
MDSAP AS F0012.1.001 Witnessed Audit Flowchart
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This flowchart illustrates the process described in the procedure MDSAP AS P0012.001 on Witnessed Audit.  This process involves the Auditing Organization, the Assessment Program Manager (or APM), and the Assessment Team.The Assessment Program developed according to procedure MDSAP AS P0005 determines when witnessed audits are performed. The planning phase of the Witnessed Audit Process includes the following steps:-	The Assessment Program Manager liaises with the Auditing Organization to get the planning of audits;-	The Assessment Program Manager selects the audit to witness, informs the Auditing Organization and requests the Auditing Organization to complete the Manufacturer Profile Form;-	The Assessment Program Manager selects assessors to witness the selected audit.  Selected assessors must accept the assignment.  If a selected assessor can’t perform the service, the Assessment Program Manager seeks another assessor;-	The Assessment Program Manager confirms the assignment and provides the necessary information to the assessors;-	The Assessment Program Manager liaises with the Auditing Organization and assessors to schedule the witnessed audit.The Witnessed audit phase includes the following steps:-	The Assessment Team conducts a pre-audit meeting with the Auditing Organization’s Audit Team, before the audit begins;-	While the Auditing Organization’s Audit Team conducts the audit, the Assessment Team observes it and fills out the witnessed audit checklist and performance form;-	The Auditing Organization’s Audit Team conducts the audit’s closing meeting; -	The Auditing Organization’s Audit Team writes the audit report and, if applicable, the nonconformity reports, and sends them to the manufacturer and the Assessment Team;-	The Assessment Team reviews the audit report and the manufacturer nonconformity reports;-	The Assessment Team drafts the witnessed audit report and, as necessary, the Auditing Organization nonconformity reports.  The Assessment Team Leader sends the report(s) to the Auditing Organization prior to the assessment closing meeting;-	The Assessment Team Leader leads the closing meeting with the Auditing Organization Audit Team and the Auditing Organization’s representative(s);-	If Auditing Organization nonconformities were identified, the Assessment Team Leader ensures the implementation of the Auditing Organization Nonconformity process as described in the procedure MDSAP AS P0015 up to the comments of the assessment team to the Auditing Organization’s response and remediation plan;-	The Assessment Team finalizes the witnessed audit report and recommendation on the Recognition Decision, and sends the assessment file to the Assessment Program Manager.The Assessment Program Manager is then responsible for the implementation of the Technical Review and Recognition Decision process, per procedure MDSAP AS P0017 and if applicable, of the Assessment Program process, per procedure MDSAP AS P0005, to update the Assessment Program taking into account the recommendations from the Assessment Team and/or the decision from the Technical Review and Recognition Committee.
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