DCP CONSORTIA 2012 STANDARD OPERATING PROCEDURES

SOP 6:  Participant Recruitment, Retention and Adherence
Overview
National Cancer Institute (NCI)/Division of Cancer Prevention’s (DCP’s) Accrual Quality Improvement Program (AQuIP)
Effective participant recruitment, retention and adherence are crucial for the success of a clinical trial and therefore must be planned before study initiation.  To drive continuous improvement in this area, NCI/DCP has implemented AQuIP, a dynamic clinical trial accrual improvement program that will leverage sponsor, study staff, and participant input. 
AQuIP consists of systematic planning, ongoing evaluation and responsive actions that lead to measurable improvement.  The goals of AQuIP include ethical conduct of early phase clinical chemoprevention research, proper stewardship of public funds and significant scientific progress, all of which require timely participant accrual.  
AQuIP provides the CLOs and POs with four complementary tools:
1) Recruitment, Retention and Adherence (RRA) Plan Outline, a comprehensive fillable planning template 
2) AQuIP Toolkit, a user-friendly resource to assist with recruitment strategy development, 
3) AQuIP Report, a customized approach to accrual tracking and reporting 
a) In addition to standard participant accrual log data, the AQuIP Report is designed to include three categories of accrual factors to inform ongoing quality improvement and future study planning:
i. The strategies used to accrue every individual who is contacted by phone or in person about study participation or as defined in the study protocol.
ii. The reasons for each individual “screen failure”
iii. Study-level or site-level events and circumstances that may affect overall study accrual at a particular site or across sites to document the “life story” of the study on the Study Journal Page. (This page will be available with AQuIP Report (Version 2.0).
4) AQuIP Target Zone Map and AQuIP Actual Zone Map, a new accrual performance assessment and accrual intervention system. (See Attachment A)

A protocol-specific Recruitment, Retention and Adherence (RRA) Plan is required for each chemoprevention clinical trial sponsored by the Phase 0/I/II Cancer Prevention Clinical Trials Program (Consortia). The RRA Plan is to be included as part of the second protocol submission to DCP and should include site-specific strategies for each enrolling site. 
Responsibilities:  Recruitment, Retention and Adherence Plan
The Consortium Lead Organization (CLO) Investigator and Site Coordinator will: 
Develop and submit a protocol-specific RRA Plan to the DCP Protocol Information Office (PIO) for review by DCP program staff, using the Recruitment, Retention and Adherence (RRA) Plan Outline. Communication with each enrolling site will be imperative, as effective strategies may differ among sites. The CLO may require the Participating Organization (PO) to submit a site-specific plan to the CLO. Strategies that are specific to a particular site should be included in the RRA Plan, noting the targeted site. 
Revise the RRA Plan based on review comments from DCP.
Distribute to and discuss the RRA Plan with each PO before accrual begins to ensure their capability for accrual. 
Communicate RRA problems to DCP prior to and during the course of a study. 
Review the RRA Plan at the end of each study quarter as defined in the AQuIP Monitoring Plan (see Section D below). Evaluate and modify the RRA Plan as needed based on implementation of the prescribed strategies, accrual performance and the effectiveness of the various strategies.  Plan more frequent accrual strategy assessments as warranted or directed by DCP. 
The PO Investigator and Site Coordinator will:
Contribute to the development of the RRA Plan as requested by the CLO.  
Communicate RRA issues to the CLO prior to and during the course of a study.
 Documentation Requirements:
The CLO Investigator and Site Coordinator will:
Complete the DCP AQuIP Accrual Report. 
Follow the instructions provided in the AQuIP Report and in Section C.3 (below) to ensure that accrual information is accurately entered. Note: For additional training resources, go to the DCP website and view the DCP AQuIP Accrual Report Training Demonstration and transcript.
Submit the AQuIP Report. 
Submit the AQuIP Report to the DCP Help Desk on the 10th of each month, or on the following business day.
The AQuIP Report submissions will begin once the protocol has been first reported as “Active” on the “Study Status Update” form submitted to the PIO.  (In some cases there may be no activity yet.)
If the AQuIP Report is not received within a two business day grace period, the CLO will receive a reminder email.
If the AQuIP Report is not received within an additional 5 days, the DCP Nurse Consultant for the study will contact the CLO to identify the barrier(s) to compliance by the site and devise a corrective action plan.
Adhere to the AQuIP Report content requirements.
The AQuIP Report should include cumulative accrual records beginning from the date the study opens to accrual (defined as the “Active” date on the “Study Status Update” form submitted to the PIO) to the end of the preceding month. For example, an AQuIP Report submitted on May 10th for a study that opened to accrual in January should include all accrual information from January to April 30th. Do not begin a new accrual report each month as it will not accurately capture your accrual activity to date.
All accrual data from all POs should be collected and entered into the AQuIP Report for that study.
If the CLO submits an AQuIP Report that has incomplete or incorrect information, the DCP Help Desk will send the CLO a revisions request email. Revisions to the AQuIP Report should be completed within three business days of receipt of the request email.
AQuIP Oversight
Once DCP approves the first protocol version, DCP will create the study-specific Accrual Target Zone Map (see Attachment A).  This Map will define:
Quarters:  The accrual duration period will be divided into quarters (e.g., quarters of a 2-year projected accrual duration would be 6 months and quarters of a one year study would be 3 months).
Milestones:  These are the total number of participants projected to be accrued by the end of each quarter.  They are calculated from the “Target Enrollment (Maximum #)”, the projected monthly accrual rate(s), the projected duration of accrual as provided on the study’s Protocol Submission Worksheet (PSW), as well as from the CLO’s report of the study’s first participant’s “Date of First Contact”.
Zones:  These are ranges by which the ratio between the actual and projected accrual numbers will be classified.  Four zones – green, yellow, amber, and red – will be defined.
The CLO will review, accept, sign, and return the AQuIP Target Zone Map within ten business days of receipt. 
At the end of each study quarter (as defined above), DCP will provide the CLO with an AQuIP Actual Zone Map that will include a graph overlaying the actual and projected accrual on the color-coded zones defined in the Target Zone Map.  Depending on the applicable zone, interventions for improvement will be devised and/or study design modifications or discontinuation will be considered.  
Accrual Zone Review Criteria and Interventions 
	Accrual Zone Review Criteria
	Interventions

