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Company Information Update Form


Dear customer:

To enable appropriate planning for your next audit, TÜV SÜD Japan would like to request you to provide the following information regarding updates and / or changes since the last audit. 

Please add the correct information and return the form to us together with your latest organization chart by e-mail (mhs@tuv-sud.jp) or by fax (+81-3-3372-4122/ Tokyo or +81-6-6396-0280/ Osaka)

Company information (only within thick lines if no changes)

	Date：
	Phone：

	Company Name：
	Fax：

	Contact Person/ Section：
	Email：

	Name of Management Representative
(for Quality System)：
	Contact for Invoicing：

	Quality Manual Revision：
Revised date：
Please submit the latest version before the audit.


1）Information related to the Quality system or product status. 

1. Mark “Yes” if any changes, mark “No” if no changes.

2. If “Yes”, please fill in the change notification(CN) number in “CN” column.

(If CN has not submitted yet, please state the reason in Note column)

A) ISO Standards (ISO9001, ISO13485)

	A
	Item Changed / Planned to Change
	No
	Yes
	CN 
	Note：

	A-1
	Company Name/ Address：
	
	
	
	

	A-2
	Scope of certificate：
	
	
	
	

	A-3
	Application standard：
	
	
	
	

	A-4
	Organization：
	
	
	
	

	A-5
	Substantial subcontractors：
	
	
	
	


B) Regulatory Affairs (MDD, CMDCAS, GMP)

	B
	Item Changed / Planned to Change
	No
	Yes
	CN 
	Note：

	B-1
	Applied product scope：
	
	
	
	

	B-2
	EU Representative：
	
	
	
	

	B-3
	List of CE-marked product：
	
	
	
	Please submit the latest list before the audit.

	B-4
	Substantial changes to above products (e.g. intended use)：
	
	
	
	

	B-5
	Sterilization method：
	
	
	
	

	B-6
	Process/ Process- environment：
	
	
	
	

	B-7
	Substantial subcontractors：
	
	
	
	


2）Vigilance Information　（Please fill in if applicable）
	C
	
	No
	Yes
	Product 
(CE marked?)
	Country
	Corrective action initiated？
	Report Status

	C-1
	(Near) Incident/Recalls occurred：
	
	
	
	
	
	


3) Additional Information　(Please mark if applicable)

	D
	Already applied/ planned to apply
	No
	Yes
	Note：

	D-1
	Canadian requirements, 13485 certification：
	
	
	

	D-2
	GMP Audit：
	
	
	

	D-3
	TUV Mark certificate (Certificate number)：
	
	
	


4）Number of employees per certified facility (within certified scope)

	Facility Name
	Total employees number
	Scope under ISO13485
	Scope under ISO9001

	
	
	Design
	Production
	others
	Design
	Production
	others

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	


* Example for others: Purchase, Administration, Quality assurance, Sales etc.

5) Supplier Audit　(Please fill in if applicable)

	Company Name
	Address
	Main commissioned business
	Number of employees

	
	
	
	


6) Special request for the next audit:

Thank you very much for your cooperation.

TÜV SÜD Japan Ltd., MHS Division
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