, text, email, etc.).
C. Describe decision-making authority (e.g., eligibility decisions, recruitment strategy selection and implementation).
D. Describe how the PI will monitor recruitment (e.g., regular meetings with recruitment staff, running Medidata Rave (Rave) enrollment reports to review recruitment numbers, AQuIP reports).
E. Designate consistent staff contacts for participants (e.g., Coordinator, PI, receptionist, etc.).
F. Address staff assignments and roles (e.g., Is it the PI's role to oversee and determine the role of staff members?).
Click the image field above to upload an image, if needed. Note that the uploaded file must be in .jpg, .png, .gif, .tif, or .bmp format.
C. Determine the Potential Impact of the Protocol Design Elements on Recruitment Feasibility
Study design elements such as complicated or strict entry criteria and/or burdensome protocol procedures (e.g., number or length of clinic visits, non-standard of care hospitalization, invasive study agent administration) may impact accrual. When not modifiable, elements that may hamper recruitment can be offset by increased staffing, increasing the projected duration of accrual, careful selection of experienced sites, and consistent implementation of good recruitment practices. Identify study-specific design elements that may impact overall accrual or the recruitment of a specific target population (e.g., healthy volunteers, participants at high risk for cancer) and provide examples of how the identified criteria will be managed.
1. Describe the availability of the target population at each site with respect to potentially restrictive eligibility criteria (e.g., Provide evidence that there is a cohort of potential participants likely to meet all eligibility criteria at each site. For a study that prohibits the use of a common drug, consider adding a washout period and prepare letters to prescribing practitioners to determine the safety of stopping that medication during the study period.).
2. Provide a realistic, estimated accrual rate (e.g., Divide the target sample size by the estimated monthly average number of participants enrolled onto the trial. This will help determine the expected duration of accrual. Take into consideration the likelihood of delayed and staggered opening of accrual sites. Be mindful of the high probability of unexpected issues that could stall accrual.).
3. Describe the possible effects of placebo, control arm, randomization, and pharmacokinetic studies on recruitment (e.g., A study design that includes randomization with a placebo or control arm could deter potential participants at high risk for cancer who may be hoping to receive some benefit from the study agent; whereas healthy volunteers might be less concerned with personal health benefits.).
4. Describe the possible effects of a study agent's toxicity profile on accrual (e.g., Studies of agents with established safety profiles might be easier to accrue. Consider providing treatments for potential side effects; increase contact with staff for more toxic study agents).
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 for each site. Include the accrual rate and describe how it was determined in consideration of factors 1-4 above.
Click the image field above to upload an image, if needed. Note that the uploaded file must be in .jpg, .png, .gif, .tif, or .bmp format.
D.  Pre-Screening Instructions for RRA Plan
1. Pre-Screen: Individual who meets a small subset of the protocol eligibility criteria (referred to as the protocol-specific preliminary eligibility criteria or pre-screen criteria) that defines the basic study cohort. The pre-screen criteria are to be determined by the study team as part of recruitment planning. An example could be “females, under 50 years old with ductal carcinoma in situ (DCIS).” Individuals who meet these criteria would be considered eligible for further review of their medical history (e.g., comorbidities, prior cancers, concomitant medications, etc.), as found in their existing accessible medical records, before contacting or approaching the potential participant. If they are still found to be potentially eligible based on the review of medical records, they can be contacted or approached person-to-person to introduce the study opportunity.
 2.The pre-screens (potential participants) are to be entered into the study database, case report form (CRF), or equivalent. Data to be collected for each individual who meets the identified pre-screen criteria include the following: their race, ethnicity, gender, and date of birth; the method used to identify each; and, if ineligible after medical record review, all of the criteria that are not met by the pre-screen.
List the protocol-specific pre-screen criteria.
Click the image field above to upload an image, if needed. Note that the uploaded file must be in .jpg, .png, .gif, .tif, or .bmp format.
E. Describe the Recruitment Training Plan for Staff
1. Ensure that the clinical staff understand the protocol. Review protocol procedures, eligibility criteria, study agent actions, and potential toxicities.
2. Educate staff regarding CP-CTNet recruitment practices (e.g., accrual goal setting, recruitment strategies, reporting and monitoring recruitment activities in study systems, AQuIP tools, trainings, resources, regulatory requirements, etc.).
3. Educate staff regarding network-specific operations (e.g., LAO oversight plan, auditing plan, planned sites for participation, individual staff responsibilities, reports, etc.).
4. Develop protocol-specific informational materials for staff use (e.g., summary pocket cards, Frequently Asked Questions (FAQ) document, script explaining the protocol to participants, etc.).
5. Involve support staff in:
A. Hospitality and smooth clinic flow.
B. Procedural requirements (e.g., fasting).
C. Procedures to follow when there are protocol violations/deviations.
Describe the study recruitment training plan for staff for each site.
Click the image field above to upload an image, if needed. Note that the uploaded file must be in .jpg, .png, .gif, .tif, or .bmp format.
