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	SAAS Corrective Action Report (CAR):  Form 415A


A completed copy of this Form 415A shall be left with the CB at the end of conclusion of the SAAS audit.

	CB Name
	name of accredited CB 

	CB Contact Name
	name of local contact/representative/Lead Auditor 

	Title
	title of person receiving the CAR 

	Email
	email of person receiving the CAR 

	CB Contact Telephone
	phone number of person receiving the CAR 


	SAAS Lead Auditor Name
	     

	SAAS Lead Auditor Email
	     

	Audit Start Date / Audit Number
	      / Cumulative Audit Number

	CAR Issue Date
	     

	Accreditation Audit Type
	 FORMCHECKBOX 
 Office                   FORMCHECKBOX 
  Witness                       FORMCHECKBOX 
  Other  


To Be Completed by SAAS Lead Auditor for Each Individual Non-Conformity Issued
	CAR #

	Normative Document
	Clause No.
	Critical / Major / Minor 
	Details of Non-conformities


	Due Dates (guidelines per P. 201A:2015, Figure 7)

	     
	SAAS / ISO procedure or CB reference
	     
	     
	Requirement(s) not fulfilled
May be more than one
	Date Root Cause Analysis, Correction  and Corrective Action Plan Due
     

	Statement of Non-Conformity 
Summarized finding / conclusion with actual/potential depth and scope of the NC statement
	Date Corrective Action Implementation Due

     

	Objective Evidence Observed

Identity of records / files / samples  upon which NC statement is based
	Date Evidence of Effective Implementation Due (closure) to be determined upon review of plan.


	It is expected that one or more of the following method/s of verification of effective implementation of corrective action will be required by SAAS: 
	 FORMCHECKBOX 
 SAAS Document Review        
 FORMCHECKBOX 
 SAAS Office Audit  
 FORMCHECKBOX 
 SAAS Witness Audit  

 FORMCHECKBOX 
 Other/Special Audit/MSV         
 FORMCHECKBOX 
 Unable to determine yet; dependent on RCA and CAP 


--------------------------------End of 415A Report---------------------------------
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	SAAS Corrective Action Report (CAR) Form: Form 415B

Root Cause Analysis and Correction/Containment


Root Cause Analysis and Correction/Containment: 

Root cause analysis is a method of problem solving used to identify the root causes of faults or problems. It is necessary to determine the root cause in order to take effective corrective action.  CBs shall use Root Cause Analysis to address all individual non-conformities issued by SAAS to look deeper into problems and find out why they are happening.  The CB should use an appropriate process to determine cause.  Examples of processes include: Fishbone (Ishikawa) Diagram, Pareto Analysis, 5 Why’s. The CB shall also take any immediate action to eliminate the detected non-conformity.  An individual copy of this Form 415B shall be completed by the CB for a single non-conformity and submitted to the SAAS Lead Auditor (with a copy to the SAAS Program Coordinator).

To Be Completed by CB for Each Individual Non-Conformity Issued
	CB Name
	     

	CB Contact Name
	name of person completing the form on behalf of CB 

	CAR Reference Number
	     

	Immediate Correction/Containment Action Undertaken (as appropriate)
	CB shall provide a description of the immediate action taken to correct what was found during the audit as well as what the CB found as a result of the audit 

	Date Containment Action Completed
	     

	Root Cause Analysis
	provide the outcome of the root cause analysis

	Methods Used by CB to Determine Root Cause
	describe the process used to determine root cause. Example: internal audit, management review, analysis of metrics.

