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[This Recruitment Strategy Document is a template is intended to serve as a guide and all sections should be revised, as necessary, to reflect the specific objectives and challenges of a given protocol)
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[bookmark: _Toc41913812][bookmark: _Toc43889959]Abbreviations 
	CPM
	Clinical Project Manager

	CRA
	Clinical Research Associate

	CRO
	Clinical Research Organization

	CST
	Clinical Sub-Team

	EPT
	Early-Stage Product Team

	FAQs
	Frequently Asked Questions

	FPI
	First Patient In

	FPO
	First Patient Out

	FPS
	First Patient Screened

	GCOL
	Global Clinical Operations Lead

	GMA
	Global Medical Affairs

	HCP
	Healthcare Professional

	IRB
	Institutional Review Board

	KOL
	Key Opinion Leader

	LPI
	Last Patient In

	LPO
	Last Patient Out

	LPS
	Last Patient Screened

	LPT
	Late-Stage Product Team

	MSL
	Medical Science Liaison

	NCT
	National Clinical Trial (identifier number)

	PAG
	Patient Advocacy Group

	PR&R
	Patient Recruitment and Retention Team

	PST
	Product Strategy Team

	RSM
	Remote Site Monitor

	SSE
	Study Site Engagement Team


[bookmark: _Toc41913813]

[bookmark: _Toc43889960]Recruitment Plan Objective
[Summarize the objective of this recruitment and retention plan. Include reference to diversity and plan to identify sites to meet diversity goals.]

[bookmark: _Toc43889961]Study Question 
[Briefly describe the study question and general target population. Include reference to diversity and what the study question means for diverse populations or subgroup analysis.]

[bookmark: _Toc41913814][bookmark: _Toc43889962]Study Challenges 
[Outline the study challenges from a recruitment perspective. Consider anticipated barriers to recruitment and retention, including those related to the recruitment of diverse populations.]


[bookmark: _Toc41913815][bookmark: _Toc43889963]Study Opportunities 
[Outline the study opportunities from a recruitment perspective.]


[bookmark: _Toc41913816][bookmark: _Toc43889964]Study Assumptions
[Outline the original study assumptions and milestone goals.]
	Number of Patients Screened:
	[# Screened]

	Number of Patients Randomized:
	[# of Randomizations]

	Anticipated Screen Failure Rate:
	[Screen Failure %]

	Planned Randomization Rate:
	[# Rand / # Sites / Enrollment Period Months]

	Anticipated Drop-out Rate:
	[Drop-out Rate]

	Planned Complete:
	[Planned number of completers]

	First Patient in (FPI):
	[Date]

	Last Patient in (LPI):
	[Date]

	Number of Sites:
	[# Sites]

	Number of Countries:
	[# Countries]


[bookmark: _Toc41913817]

[bookmark: _Toc43889965]Patient Profile
[bookmark: _Toc43889966]Patient Disease Profile 
[Outline the patient profile including disease prevalence, demographics, symptoms, burden of disease diagnosis pathway, treating physician’s treatment options, etc. Consider this with relation to the study question.]

[bookmark: _Toc41913819][bookmark: _Toc43889967]Patient Journey 
[Include a patient pathway visual or flow of how a patient gets diagnosed, treated and opportunities for study awareness.]

[bookmark: _Toc41913820][bookmark: _Toc43889968]Challenges of Participating from a Patient Perspective
[Include a bulleted list of potential study-specific challenges and risks. Detail all anticipated challenges, e.g., how will study requirements, hours, locations, travel costs impact recruitment of specific demographic.]

[bookmark: _Toc41913821][bookmark: _Toc43889969]Opportunities of Participating from a Patient Perspective
[Include a bulleted list of potential study-specific opportunities and benefits.] 

[bookmark: _Toc41913822]

[bookmark: _Toc43889970]Study Responsibilities
[List the vendors involved with site engagement, recruitment, and retention.  Additionally may outline the roles and responsibility of the CRO / CRAs with overall and site based recruitment and the communication plan among all vendors.]

[bookmark: _Toc41913823][bookmark: _Toc43889971]Competitive Landscape
[Outline/summarize the current and forthcoming competing studies, how they may impact your study recruitment, and how you are leveraging internal groups to keep up to date on competition.] 
	Trial Phase
	Sponsor
	Primary Drugs
	Target Accrual
	Trial Locations
	Timeline

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	


[bookmark: _Toc41913824][bookmark: _Toc43889972]Study Feasibility Summary
[Outline who conducted study feasibility and when it was completed.  List out the key learnings and how they may have been applied to protocol design and/or site selection, considering partnerships with community organizations and/or patient / advocacy input.  Additionally, list out the projected randomization rate and how this rate was established / validated.] 


[bookmark: _Toc41913825][bookmark: _Toc43889973]Country Selection
[Outline how and why the countries were selected.]

[bookmark: _Toc41913826][bookmark: _Toc43889974]Selected Countries and Planned Projections
[Include country targeted sites and patients, along with site activation schedule provided by CRO.]
	Country
	Randomization Target (N)
	Total Number of Sites
	Monthly Randomization Rate per Site (P/S/M)
	Over Enrollment Allowance (%)
	Screen failure ratio 
(% screen fail)
	Sites Actively Screening (%)
	Target First Site Initiated (Date)
	# of days until 25% Sites Active
	# of days until 50% Sites Active
	# of days until 90% Sites Active
	First Patient Screened (FPI)
(Date)

	Global
	50
	15
	0.230
	15%
	55.0%
	40%
	4-Apr-20
	0
	30
	90
	8-Jun-20

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	


[bookmark: _Toc41913827][bookmark: _Toc43889975]Backup Countries
[Include a list of any backup countries in the event additional countries are required.]