F. Develop a Plan to Identify and Contact Known and Potential Referral Sources 
1. Survey potential referring physicians, obtain letters of commitment.
2. Consider developing a Community or Patient Advisory Board.
3. For larger studies, enlist endorsement and cooperation from non-physician referrals:
A. Community leaders (may be associated with religious or National Institutes of Health (NIH)-designated U.S. health disparity populations).
B. Community gathering areas (e.g., barber shops, hair salons, neighborhood restaurants).
C. Retirement communities.
D. Senior centers.
E. YMCAs and public libraries.
F. Health clubs.
G. Churches.
H. Local corporations.
I.  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) for each site and provide rationale for selections.
Click the image field above to upload an image, if needed. Note that the uploaded file must be in .jpg, .png, .gif, .tif, or .bmp format.
G. Develop a Plan to Promote a Comfortable and Pleasant Clinic Environment/Experience
1. Supply driving directions.
2. Coordinate a well-organized clinic flow.
3. Assure user-friendly test scheduling, drug dispensing, etc.
4. Negotiate and, to the extent possible, insist upon flexible times and days of the week when study participants may be seen in clinic.
5. Schedule and/or automate appointment reminders via phone, text, or email.
6. Implement strategies that will ensure ample (or an adequate amount of) time with study participants.
7. Schedule periodic meetings between the clinic coordinator and staff to discuss issues of scheduling, flow, etc.
8. Consider the use of technologies that may be more secure and convenient for participants, physicians, and health care practitioners (e.g., patient portal communication or telehealth communication/video conferencing vs. in-person visits).
Describe the clinic environment plan for each site.
Click the image field above to upload an image, if needed. Note that the uploaded file must be in .jpg, .png, .gif, .tif, or .bmp format.
H. Describe the Budget for the RRA Plan
1. Include costs of staffing.
2. Include costs of recruiter transportation to community outreach events.
3. Include costs of participant remuneration.
4. Include costs of recruitment and retention strategies (see Section I below).
5. Include any additional costs for international sites (e.g., translations).
6. Include any additional costs for informed consent form translations as needed for non-English speaking U.S. populations.
 Describe the costs of implementation of the RRA Plan for each site.
Click the image field above to upload an image, if needed. Note that the uploaded file must be in .jpg, .png, .gif, .tif, or .bmp format.
I.  Recruitment Strategy Development 
All participant-facing materials must be approved by the Central Institutional Review Board (CIRB). See SOP 02-04 Participant Recruitment, Retention, Adherence, and Reporting Requirements for specific instructions. For suggested strategies and materials, visit the CP-CTNet DMACC Portal Gateway to access AQuIP tools and procedures (e.g., AQuIP Toolkit, recorded webinars, clinical trial resources, accrual support tools) and use those that best apply to your study.
1. Imperatives:
A. Know the protocol.
B. Know the appropriate target population.
C. Know local, institutional, sponsor, and federal policies and regulations.
2. Develop key messages and talking points (e.g., importance and value of clinical trial participation, information about the study agent/intervention, eligibility criteria, etc.).
3. Use cost-effective methods:
A. Search databases, patient registries, EMRs.
B. Conduct Investigator interviews.
C. Develop and deliver patient education presentations.
D. Develop and plan educational sessions by Investigator or RRA staff for relevant community organizations.
E. Develop protocol-specific materials (e.g., FAQ document and electronic equivalent, script to explain the protocol to participants, etc.).
F. Develop mass media and press releases.
G. Plan regular posts to social networking sites.
H. Partner with other studies.
I.  Use direct mailings, flyers, brochures.
J. Use appropriate social media.
K. Identify appropriate spokesperson(s).
L. Use automated appointment reminders via phone, text, or email.
4. Use paid advertisements when funding allows (e.g., newspaper, TV, radio). 
5. Describe recruitment strategies for NIH-designated U.S. health disparity populations (e.g., Blacks/African Americans, Hispanics/Latinos, American Indians/Alaska Natives, Asian Americans, Native Hawaiians and other Pacific Islanders, Socioeconomically Disadvantaged Populations, Underserved Rural Populations, Sexual and Gender Minorities, Older Adult Populations); include below strategies as culturally appropriate: 
A. Include recruitment strategy costs in budget considerations.
B. Perform or utilize available cultural assessment of local community.
C. Tailor key messages and talking points to targeted populations.
D. Consider having a centralized coordinator position for NIH-designated U.S. health disparity populations.
E. Consider including recruitment staff who are familiar with NIH-designated U.S. health disparity populations.
F. Have a translator available.
G. Identify a community liaison for NIH-designated U.S. health disparity populations.
H. Meet with community leaders of NIH-designated U.S. health disparity populations.
I.  Attend community meetings.
J. Establish relationships with community churches or establishments.
6. Describe special needs participant recruitment strategies:
A. Large print documents.
B. Transportation assistance.
C. Wheelchair escorts.
7. Describe a support and motivation plan for recruiters/study staff: 
A. Monthly meetings with Coordinators and Investigators. 
B. Newsletter for study staff.
C. Teleconferences within network.
D. Recognition of high recruiters (within network or institution).
E. Frequent contact with site Coordinator(s).
F. Include recruitment efforts as part of recruiters' (e.g., staff physicians, fellows, and other recruitment staff) performance evaluations.
