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	Major/

Lesser
	Deficiency
	CAPA

	Identify Subject # and/or Documents Involved 

	Major
	Use of printed protocol booklets to capture patient reported scale for measurement 

	Root Cause Analysis:
· The deficiency occurred after email communication was provided to staff on [Insert Date] clarifying the use of the scale from the study manual only and not from within the protocol guidelines.  
· Feedback from the subject CRC at the time of this event was unable to be obtained as she had left the institution prior to the notification of this finding.
The following CAPA was implemented on [Insert Date]:

1. A copy of the scale obtained from the Study Manual Guide is now located with all other related study specific forms for increased clarity and more direct staff access.

2. CAPA review and process re-education was provided to the research team on [Insert Date] for all team members, per attached documentation.
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