[bookmark: _Toc41913828][bookmark: _Toc43889976]Countries Not Selected
[Include a list of any specific countries that were not selected or cannot participate in this study and the reasons why.]

[bookmark: _Toc41913829]

[bookmark: _Toc43889977]Site Profile
[bookmark: _Toc41913830][bookmark: _Toc43889978]Current Site Capacity Profile
[Outline what the current site profile is including patient capacity, staffing/resourcing, specialty type (if any), experience, special needs/equipment, etc. Detail site capacity for recruitment of targeted demographics: age, sex, gender, race, ethnicity, etc.]


[bookmark: _Toc43889979][bookmark: _Toc41913831]Current Site Population Profile
[Outline the local population profile and the site population profile; use the site’s completed feasibility assessment data to inform the site population profile.] 

[bookmark: _Toc43889980]Patient Recruitment Strategies and Tools
[bookmark: _Toc41913832][bookmark: _Toc43889981]Recruitment and Retention Strategy
[Provide a high level overview of primary and secondary patient recruitment and retention strategies.  Include anticipated return on investment and recruitment funnel as appropriate. What specific approaches and techniques will be used to access and engage target populations / demographics?]

[bookmark: _Toc41913833][bookmark: _Toc43889982]Recruitment and Retention Materials
[Outline site, HCP, and patient materials to be developed and a brief description of how each material is to be used.]
	Material 
	Brief Description

	
	

	
	

	
	



[bookmark: _Toc41913834][bookmark: _Toc43889983]Direct to Patient Outreach
[Outline what targeted patient outreach tactics or strategies will be used: in-clinic recruitment, patient navigators or ambassadors, website, mobile app, search engine marketing, display advertising, email outreach, trial listings, TV, radio, print, etc. What specific approaches and techniques (i.e., EHR mining) are employed to provide access to and engagement of target populations / demographics?]
[bookmark: _Toc41913835][bookmark: _Toc43889984]Referring Physician Outreach
[Outline HCP outreach strategy, source of data, implementation and follow up plan. Have the diversity goals been emphasized with study clinicians?]

[bookmark: _Toc41913836][bookmark: _Toc43889985]Patient Advocacy Outreach
[Outline opportunities to work with relevant advocacy groups.]
	Group Name
	Group Contact 

	
	

	
	

	
	

	
	



[bookmark: _Toc41913837][bookmark: _Toc43889986]Health Care Professional Society Outreach
[Outline opportunities to work with professional societies and execution plan.]

[bookmark: _Toc41913838][bookmark: _Toc43889987]Internal Awareness 
[Outline opportunities to raise awareness internally.]

[bookmark: _Toc41913839][bookmark: _Toc43889988]Publications
[Outline opportunities to work with and produce publications.]

[bookmark: _Toc41913840][bookmark: _Toc43889989]Recruitment Projections and Funnel
 [Insert recruitment funnels and projected total number of enrollments provided by recruitment vendor. Outline how enrollment will be measured, tracked (what specifically will be monitored), and expected timelines.]
[Detail site specific target numbers by subpopulation – age, sex, race, ethnicity etc.]

[bookmark: _Toc41913841][bookmark: _Toc43889990]Recruitment Monitoring and Mitigation Plan

[Detail frequency of tracking and review of recruitment and enrollment numbers; provide suggested action steps for mitigation if recruitment and enrollment are under target.]

[bookmark: _Toc43889991]Retention Monitoring and Mitigation Plan

[Detail frequency of tracking and review of enrolled participants and study follow-up; provide details on strategies that will be used to monitor retention (i.e., patient navigators or ambassadors; frequency and style of follow-up reminders, etc.) and provide suggested action steps for mitigation if retention is under target.]

[bookmark: _Toc41913842]

[bookmark: _Toc43889992]Site Engagement
[Outline strategy and plan on how to keep sites engaged throughout the enrollment period.]

[bookmark: _Toc41913843][bookmark: _Toc43889993]Site Specific Recruitment Plans
[Summarize the site specific recruitment plan findings and how the team intends to hold the sites to their enrollment goals.]

[bookmark: _Toc41913844][bookmark: _Toc43889994]Site Booster Visits
[Outline site booster visit strategy including when, who, how, and intent of booster visits to be conducted. This includes visits by sponsor staff (study manager, MD, RSSL, MSL, etc.] 	 
	
[bookmark: _Toc447282926][bookmark: _Toc41913845][bookmark: _Toc43889995]Recruitment Webinars and Site Communication
[Outline schedule and approach for site recruitment webinars, and any additional touch points around site communication.]
 
[bookmark: _Toc41913846][bookmark: _Toc43889996]Site-Specific Escalation Plan
[bookmark: _Toc447282918][Outline escalation plan for triggers and actions for sites.]
   
[bookmark: _Toc41913847][bookmark: _Toc43889997]Risk and Contingency Management
[Outline the risks associated with this study in terms of recruitment timelines and milestones, and list out the contingency strategies, triggers, and the action plan addressing those risks.]

[bookmark: _Toc41913848][bookmark: _Toc43889998]Study Communication 
[Outline communication strategy and meetings among recruitment partners involved in supporting the study.] 
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