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Canadian Cancer Clinical Trials Network
Patient Recruitment Tool

Corrective Action Plan

[bookmark: Text1]This Corrective Action Plan (CAP) will help identify key issues surrounding low patient recruitment for an ongoing clinical trial. As the Principal Investigator for this study, the goal is to provide you with the necessary support and resources for your actively recruiting trials in an effort to complete patient recruitment. Please note, failure to complete and return this CAP form will result in closure of the trial listed below.


Part 1: Clinical Trial Information

[bookmark: Text2]Date: 	Date the plan was written/sent
[bookmark: Text3]To: 		PI
[bookmark: Text4]From:	Manager/Head of CTD

[bookmark: Text5]RE:	Low Patient Recruitment to Trial name

Reason for this CAP:

[bookmark: Text7][bookmark: Text8][bookmark: Text9][bookmark: Text10][bookmark: Text11][bookmark: Text12]Trial name opened to recruitment on date with an intended patient recruitment plan of enter plan: number of patients/timeframe. However, to date, number patient(s) have been recruited and number patient(s) have been screened. The expected recruitment was projected to be number by date.


Part 2: Clinical Trial Commitment

Overall, how committed are you in recruiting to this trial? Please rate your engagement below:


	
	
	
	
	

	1
	2
	3
	4
	5

	Not committed/
engaged
	Somewhat
committed/
engaged
	Unsure
	Committed/
engaged
	Very committed/
engaged












Part 3: PI Assessment of Low Recruitment

1. Why do you feel recruitment is lower than expected? Check ALL that apply:


















 
   
  
Please briefly explain your response(s):



2. Was there a formal recruitment plan developed prior to opening this trial? 

Please explain the original recruitment plan. Do you feel this plan has been implemented to the best degree possible?:


Why was a plan not developed?:


3. Based on the above assessment, what do you think will help bolster recruitment to this trial? (i.e. what is your “revised” or new recruitment plan?):


Part 4: Revised/New Recruitment Plan

4. What help will you need to implement the revised recruitment plan? Check all that apply:














   

Feel free to explain your responses or provide additional information:


Part 5: Next Steps

How confident are you that the revised recruitment plan will help overcome the identified barriers to recruitment?


	
	
	
	
	

	1
	2
	3
	4
	5

	Not confident

	Somewhat
confident
	Unsure
	Confident
	Very confident


 

[bookmark: Text13]Target date the revised recruitment plan will come into effect: Date filled in by PI

[bookmark: Text14][bookmark: Text15]Further evaluation will be done in timeline selected by Manager/Dept Head, e.g., 3, 6, 9, 12 months after the revised recruitment plan is implemented. If patient recruitment continues to be lower than expected, enter action to be taken, e.g., the trial will be closed.

Further Comments or Concerns:
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Eligibility criteria is too strict 


image3.wmf
Cumbersome pre-screening/screening process 


image4.wmf
Patient population not as large as anticipated


image5.wmf
Unsure of study status (whether the trial is open or closed)
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Unsure of recruitment targets


image7.wmf
Forgetting to offer trial options to patients 
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Disinterest in the study question 
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Lack of investigator buy-in 
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Patients not interested to participate (specify common reasons below) 
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Disengaged staff/difficulty working together 


image12.wmf
Competing studies for this patient population 
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Difficulty working with the sponsor/unrealistic sponsor demands 


image14.wmf
Lack of readily available study information (e.g. posters, pamphlets) 


image15.wmf
Lack of clinical trials visibility in clinic 


image16.wmf
Too much work (e.g. signing documents, lengthy visits, etc) 
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Lack of appropriate resources to effectively run the study 
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Unable to champion recruitment to the study 
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Clinic is too busy to call the study coordinator 
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Unsure who to call and/or difficulty reaching someone 
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Other - Specify below:  
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Yes
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No
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Regular emails and updates from the study coordinator 
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Study coordinator should be present and/or provide regular updates at meetings 
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Increase visibility of clinical trials information in clinic 
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Increase visibility of study coordinators in clinic 
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Improve access to clinical trials resources 
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Create study specific materials to aid recruitment (e.g. info sheets, flyers, etc) 
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Negotiate additional resources/services to support the study 
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Study specific training for primary team 
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Assistance with pre-screening/screening activities, flag charts if potentially eligible 
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Organize all studies in one place (e.g. DST flowsheet, physician trial list, etc) 
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Liaise with sponsor regarding eligibility criteria and/or study expectations 
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Improve communication with study team 
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Other 

– 

Specify:  
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