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Instructions for filling in the form 
Auditing Organization: Select in the list. It will fill in both the DUNS and AOID fields.
 
DUNS: Auditing Organization identifier issued by Dun & Bradstreet. This field is filled in when an AO is selected, but it can be updated if necessary. In such case, a pop-up window opens to request confirmation to ignore the calculated value. 
 
Nonconformity#: 2-digit chronological number of the nonconformity issued during this particular assessment.
 
Related Assessment Report: This field is filled in automatically by the form, but the date needs to be corrected because the date of issue of the nonconformity may differ from the starting date of the assessment. 
 
Reference of the Unmet Requirement: Each nonconformity must refer to a unique requirement, from any of the assessment criteria. In case the nonconformity refers to a requirement from another source than  IMDRF MDSAP WG documents N3 or N4, or ISO/IEC 17021, the source document containing the requirement must be specified.
 
Statement of nonconformity: Explain in what fashion the specified requirement was not satisfied.
 
Supporting Evidence: Specify factual examples demonstrating that the requirement was not satisfied.
 
Grading:  The grading is determined with reference to the current draft document IMDRF MDSAP WG N11 chapter 5.4. It ranges between 1 and 4. A recommended grade must be determined considering the unmet requirement clause, as specified in the appendix 1 of the IMDRF document, and whether it is a repeat NC. The assessor may increase or decrease the final grade, by recording the rationale.         
 
Due Date for Providing a Remediation Plan: The documented remediation plan must be submitted within 15 working days from the day the nonconformity(s) was issued.  Priority shall be given to any nonconformity graded as a 3 or 4.  Upon request, additional time may be granted by the recognizing Regulatory Authority for responses to Grade 1 or 2 nonconformities.  
 
The Auditing Organization shall subsequently provide the recognizing Regulatory Authority(s) with evidence of implementation of correction and corrective actions for any nonconformities graded 3 or 4, according to the timeline confirmed by the recognizing Regulatory Authority(s) as an outcome of the review of the remediation plan. Any nonconformities graded 1 or 2 will be followed up on the next Assessment.
 
Assessor: Specify full name and the Regulatory Authority (e.g. John P. Smith, FDA).
 
Signature: In the Nonconformity and the Remediation Plan sections, electronic signature of the assessor or the Auditing Organization contact person. As a result of applying the electronic signature, the fields of the section become "read only" and cannot be modified.
 
Comments on the Identified Nonconformity: Optional field, for the Auditing Organization to provide views on the identified nonconformity, for example to acknowledge the nonconformity or clarify some context information. When the Auditing Organization objects to the nonconformity, It must initiate the appeals process. 
 
Investigation, Cause Analysis and Impact Analysis: Result of the analysis of the extent, cause(s) and consequences of the observed nonconformity
 
Correction Plan: Action planned by the AO to eliminate a detected nonconformity. 
 
  
Corrective Action Plan: Action planned by the AO to eliminate the cause of a detected nonconformity.
 
Effectiveness Criteria: Planned methods and endpoints to determine if both the implemented correction and the corrective action are effective at eliminating the nonconformity and its cause.
 
Escalate: When one of the specified conditions is met (the action is repeatedly inappropriate, the agreed or specified timeline for implementation or effectiveness check are not met), the nonconformity is forwarded to MDSAP RAC for review and decision with regards to the condition of MDSAP recognition or maintenance of the MDSAP recognized status. 
 
Closed nonconformity: Nonconformity can be closed only when the following criteria are met:
-         The action plan, including the investigation and root cause analysis has been deemed acceptable; AND
-         The action has been implemented (as supported by evidence); AND
-         The effectiveness of the action plan has been verified.
Note: The status of a nonconformity as “closed” indicates the end of the follow-up process of the nonconformity by the regulatory authorities. It is not an endorsement of the complete and satisfactory resolution of the nonconformity. It does not prevent the regulatory authorities from re-assessing the topic and, in the light of additional information collected, issue a new nonconformity on the topic.
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