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Planning Phase

Kick Off Protocol Customer

Design & Functional

Acronyms & Definitions o
Description

>stof R ¢ %o } v *] eople DQ Plan

E-Validation Plan Software Validation Plan

Project & Quality Plan (D)
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Design Phase

>st }( Derils

DesignReview Rotocol

Interface Definition

dE ]0]8CxD §

Installation

Testing Phase

Operation

Software Validation Test FAd

OQ Plan FAD wid@ol

R < po$-eotoctd E

~d

N d Biodol

Validation Report
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Level 1

* Kick-O -Protocol

* Acronyms & De nitions
« List of People

* Design Review » Square Parts

* E-Vailidation-Plan » Change-Management
*DOC * Open-Issues-List

* List of Materials * FAT & SAT

* Interface De nition * Training

* IT/OT
* Mech. Tests
» Drawings

Level 2

* PM/QM-Plan

* DS+FS

* DQ-Plan & Protocol
* E-FMEA incl. Report

* Traceability-Matrix

* Software Validation

* E-1Q Plan & Protocol
* E-OQ Plan & Protocol

Level 3

« Validation Report
« Customer Speci ¢ Documents
« Approval Documents Purchased Parts
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