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DESIGN REVIEW PROCEDURE
PURPOSE:
This document gives guidelines and recommendations for preparation, conducting and reporting of Design Reviews using the form 1390 6114 Design Review Agenda/Report.
SCOPE:
The procedure covers Design Reviews for NPD projects (Ref. 2) hosted by PerkinElmer Life and Analytical Sciences, Wallac Oy.
RESPONSIBILITY:
The Quality Director, Turku Site, is responsible for the content of this procedure and for initiating document changes.

Quality Management (QM), Project Managers and the personnel participating in the Design Review process are responsible that the document is followed as written and intended.


Lisätään sisällysluettelo!! (Dokumentointi)
GENERAL

Design Reviews are held to provide a documented, comprehensive, and systematic evaluation of the project phase outputs, to verify that the outputs meet the design requirements, user requirements and intended uses, to verify that the quality requirements are met, to iden​tify any potential problems, and to approve proceeding of the project. Design Reviews are chaired by independent QM representatives.

DEFINITIONS
	TERM
	DEFINITION

	CoE
	Center of Excellence

	DHF
	Design History File

	DR
	Design review

	Independent Reviewer
	Person responsible for providing an independent, unbiased, objective, expert evaluation and assessment of the project deliverables. The person must not be intimately involved in the development of the product under review but must have the necessary education, experience, and training to provide an expert opinion on the adequacy and correctness of the reviewed product and deliverables (e.g., design, document, etc.).

	NPD
	New Product Development

	Project Leader/Manager
	Person carrying the overall responsible of development project. He/she typically leads/manages a team of individuals with the overall objective of releasing validated product/system. The Project Leader/Manager is considered the central point of control in a project and participates in the day-to-day development and/or validation/qualification activities.

	QA
	Quality Assurance

	QM
	Quality Management

	RA
	Regulatory Affairs

	R&D
	Research & Development


PREPARATION FOR THE DESIGN REVIEW
Preparation for a Design Review should start early enough in order to enable the people to deliver the requested reports and to review the material. The time required for preparation depends on the scope and complexity of the project.  A general timeline for the preparation is:
Latest two weeks before the Design Review following tasks have to be completed:

· Project Manager agrees the review date and the scope of the review with QM 
· Project Manager sends a meeting request to reserve the time and to confirm the availability of the reviewers.
· Project Manager delivers or circulates the draft versions of documents to their approvers. 

· Project Manager sends out the Readiness Report templates to the involved functions and requests those to be filled in, signed and sent back latest one week before the review
Latest one week before the Design Review following tasks have to be completed:

· Project Manager ensures that the documents have been finalized, approved and signed. 
· Function Manager ensures the readiness of the requirements listed in the Readiness Report, gives the conclusion regarding acceptability, and submits the report. 
If some minor requirement has not been fulfilled, the function manager can still conclude to approve the Readiness Report, if appropriate justifications are given.

· Project Manager collects the Readiness Reports from the involved functions.

· Project Manager fills in the Design Review Agenda.
· Project Manager delivers the Design Review Agenda to the review attendees and makes the review material available in electronic format. Paper format shall be submitted when requested.
Before the Design Review:

· Required reviewers review the material with regard to their responsibility areas and when necessary ensure the acceptability within their functions.
· Required reviewers and other review participants send their feedback to Project Manager and QM

USE OF THE DESIGN REVIEW AGENDA/REPORT TEMPLATE 

The Design Review Agenda/Report template is used:
· for planning and informing the participants about the review scope, required representatives and material to be reviewed

· as an agenda during the review

· for reporting the results of the review, and

· for recording the signatures of the required representatives from the involved functions 

GENERATING DESIGN REVIEW AGENDA 

The Design Review Agenda shall be filled by the Project Manager with the assistance of QM as instructed below.
· Fill in the Title box and all the sections from I to VI

· Throughout the template, do not change the topics on grey background!
Note: The title box will be printed on each page in order to identify the pages.
	Date
	

	Project name (unique ID)
	

	Product no & name (when defined)
	

	Version/revision no. (when applicable)
	

	Project Manager / Presenter
	


Project Manager:
Open the Design Review Agenda/Report Template. Select View / Print Layout mode and double click the Title box. Change the document name to AGENDA and fill in the Title box information. 
· Date is the date of the Design Review (DD.Mon.YYYY)
· Project name has to be unique for each separate project (i.e. each separate set of Design Reviews)
· Fill in the Product number and name. Do not include the Product name until it is officially approved
· In case of a software product, fill in the version number of the software to be released (which should appear also in the Project name)

· Fill in the name of the project manager

	I   Design                   

    Review
	Project  scope
	       Review scope (check correct one)

       FORMCHECKBOX 
 - original review                     FORMCHECKBOX 
 - repeated review


Project Manager:
Fill in the level and scope of the Design Review into the table. When two or more reviews are combined, mark all that apply.