	Date Root Cause Analysis Completed by CB
	     


Evaluation of Submitted Root Cause and Correction/Containment: To Be Completed by SAAS Lead Auditor
	Does the result of the root cause analysis avoid simply repeating the finding? 
	 FORMCHECKBOX 
  Yes        FORMCHECKBOX 
  No         

	Would effective actions addressing the root cause(s) identified be likely to prevent the non-conformity from reoccurring?
	 FORMCHECKBOX 
  Yes        FORMCHECKBOX 
  No         

	Does it appear that the root cause analysis conducted by the CB addresses a fundamental issue(s) without any obvious “why” questions remaining? (If a “why” question can reasonably be asked about the root cause analysis, this indicates the analysis did not go far enough) 
	 FORMCHECKBOX 
  Yes        FORMCHECKBOX 
  No         

	When the answer above is no, provide an explanation:
	include a brief explanation only if necessary


	SAAS Lead Auditor RCA review: summary and recommendation
	 FORMCHECKBOX 
  The root cause analysis and determined root cause/s appear to adequately identify all issues giving rise to the non-conformity identified.

 FORMCHECKBOX 
  The root cause analysis and determined root cause/s do not appear to adequately identify all issues giving rise to the non-conformity identified.  Revision and resubmission is required and shall be submitted again by the following date      .

	Comment
	include a brief comment only if necessary


	SAAS Lead Auditor Name
	     

	Email
	     

	Date Root Cause Analysis Review Completed
	     


--------------------------------End of 415B Report---------------------------------
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	SAAS Corrective Action Report (CAR) Form: Form 415C

Corrective Action Plan


Corrective Action Plan: 

The CB shall take steps to develop a plan to undertake action to eliminate the cause of a non-conformity and prevent recurrence.  An individual copy of this Form 415C shall be completed by the CB for a single non-conformity and submitted to the SAAS Lead Auditor (with a copy to the SAAS Program Coordinator).

To Be Completed by CB for Each Individual Non-Conformity Issued

	CB Name
	     

	CB Contact Name
	name of person completing the form on behalf of CB 

	CAR Reference Number
	     

	Date Corrective Action Plan Submitted
	     

	Corrective Action Plan Identified As A Result of Non-Conformity Finding and Subsequent Root Cause Analysis
	include detailed corrective action plan and dates and location of implementation 

	Method by Which the CB Will Confirm Effective Implementation of Plan and Action
	the CB shall provide a brief description of how it will confirm effectiveness of the corrective action taken 


Evaluation of Corrective Action Plan: To Be Completed by SAAS Lead Auditor

	Does the corrective action plan include actions to address the root cause(s)? 
	 FORMCHECKBOX 
  Yes       FORMCHECKBOX 
  No         

	Does the corrective action plan include the implementation of sufficient and effective controls in order to eliminate the cause of similar potential non-conformities?
	 FORMCHECKBOX 
  Yes       FORMCHECKBOX 
  No         

	Does the corrective action plan appropriately address the scope and magnitude of the identified non-conformity?
	 FORMCHECKBOX 
  Yes       FORMCHECKBOX 
  No         

	Does the corrective action plan appear to address the systematic weakness(es) that permitted the violation to occur?
	 FORMCHECKBOX 
  Yes       FORMCHECKBOX 
  No         

	When the answer above is no, provide an explanation:
	include a brief explanation only if necessary


Evaluation of Current Status of CAR: To Be Completed by SAAS Lead Auditor

	Is a document review by SAAS required to show evidence of effective implementation?
	 FORMCHECKBOX 
  Yes        FORMCHECKBOX 
  No     
If yes, describe the documents that need to be reviewed.    

	Is an office audit required to show evidence of effective implementation?
	 FORMCHECKBOX 
  Yes        FORMCHECKBOX 
  No 
If yes, in what location?

	Is a witness audit required to show evidence of effective implementation?
	 FORMCHECKBOX 
  Yes        FORMCHECKBOX 
  No
If yes, in what location?    If yes, does SAAS need to witness a specific auditor?     

	Is a market surveillance visit or other special audit required to show evidence of effective implementation?
	 FORMCHECKBOX 
  Yes        FORMCHECKBOX 
  No    
If yes, in what location?     


	SAAS Lead auditor CAP review: summary and recommendation
	 FORMCHECKBOX 
  The corrective action plan appears to adequately address root causes of the non-conformity as identified through the root cause analysis.

