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This document uses a form developed for MDSAP ; the audit was not performed under MDSAP
1. Audit Information
Schemes Applicable to the Audit
If for schemes other than MDSAP the nonconformities are documented on a different form, the check box for each of these other schemes may be left unchecked.  
Include the Facility's Response to Nonconformities (Optional)
2. Nonconformity Summary
Grade 1
Grade 2
Grade 3
Grade 4
Grade 5
Total
Number of NC
Relevant to MDSAP
The auditing organization must determine if the audit is subject to a 5-day notice (considering the relevance of the nonconformities under the MDSAP).
NC Ref.
Statement on Nonconformity
ISO 13485 Clause
Scheme  & Grade
Status*
3. Nonconformity Details (see following pages)
Individual Nonconformity Information
The nonconformity is relevant under the following schemes
If for schemes other than MDSAP the nonconformities are documented on a different form, the check box for each of these other schemes may be left unchecked.  
Unsatisfied requirements
Nonconformity grading
QMS Impact
Repeat NC ?
Failure to document 
and implement ?
Is the nonconformity the combination of the failure to document and to effectively implement a required procedure?
Nonconforming Products Released ?
MDSAP Grade
Major/Minor Grade
Auditee's response to the nonconformity
I. Remediation plan
Outcome of the investigation of the nonconformity, including its cause analysis
Proposed correction, to fix the observed nonconformity
Proposed corrective action, to address the cause of the nonconformity and prevent recurrence
II. Evidence of implementation
Evidence of implementation of the proposed correction
Evidence of implementation of the proposed corrective action
Nonconformity status
The organization responded to the nonconformity
The outcome of the investigation of the nonconformity and the analysis of its causes are adequate
The organization's response specifies adequate corrections to fix the observed nonconformity
	The organization provided evidence of full implementation of the correction
	The timeline to implement the correction was respected
	The correction appears to be effective
The organization's response specifies adequate corrective actions to prevent the reoccurrence of the observed nonconformity
	The organization provided evidence of full implementation of the corrective action
	The timeline to implement the corrective action was respected
	The corrective action appears to be effective
Comments of the auditors or reviewer on the auditee's response and on the nonconformity status
9.0.0.2.20120627.2.874785
FDA/CDRH/OC
Form developed to support the international Medical Device Single Audit Program (MDSAP) to record audit noncomformities.
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