Tips for Completion:
Root Cause:  Explain specifically why a finding occurred – what was the root cause?  For example, Missing Data:  Explain exactly why the data is missing – data management error, subject refused to answer, subject inadvertently missed the questions, etc.
Preventative and corrective action plan:  Again, be specific – use a simple, measurable solution to address the root cause.  Training is/can be a portion of your plan but not the only aspect.  How will you and your staff prevent reoccurrence?  For example, Regulatory File document(s) missing:  “A Study Coordinator from another study will cross-check regulatory files annually.”
For more guidance and information related to preparing corrective and preventative action (CAPA) plans, refer to the following OHSP seminar entitled “CAPA Plans:  Solutions, not Blame” dated 2/25/2014, which includes a video recording.
This information is available on the OHSP website under Seminar Materials  at: www.rochester.edu/ohsp/education/seminars/seminarMaterialsDownload.html

<print on Department Letterhead>
Date:		<date that the Note to the Study File is written>
To:		<protocol number followed by ‘Regulatory File’ or ‘Study File #’>
From:		<name and title of person writing the NTF along with their signature>
Issue:		<description of problem>
Root Cause:	<why did the problem occur?>
Corrective and Preventative Action Plan:
<how the existing problem was solved, by whom and when; if the problem cannot be solved, i.e. missing data, document the attempts to obtain the data and note the data is unable to be captured>; <action taken to prevent the recurrence of this problem in the future; education and/or SOP revision or creation, as applicable>
Resolution:	<how the problem was solved, by whom and when; may be the same date as the memo>
Additional Information:	<comments or other relevant information>

Signature:  							Date: 					
Study Role:  ______________________________
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