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Supplier Self Audit Form


Company Information
Please fully complete this self-audit.  Those areas that are not applicable, please indicate “N/A”.

Please attach any additional information that you feel necessary for proper completion and understanding of this report
	Manufacturing/

Distribution

Facility
	Company Name

     
	Telephone Number

     

	
	Address

     
	Fax Number

     

	
	City-State-Zip

     

	
	Parent Company Location

     
	Other Manufacturing Locations

     


	Manufacturing/

Distribution

Facility

Management

(Please attach organization    chart if available)


	
	Name
	Title

	
	Overall Operation Responsibility
	     
	     

	
	Manufacturing
	     
	     

	
	Technical Engineering
	     
	     

	
	Purchasing
	     
	     

	
	Quality
	     
	     

	
	Inside Sales/Customer Service
	     
	     

	
	Sales Representative
	     
	     


Required:   The Seller shall not make any material changes to the: source of material; site of manufacture; composition of any raw material; method of producing, processing or testing; contractors of producing, processing or testing; component specification; or instructions for use without advance notification to and written approval by Buyer.
General

	How long has your company been in business
	 FORMCHECKBOX 
 <1 year
	 FORMCHECKBOX 
 1-5 years 
	 FORMCHECKBOX 
 5-10 years
	 FORMCHECKBOX 
 10-20 years
	 FORMCHECKBOX 
 20+ years

	Total number of employees
	 FORMCHECKBOX 
 <10
	 FORMCHECKBOX 
 10-30
	 FORMCHECKBOX 
 30-100
	 FORMCHECKBOX 
 100-500
	 FORMCHECKBOX 
 Over 500


What is your primary business or service function provided?

     
Customer Distribution:

	
	Percentage of Total Business
	Years of Involvement

	Terumo Cardiovascular Systems
	     
	     

	Medical Industry
	     
	     

	Largest Customer
	     
	     

	Largest Industry
	     
	     


Quality Management

Does your company have a quality manual that describes the systems and controls implemented by your company to assure the quality of its products and services?

 FORMCHECKBOX 
 YES
 

 FORMCHECKBOX 
 NO
Does your company’s quality control program meet any national or international standards (i.e. ISO 9000)?

 FORMCHECKBOX 
 YES
 → Please list standard and registering body along with providing a copy of the certification:      
 FORMCHECKBOX 
 NO

How does your company establish quality goals and objectives?

     
Please describe your company’s system to handle customer complaints and respond in a timely manner with corrective action.

Please list standard turnaround time for customer complaints:      
     
Document, Procedures and Records Control

How does your company control changes to engineering drawings and specifications?
How does your company ensure that Terumo Cardiovascular Systems’ product specifications are accurately translated into production requirements and quality assurance test and acceptance requirements?

     
What is your company’s policy on the removal of obsolete drawings / documents?

     
How does your company communicate raw material specification to its suppliers?

     
How does your company inspect characteristics of incoming raw materials that affect the safety, function, life and/or appearance of finished products and how are those results recorded?

     
Is there is an approved supplier list for each raw material, part or service procured? 

     
What measures does your company have in place to ensure that changes to any aspects of source of material, site of manufacture, composition of raw material and method of producing product are communicated and pre-approved by Terumo Cardiovascular Systems?

     
What measures does your company have in place to ensure that changes to any aspects of source of material, site of manufacture, composition of raw material and method of producing product made by your suppliers are communicated and pre-approved by your company?

     
Calibration

Describe your company’s calibration program.
Inspection and Testing
How does your company define and structure quality assurance test and acceptance processes?

How does your company define final product release criteria?
Does your company generate certificates of conformance for finished products? 
How does your company document the inspection results of finished product?

     
How long does your company maintain its inspection records?

     
Non-Conforming Material

How does your company identify and segregate non-conforming material?

     
If your company reworks material, how does it assure that reworked material is acceptable to the current specifications? 

     
Corrective and Preventive Action
What measures does your company have in place to validate or verify internal corrective and preventive actions to ensure that they are effective and do not adversely affect the goods or services supplied?

Statistical Process Control

Does your company use SPC to qualify and monitor production processes? 

 FORMCHECKBOX 
 YES

 FORMCHECKBOX 
 NO

Process Control
Does your company have documented work instructions that are used to control of manufacturing processes, inspection operations and testing?

 FORMCHECKBOX 
 YES

 FORMCHECKBOX 
 NO

Do you use specific test stands to complete product releases?

 FORMCHECKBOX 
 YES  → Please identify how the stands are identified and how they are used. 
 FORMCHECKBOX 
 NO

Does your company have a traceability system in place?

 FORMCHECKBOX 
 YES  → Please describe how lot numbers are generated:      
 FORMCHECKBOX 
 NO

	Completed by
	Signature
	
	Date  

     

	
	Print
	     

	
	Title
	     


PLEASE RETURN COMPLETED FORM VIA FAX OR MAIL:

Attn: Materials Management

Terumo Cardiovascular Systems

6200 Jackson Rd

Ann Arbor, MI 48103

FAX: 734-741-6444
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