8. Utilize AQuIP data, rapidly implement modified or alternative plans if recruitment is lagging.
Describe recruitment strategies for each site and provide a rationale for using them, including specific strategies for NIH-designated U.S. health disparity populations.
Click the image field above to upload an image, if needed. Note that the uploaded file must be in .jpg, .png, .gif, .tif, or .bmp format.
III.         Recruitment Implementation and Evaluation Plan - Continuous Quality Improvement (see SOP 02-04): 
A. Document, monitor, and report accrual-related information on a continual basis (at least monthly) as per AQuIP instructions: 
1. Plan to evaluate and track recruitment strategies, barriers, and associated outcomes.
A. Document the specific recruitment strategies and reasons for ineligibility or non-enrollment for each potential participant in Rave at each phase of the enrollment process (e.g., pre-screening, first contact, consent, screening, enrollment, start of study intervention).
B. Document site-level events and issues that could affect overall accrual, positively or negatively, at a single site in the AQuIP Recruitment Journal in Rave. This should be updated monthly.
2. Review lessons learned by reviewing the “story” of the trial and follow up with corrective/preventive actions (e.g., opportunity to learn from other sites, studies, and LAOs within CP-CTNet). 
Briefly describe how AQuIP will be implemented at each site (e.g., who will enter data, who will serve as primary contact, timing of submissions from sites, etc.).
Click the image field above to upload an image, if needed. Note that the uploaded file must be in .jpg, .png, .gif, .tif, or .bmp format.
IV.         Retention and Adherence Plan - Retention Begins at Enrollment:
A. Maintain communication with referring physicians in regard to participant progress (e.g., communicating via patient portals, during monthly teleconferences).
B. Establish and maintain rapport among staff.
C. Establish and maintain rapport and communication with participants.
1. Identify red flags for possible attrition: 
A. Adverse events (AEs).
B. Missed appointments.
C. Frequent appointment time changes.
D. Report of major personal or family event(s).
E. Health deterioration.
F. Loss of support system.
G. Promising of support that cannot be maintained.
2. Manage AEs with care:
A. Inform participants as to what to expect.
B. Prepare an AE symptom management plan.
3. Maintain current contact information.
4. Identify participant support system:
A. Get to know and include participant's social support system.
B. Investigate transportation needs and potential support from family, etc.
C. Enlist support for encouragement of clinic visits and study agent compliance.
5. Provide compensation for expenses incurred as local custom and budget permit:
A. Parking.
B. Time lost from work.
C. Transportation.
D. Childcare.
E. Meal voucher.
6. Ensure pleasant visits:
A. Limit waiting room time.
B. Coordinate assessments (e.g., blood work, imaging, etc.) with visits.
C. Provide refreshments.
D. Be flexible with scheduling while staying within visit windows.
E. Provide toll-free numbers for the clinic as needed.
7. Ensure a consistent staff contact person and access to the site PI.
8. Establish a schedule for contact with each participant.
9. Identify the preferred type of contact for each participant (e.g., phone, text, email, etc.).
10. Consider retention tools:
A. Calendars.
B. Newsletters.
C. Schedule and/or automate appointment reminder cards, calls, texts, and emails.
D. Anniversary cards.
E. Certificates of appreciation.
F. T-shirts, mugs, magnets, etc.
G. Personalized daily planner calendar books.
H. Support groups.
D. Retention and Adherence Evaluation Plan (see SOP 02-04) 
1. Describe and justify the specific planned retention strategies for each site, including specific strategies for NIH-designated U.S. health disparity populations.
2. Plan for early recognition of warning signs related to participant retention and study agent/intervention adherence.
3. Document, monitor, and report retention and adherence on a continual basis (at least monthly).
4. Plan to evaluate and track retention and adherence strategies, barriers, and associated outcomes.
5. Document the specific retention strategies and reasons for attrition and/or study drop-out for each participant.
6. Document events and issues that could affect overall retention and/or adherence, positively or negatively, at a single site or at all sites.
7. Review lessons learned by reviewing the “story” of the trial and follow up with corrective/preventive actions to address retention and/or adherence issues. 
 
Briefly describe the criteria that will be used to identify participants at-risk for attrition, study drop-out, lost to follow-up, and low adherence to the assigned study agent/intervention. Identify the strategies that will be used if these criteria are identified to preserve the participant's study involvement as per the protocol. Describe the resources, procedures, and staff needed to implement these strategies (e.g., retention and adherence meetings, staff and resources involved in monitoring and reporting retention and adherence data, etc.).
Click the image field above to upload an image, if needed. Note that the uploaded file must be in .jpg, .png, .gif, .tif, or .bmp format.
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