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	Project number and name
	     

	Design Review Phase
	 FORMCHECKBOX 
 DR2      FORMCHECKBOX 
 DR3      FORMCHECKBOX 
 DR4      FORMCHECKBOX 
 DR5

	

	

	Requirements for DR2   
	YES      NO      N.A.

	Required language versions decided and the list sent to Multilingual Documentation 
	 FORMCHECKBOX 
      FORMCHECKBOX 
      FORMCHECKBOX 


	

	Requirements for DR3   
	YES      NO      N.A.

	Schedule for kit inserts and labels approved by Multilingual Documentation
	 FORMCHECKBOX 
      FORMCHECKBOX 
      FORMCHECKBOX 


	DHF established
	 FORMCHECKBOX 
      FORMCHECKBOX 
      FORMCHECKBOX 


	List of significant new terms defined
	 FORMCHECKBOX 
      FORMCHECKBOX 
      FORMCHECKBOX 


	

	Requirements for DR4   
	YES      NO      N.A.

	New item numbers opened in the materials management system
	 FORMCHECKBOX 
      FORMCHECKBOX 
      FORMCHECKBOX 


	New product configurations created in the materials management system
	 FORMCHECKBOX 
      FORMCHECKBOX 
      FORMCHECKBOX 


	New instructions, SOPs and material specifications created and approved
	 FORMCHECKBOX 
      FORMCHECKBOX 
      FORMCHECKBOX 


	Product Specification(s) created and approved
	 FORMCHECKBOX 
      FORMCHECKBOX 
      FORMCHECKBOX 


	English kit inserts approved
	 FORMCHECKBOX 
      FORMCHECKBOX 
      FORMCHECKBOX 


	Labels approved
	 FORMCHECKBOX 
      FORMCHECKBOX 
      FORMCHECKBOX 


	Calibration certificate of the product created and approved
	 FORMCHECKBOX 
      FORMCHECKBOX 
      FORMCHECKBOX 


	Product Information Sheet (PIS) created and approved (when required)
	 FORMCHECKBOX 
      FORMCHECKBOX 
      FORMCHECKBOX 


	English version of the MSDS created
	 FORMCHECKBOX 
      FORMCHECKBOX 
      FORMCHECKBOX 


	

	Requirements for DR5   
	YES      NO      N.A.

	Item numbers and configurations (for in-house use transferred to Manufacturing’s domain in the materials management system)
	 FORMCHECKBOX 
      FORMCHECKBOX 
      FORMCHECKBOX 


	Instructions, SOPs and material specifications transferred to Manufacturing’s domain
	 FORMCHECKBOX 
      FORMCHECKBOX 
      FORMCHECKBOX 


	Product Specification(s) transferred to Manufacturing’s domain
	 FORMCHECKBOX 
      FORMCHECKBOX 
      FORMCHECKBOX 


	Instructions for use
	English versions – ready to be made available for printing
	 FORMCHECKBOX 
      FORMCHECKBOX 
      FORMCHECKBOX 


	
	language version(s) – approved and ready to be made available for printing
	 FORMCHECKBOX 
      FORMCHECKBOX 
      FORMCHECKBOX 


	Labels transferred to Manufacturing's domain
	 FORMCHECKBOX 
      FORMCHECKBOX 
      FORMCHECKBOX 


	Pdf of the calibration certificate created and transferred for use
	 FORMCHECKBOX 
      FORMCHECKBOX 
      FORMCHECKBOX 


	PIS transferred to Manufacturing’s domain
	 FORMCHECKBOX 
      FORMCHECKBOX 
      FORMCHECKBOX 


	Required language versions of the MSDS created
	 FORMCHECKBOX 
      FORMCHECKBOX 
      FORMCHECKBOX 


	Corporate Item Master (CIM) form – needed information collected
	 FORMCHECKBOX 
      FORMCHECKBOX 
      FORMCHECKBOX 


	Risk Management File established
	 FORMCHECKBOX 
      FORMCHECKBOX 
      FORMCHECKBOX 


	DMR Index created
	 FORMCHECKBOX 
      FORMCHECKBOX 
      FORMCHECKBOX 


	

	CONCLUSION 

	Regarding Documentation, the project
	 FORMCHECKBOX 
     
	can
	 FORMCHECKBOX 
   
	cannot        be approved for the given Design Review.

	Comments  
	     

	Made by  
	From Documentation:
     
	Date  
	     


