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 Define audits by assigning the lead 

auditor, and by describing the audit 

type, scope and timeframe 

 Define and manage the requirements 

for each audit.   

 Leverage pre-defined requirement 

checklists for ISO 13485-2003 and 

the Medical Device Directive 

 Manage internal, external and sup-

plier audits 

 

 Record audit results marking each 

requirement as conforming, non con-

forming, or not applicable 

 Record observations, major non con-

formances, and minor non confor-

mances 

 Document findings with appropriate 

completed actions and/or Corrective 

And Preventive Actions (CAPAs) 

 View the audit summary report in-

cluding all findings, actions, and 

CAPAs 

Audit Management Highlights 


