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 SUBJECT   \* MERGEFORMAT 
Design review agenda/report
	Date
	DD.Mon.YYYY

	Project name (unique ID)
	

	Product no. & name (when defined)
	

	Version/revision no. (when applicable)
	

	Project Manager / Presenter
	



The purpose of this review is to confirm that the requirements of the Design Reviews indicated in the table below have been met according to the Quality System.
	I
Design Review
	Project

scope
	Review scope (check correct one)

	
	
	
	
	Original review
	
	
	Repeated review

	
	
	
original review
	

	
	System
	

	
	
	Hardware
	

	
	
	
	Software
	

	
	
	
	
	Reagents
	

	DR1
	
	
	
	
	Concept phase

	DR2
	
	
	
	
	Planning phase

	DR3
	
	
	
	
	Verification phase

	DR4
	
	
	
	
	Development phase

	DR5
	
	
	
	
	Evaluation phase


	II
Required representatives of all involved functions

	Function
	Name
	Title

	QM (Independent reviewer)
	
	

	R&D (Technical expertise)
	
	

	Business
	
	

	Quality Assurance
	
	

	Operations - Chemistry
	
	

	Operations - Instruments
	
	


	III
Required Deliverables
	List of Deliverables and their current revision number
(X = Reviewed in this Design Review)

	DR1
	User Requirements Specification
	
	

	DR2
	Requirements Specification
	
	

	DR2
	Project Plan (Preliminary in DR1)
	
	

	DR2
	Product Risk Management Plan
	
	

	DR2
	Risk Control Record
	
	

	DR2
	Technical Feasibility Report
	
	

	DR3
	Verification Plan
	
	

	DR4
	Verification Report
	
	

	DR4
	Introduction Plan
	
	

	DR4
	Service & Support Plan
	
	

	DR4
	Design Validation Plan
	
	

	DR5
	Design Validation Report
	
	

	DR5
	Product Risk Management Report
	
	


	IV
Readiness Reports
	Author and date

	DR2
	DR3
	DR4
	DR5   
	Documentation - Hardware
	

	DR2
	DR3
	DR4
	DR5
	Documentation - Software
	

	DR2
	DR3
	DR4
	DR5
	Documentation - Reagents
	

	DR2
	-
	DR4
	DR5
	Purchasing
	

	DR2
	-
	-
	DR5
	Registration
	

	-
	DR3
	DR4
	DR5
	Production
	

	-
	DR3
	DR4
	DR5
	Quality Assurance
	

	-
	-
	DR4
	DR5
	Customer Service & Logistics
	


	V
Other Documents or Records
	Author and date/revision number

	DR1
	
	

	DR2
	1390 4835
Checklist of essential requirements
	

	DR3
	
	

	DR4
	
	

	DR5
	1390 4932
Licenced product survey
	

	DR5
	1390 4835
Checklist of essential requirements
	


	VI
Action items from previous Design Reviews


	Minor Deficiences
	Responsible person
	Status

	
	
	

	Corrective Actions
	Responsible person
	Status

	
	
	


	VII
Meeting notes


	VIII
Design Review decision


	
	APPROVED - The reviewers agree that the requirements of this Design Review have been fulfilled and that the project may proceed as planned.

	
	


	
	The minor deficiencies listed below will be reviewed by the given due date or in the next Design Review.


	Minor deficiences
	Due date
	Responsible person

	
	DD.Mon.YYYY
	


	
	REJECTED - The reviewers agree that the requirements of this review have not been fulfilled.


	
	Repeat review has to be arranged after following corrective actions have been completed.


	
	Repeat review with limited required attendees has to be arranged after following corrective actions have been completed.

	
	


	Corrective actions
	Responsible person

	
	


	IX
Design Review report approved by the involved functions

	Function
	Name
	Signature & date

	R&D
	
	

	Business
	
	

	Quality Assurance
	
	

	Operations - Chemistry
	
	

	Operations - Instruments
	
	


	X
Other attendees in the Design Review

	Name
	Function

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	


On behalf of the review group and Quality Management, the chair of the review group (signature & date),

__________________________________________
< name >

Quality Manager, < technology >
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