



Supplier Change Request Form
General Information
	Change Request Number: 
	RDCI-YY-SCRF-XXXX

	Supplier Quality Engineer: 
	


Section 1 – Change Initiation.  This section is completed by the supplier.  Upon completion supplier should send the form electronically to Roche in a word format to the following email inbox: indianapolis.dc-scr@roche.com.
	Supplier Name:
	     
	Supplier #:
	(to be added by Roche)

	Supplier Contact:
	     
	Phone #:
	     

	E-mail:
	     
	Date Submitted:
	     


Affected Materials
	Roche Material Number
	Material Description
	Supplier Material Number

	     
	     
	     

	     
	     
	     

	     
	     
	     


Add or remove lines as needed in the table above and then delete this comment.
Change Request Details

	Description of the change: 

     

	Description of change implementation plan at supplier location: 

     

	Proposed timeline for implementation:

     

	Justification/Rationale (Provide rationale for change along with testing/validation data to support change):

     


Type of Change (Supplier to complete)
	1
	Change in product design (e.g., Any change in the physical, functional, and performance characteristics or specifications that uniquely identify a component or device and determine its interchangeability in a system).

Examples:
· Material formulation change 

· Change to stability/reliability claims

· Change in analyte range

· Material performance change

· Regulatory filing

· Computer / software change 
	 FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No

	2
	Change in production equipment, production processes, or process controls, efficiency improvements.
Examples:
· Inspection or measurement system change (includes process, sampling plan and test equipment changes)

· Software or hardware updates that are tied to production controls

· Tooling/assembly fixture refurbishment (major repairs)

· Equipment relocation

· New-alternate/improved processing equipment
	 FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No

	3
	Change to a raw material or component used to build a product for Roche

Examples:
· Reformulation of a raw material or subcomponent
· Change in manufacturing method to produce a raw material (direct supplier for Roche or subcontractor to direct supplier for Roche)
· Change to raw material supplier (direct supplier for Roche or subcontractor to direct supplier for Roche)
· Change in raw material manufacturing location (direct supplier for Roche or subcontractor to direct supplier for Roche)
	 FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No

	4
	Change of location for manufacturing, assembly, testing, storage, packaging or shipping due to move, capacity expansion, cost reduction or any other reason. No direct impact on the part/component. No change in material, equipment, processes for this change. Quality/reliability of the part/component is not impacted.
	 FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No

	5
	Change to shipping or packaging of product

Examples:
· Dating change
· Labeling change
· Container change
· Temperature control method change
	 FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No

	6
	Other (explain):      
	 FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No


Impact Assessment to Supplier’s Processes/Products (Supplier to complete)
	Description
	Assessment/Rationale (list impacted documents)

	Does the change potentially affect the product or process documentation?

Check one: 

  FORMCHECKBOX 
   Yes        FORMCHECKBOX 
   No
	Check All that Apply

 FORMCHECKBOX 
 Risk Assessments (Product/Process/Design)/FMEA

 FORMCHECKBOX 
 Specifications

 FORMCHECKBOX 
 Test/Inspection Procedures

 FORMCHECKBOX 
 Manufacturing Instructions

 FORMCHECKBOX 
 Policies/Procedures

List documents potentially impacted or rationale for no potential impact:

Supplier must provide explanation in this section.  The text in red should be deleted.

	Does the change potentially affect the Roche requirements as defined in specification or purchasing requirements?
Check one: 

  FORMCHECKBOX 
   Yes        FORMCHECKBOX 
   No
	Describe potential impact or rationale for no impact.

Supplier must provide explanation in this section.  The text in red should be deleted.

	Does the change potentially impact the validated manufacturing process?

Check one: 

  FORMCHECKBOX 
   Yes        FORMCHECKBOX 
   No
	Describe potential impact or rationale for no impact.
Supplier must provide explanation in this section.  The text in red should be deleted.

	Does the change potentially impact the approved packaging/transportation method for the product?

Check one: 

  FORMCHECKBOX 
   Yes        FORMCHECKBOX 
   No
	Describe potential impact or rationale for no impact.

Supplier must provide explanation in this section.  The text in red should be deleted.

	Does the change potentially impact any business or logistics requirements?

Check one: 

  FORMCHECKBOX 
   Yes        FORMCHECKBOX 
   No
	Describe potential impact or rationale for no impact.

Supplier must provide explanation in this section.  The text in red should be deleted.

	Does the change potentially impact component/part traceability?

Check one: 

  FORMCHECKBOX 
   Yes        FORMCHECKBOX 
   No
	Describe how traceability will be established for the component/part number (e.g. date codes, lot number, site/location code, serial number or any other methods that should establish a beginning point for this change).
Supplier must provide explanation in this section.  The text in red should be deleted.

	Does the change potentially require revisions to an approved control plan?

Check one: 

  FORMCHECKBOX 
   Yes        FORMCHECKBOX 
   No
	Describe potential impact or rationale for no impact.

Supplier must provide explanation in this section.  The text in red should be deleted.


Section 2 – Preliminary Assessment. This section is completed by Roche Supplier Quality.

	Affected DC Change Control Systems: Check all that apply from below. Describe what additional steps are required for evaluation of each change control system.
 FORMCHECKBOX 
   Product Change Control
Tracking #: _______________
Describe:      
 FORMCHECKBOX 
   Process Change Control 
Tracking #: _______________
Describe:      
 FORMCHECKBOX 
   Document Change Control 
Tracking #: _______________
Describe:      
 FORMCHECKBOX 
   Other 
Tracking #: _______________
Describe:      
 FORMCHECKBOX 
   Supplier Data: Supplier provided data or documentation is sufficient in support of the Change Request. 

Describe:      
Expected Timeline for completion of action(s):        

Justification: Provide justification for the proposed disposition of this change request.

     
Supplier Change Control Board Signatures:
DC Supplier Change Control Board approvals signify approval of the plan to qualify the proposed change including the impact assessment and the required deliverables necessary to approve the change.  Final disposition of the change control occurs upon approval from DC Supplier Quality Management in Section 3. 
Approval of this document is electronic.  Refer to electronic signatures in the current document management system for Change Control Board approval.


Section 3 – Final Disposition. This section is completed by DC Supplier Quality. Final disposition is approved by DC Supplier Quality Manager or designee.
	Completion of action(s): Provide a brief summary below for completion of actions that were listed in Section 2.  Attach appropriate documentation as objective evidence.  When no update is required add N/A below. 
This SCR is not ready for full approval since all deliverables required in section 2 have not been satisfied.  Remove these two sentences and add appropriate comments when the SCR is ready for final disposition.
Change Request Status: 
 FORMCHECKBOX 
 Approved
 FORMCHECKBOX 
 Cancelled/Rejected
Reason for Cancellation/Rejection:       


	Supplier Quality Management:

Approval of this document is electronic.  Refer to electronic signatures in the current document management system for DC Supplier Quality Management approval.