	II    Required representatives of all involved functions:

	Function 
	Name
	Title


Project Manager:
Fill in the required representatives from the involved functions as decided with the QM. Only the listed functions and one representative from each function are given here – other attendees are listed in section X. Confirm their availability and fill in the names and Titles. Recommended representatives are:

· QM: Quality Manager, Senior Manager – Regulatory Affairs, or equivalent
· R&D: Technology Manager, Technical Reviewer, R&D Director of CoE, or equivalent 
· Business: Product Manager, Business Leader, or equivalent
· QA: Quality Assurance Manager, or equivalent
· Operations: Production Manager, or equivalent

In case the project does not involve chemistry or instrument operations, mark those functions as “Not Applicable”.

Write the same name of lists, except QM representative, to section IX.

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


Project Manager
Fill in the latest revision of all previously reviewed documents and any new documents to be reviewed... Mark the documents to be reviewed with “X” in the third column.

At the end of the project this table shows all the latest revisions of the reviewed documents. If you have combined some of the required documents, ensure you have filled in the table where to find the information (document name and the chapter(s).

When required documents have appendices as separate electronic files, list these below the document name.
	IV   Readiness Reports 
	Author and date


Project Manager:
List the Readiness Reports for the Design Review as indicated by the table. Readiness Reports are generated by using the applicable forms (Ref. 3-10)
	V    Other Documents or Records 
	Author and date/revision number


Project Manager:
List possible other documents or records necessary or optional for the review. Fill in the document name, author and date/revision number into applicable columns.
VI   Action items from previous Design Reviews
Project Manager:
List all the action items (Minor Deficiencies and/or Corrective Actions) from the previous review report(s) and possible escalated items from other linked Design Reviews. For each action item give a description, report or refer to the report of performed activities and mark the current status in the last column (Open / In process / Completed). 

CONDUCTING DESIGN REVIEW
The Chairman (QM) opens the meeting and verifies that following prerequisites have been met:

· the meeting invitation has been sent early enough to all required attendees and other review participants
· project deliverables for the meeting have been submitted early enough to all attendees

· all the required attendees (or nominated substitutes) are present

The Chairman verifies the status of the action items from previous Design Review.

The Presenter (Project Manager) introduces all deliverables of the Design Review.
The Chairman keeps meeting minutes to capture any comments, deficiencies and action items
The final conclusion of the products validity with respect to the intended use is based on Design Validation Report. The Design Validation Report summarizes In-house Design Validation, System Testing and/or Performance Evaluations. The content and adequacy of these documents shall be specifically reviewed in DR5.

For each action item, agree the due date and nominate the person responsible for the action item. The due date may also be next Design Review when appropriate.

The Chairman summarizes the findings of the Design Review (including any deficiencies or corrective actions), and declare the decision (Approved or Rejected) of the review.

GENERATING DESIGN REVIEW REPORT

The Chairman fills in the Design Review Report by utilizing the existing, pre-filled Design Review Agenda. The review report is completed after the review within a reasonable timeframe (e.g. one week). 

· If necessary, update any of the sections from I to VI 

· Complete sections from VII to X.

Chairman:
Open the Design Review Agenda. Select View / Print Layout mode and double click the Title box and change the document name to REPORT. 

VII   Meeting notes

Chairman:
Record the general notes of the review. These notes do not form obligatory tasks for the project - such are defined in Minor Deficiencies or Corrective Actions in section VIII. However this part may also be used to elaborate the defined tasks.

VIII   Design Review decision
Chairman:
Summarize the possible required actions in Minor Deficiencies or Corrective Actions according to the review decisions.
	IX   Design Review Report approvals by the involved functions:

	Function 
	Name
	Signature & date


Chairman:
At the end of the review or after the review take approvals from the required representatives of the involved functions. If the originally required representative is unavailable, add the name of the substitute to the Name  column, and take the approval signature of the substitute.

In case of a teleconference, copy/copies of this page should be printed out in order to collect the approval signatures from the other locations. 
	X     Other attendees in the Design Review:

	Name
	Function


Chairman:
Fill in the names and functions of the other attendees; no signature is needed.
AFTER THE DESIGN REVIEW

Chairman:

· Finalize the Design Review Report.
· Mail the electronic version of the report to the attendees, and the original and signed report to the Project Manager 

Project Manager / any other person responsible for defined action items:
· Perform the required action items and prepare to report the status of them in the repeated or next Design Review.

· Add the original and signed Design Review report received from the QM, and all approved revisions of the documents in the DHF. 
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