Roche Diagnostics Corporation                                                                           CAPA Number: 

Supplier Corrective Action Request (SCAR)                           
      Date Issued: 

 CORE-SMT-02AWI-FM1(ver. 5.0)                                                                         Response Due Date: 

Supplier Information (to be completed by Supply Chain Quality)
	Supplier SAP No: 
	Qty: 

	Supplier Name: 
	Business Area: 

	Part Description: 
	Part No: 

	Supplier Contact & Phone: 
	Lot No: 


1. Description of Nonconformance: (to be completed by Supply Chain Quality)
Note: Itemize each non-conformance(s)  under Major and Minor heading.
To add text begin here: 
_________________________________________________________________________________________
2. What has been done to isolate or contain the issue: (to be completed by Supplier)
Supplier should list steps taken to ensure nonconforming product is not delivered to Roche.  If not applicable, state why.
To add text begin here:
_________________________________________________________________________________________
3. Root Cause Analysis: (to be completed by Supplier) 
Supplier response should address the following for the Root Cause Analysis:

What specifically caused the nonconformance? 2. How was the root cause determined? 3. Is the nonconformance system related or is an isolated incident? 4. Has this same issue been seen on the product or
 Note for Major Risk: Supplier must  complete Roche 5 Why Template sent with this SCAR form to help determine the root cause. The completed 5 Why Template must be attached with the supplier corrective action response.
To add text begin here:
__________________________________________________________________________________________

4. Corrective Action Plan: (to be completed by Supplier) 
        CA Completion Date: ​​_________________

Supplier should address the following for the CA Plan:

1. Does the CA address the root cause? 2. What is the immediate correction or containment actions vs. the long term fix to the issue? 3. Will the CA require a revalidation of the process being affected? 4. What is the date the CA is to be implemented? 5. Is this CA applicable to other products?
To add text begin here:
__________________________________________________________________________________________

5. Effectiveness Verification Plan: (to be completed by Supplier)
Verification Date: ________________

Supplier should address the following for the Verification Plan:

1. What data will be monitored to verify the effectiveness of the CA Plan? 2. What is the date of the proposed verification? 3. When the verification has been completed, objective evidence must be forwarded to the Case Coordinator listed below.
Note: Roche expectation is to obtain verification evidence within 60 days from the SCAR Issue Date.
To add text, begin here:
__________________________________________________________________________________________

Note: In order to be considered an acceptable response, supplier must sign and date this form.

Supplier Signature: _________________________

Date: ____________________

Printed Name: ______________________________________________

Title: ______________________________________________________






 

	Case Coordinator:   Phone; 317-521-XXXX     Fax: 317-521-XXXX   E-mail: 
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