 FORMCHECKBOX 
  The corrective action plan does not appear to adequately address root causes of the non-conformity. Revision and resubmission is required.  Revision and resubmission is required and shall be submitted again by the following date      .

	Comment
	include a brief comment only if necessary


	SAAS Lead Auditor Name
	     

	Email
	     

	Date CAP Review Completed
	     


--------------------------------End of 415C Report---------------------------------
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	SAAS Corrective Action Report (CAR) Form: Form 415D:
Corrective Action Implementation


Implementation of Corrective Action Plan: 

The CB shall submit objective evidence that the corrective action has been implemented to eliminate the cause of a non-conformity and prevent recurrence.  Evidence of implementation shall be sufficient to show the plan is being implemented as outlined in the response (and on schedule).  [The CAR is not closed until the action taken is verified to be effective.] An individual copy of this Form 415D shall be completed by the CB for a single non-conformity and submitted to the SAAS Lead Auditor (with a copy to the SAAS Program Coordinator).

To Be Completed by CB for Each Individual Non-Conformity Issued

	CB Name
	     

	CB Contact Name
	name of person completing the form on behalf of CB 

	CAR Reference Number
	     

	Date Evidence of Corrective Action Submitted
	     

	Evidence of Corrective Action Undertaken As A Result of Non-Conformity Finding and Subsequent Root Cause Analysis
	provide a summary of the evidence of corrective action undertaken 
list the evidence being submitted along with the supporting documentation


Evaluation of Submitted Evidence: To Be Completed by SAAS Lead Auditor

	SAAS Lead Auditor review of evidence of action: summary and recommendation
	 FORMCHECKBOX 
  The evidence of action provided by the CB appears to adequately address the non-conformity as identified.

 FORMCHECKBOX 
  The evidence of action provided by the CB does not appear to adequately address the non-conformity as identified and shall be revised and submitted again.  Revision and resubmission is required and shall be submitted again by the following date      .

	SAAS Lead Auditor Explanation of Non-acceptance (if applicable):
	     


	Does the evidence submitted provide evidence of EFFECTIVE implementation? 
	 FORMCHECKBOX 
  Yes          FORMCHECKBOX 
  No         

	Is evidence available to show that the CB has adequately confirmed the effectiveness of the corrective action(s) undertaken?
	 FORMCHECKBOX 
  Yes          FORMCHECKBOX 
  No         

	When the answer above is no, provide an explanation:
	include a brief explanation only if necessary


	SAAS Lead auditor review of effectiveness: summary and recommendation
	 FORMCHECKBOX 
  The evidence provided by the CB demonstrate effective implementation and verification of effectiveness of the corrective actions to address the non-conformity identified.

 FORMCHECKBOX 
  The evidence provided by the CB does not demonstrate effective implementation and verification of effectiveness of the corrective actions to address the non-conformity as identified.  Revision and resubmission is required and shall be submitted again by the following date      .

	SAAS Lead Auditor Explanation of Non-acceptance (if applicable):
	     


Upon Review of the Submitted Evidence: Current Status of Non-Conformity: 

The CB’s corrective action shall have been implemented in such a way as to be effective to address the non-conformity and prevent future recurrence.  The CAR is not closed until the action taken is verified to be effective.

	Current CAR status, as evaluated by the SAAS auditor upon receipt of evidence:
	 FORMCHECKBOX 
  open (further actions and follow-up required)
 FORMCHECKBOX 
  accepted (based upon evidence of the actions outlined in the corrective action plan; NC remains subject to SAAS verification of effectiveness)
 FORMCHECKBOX 
  closed (based upon SAAS verification of effectiveness)


	If CAR is not closed, the following steps shall be required:
	     

	If CAR is not closed, the steps shall be submitted by this due date:
	     


	SAAS Lead Auditor Name
	     

	Email
	     

	Date Evidence Received
	     

	Date Evidence Review Completed
	     


--------------------------------End of 415D Report---------------------------------
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