	Green Zone: Accrual is ≥ 90% of projected accrual milestone
	For this zone, where accrual is proceeding as anticipated or better, DCP welcomes the opportunity to commend you on your success.

	Yellow Zone: Accrual is < 90% and ≥75% of projected accrual milestone 	
	For this zone, a corrective action plan based on staff input and a review of the screening log is required. Monitoring frequency may increase to ensure that the investigators are implementing corrective actions to ensure full enrollment 

	Amber Zone: Accrual is < 75% of the projected accrual milestone, but still at or above the minimally acceptable levels (as defined in the Red Zone see below).
	For this zone, the investigators shall be required to submit an analysis of recruitment barriers and a corrective action plan for review by the DCP Medical/Scientific Monitor and Nurse Consultant and approval by the DCP leadership. 

	Red Zone: Accrual is below minimally acceptable levels as defined by: 
· <25% of the milestone at the 1/4 time point OR
· <25% of the milestone at the 1/2 time point OR
· <50% of the milestone at the 3/4 time point.
	For this zone, the DCP shall perform an intensive recruitment review site visit and study continuation requires approval by DCP leadership

	Note: Time point is defined as the duration of the projected accrual
	



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
[bookmark: AttachmentA]
Attachment A

Sample - Accrual Target Zone Map

UNT2013-01-01:  A Randomized Phase II Trial of an Agent in Subjects at Risk for Cancer
Version Number: 1		NCI Version Date: February 5th, 2016
Consortium Name:  The University of New Trenton
Consortium Contract Principal Investigator:  John Smith, M.D. 
Protocol PI:  Jane Doe, MD

Target Enrollment: (Maximum #):  45
Projected Monthly Accrual Rate:  6
Projected completion date of accrual:  11/25/2015

Date of First Contact: March 30th, 2015

	Quarter
	Approximate
End of Quarter Date
	Rate per mo
	Target
	Actual
	Green
	Yellow
	Amber
	Red

	
	
	
	
	
	≥ 90 %
	<90% and >75%
	<75% and above red zone
	<25% at Q1 or
<25% at Q2 or
<50% at Q3

	
	
	
	
	
	
	
	
	

	1
	5/29/2015
	6
	11
	
	10-11
	8-9
	4-7
	0-3

	
	7/9/2015
	
	
	1
	
	
	
	

	2
	7/28/2015
	6
	22
	
	20-22
	16-19
	6-15
	0-5

	
	
	
	
	
	
	
	
	

	3
	9/26/2015
	6
	33
	
	30-33
	24-29
	17-23
	0-16

	
	
	
	
	
	
	
	
	

	4
	11/25/2015
	6
	45
	
	40-45
	33-39
	23-32
	0-22

	
	
	
	
	
	
	
	
	


	Date of First Contact
3/30/2015
	Projected Duration of Accrual = 8 mo
Quarter Duration: 2 mo
	Projected End of Accrual 11/25/2015
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