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L+ UGS PLM Value Proposition:
© End-to-End Visibility, Traceability & Change Mgmt
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<« Lifecycle Visibility, Traceability & Change Mgmt:
‘ Globally Scalable PLM Foundation
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Y _ Lifecycle Visibility, Traceability & Change Mgmt:

© End-to-End PLM Business Applications

Systems Engineering & Requirements Management
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1" Teamcenter & FDA Accelerator Overview

» Customer Needs:
» Eliminate waste & errors related to finding and assembling regulatory documentation
» Confidently manage change to support incremental innovation.
» Capture and understand the device lifecycle --linkage from requirements through
development, production and service/disposal
» Easy set-up, administration and use

» Teamcenter & FDA Accelerator Capabilities
» Organize and find eDHF (Design Hisotry File)
& eDMR (Device Master Record) information
» Streamlined config mgmt & change control
» Complete change history with audit functionality
» Templates for DHF, DMR, organizational responsibility,
release & change processes

» Benefits
» Save Time and Effort — single source of product and process “truth”

» Designed-in quality — avoid errors — compliance as work byproduct vs. additional activity

» Consistent process management resulting in organizational efficiency & effectiveness

» Complete Lifecycle Visibility, Traceability and Configuration Mgmt




FDA Accelerator:
Design History File

DHF Yiewer - Teamcenter Engineering ¥9.1.2.1
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ﬁi FDA Accelerator:

MDI ¥iewer - Teamcenter Engineering ¥9.1.2.4
File Edit Report D
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What's the problem?

Visibility
Traceability
Change Mgmt



v . Teamcenter FDA Accelerator

© Capability Review Scenarios

1. Organize and find eDHF & eDMR information

2. Templates for creating and managing DHF,
DMR and related documents

3. Streamlined change control

» CAPA process demonstration

4. Complete change history with audit reports
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LY

9~ Organize and find eDMR information

Customer Need: Eliminate waste and errors related to
finding and assembling regulatory
documentation to support the product
development and manufacturing process.

Teamcenter & FDA Accelerator Capability
» Simplified DHF & DMR views
» Simplified searching

» Manage DHF / DMR revisions and history

12



LY

9~ Organize and find eDMR information

» Demonstration movies

DHF Navigation DMR Navigation
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!b“_’, Benefits

» Save Time and Money — Creating a single source of
product and process “truth” for eDHF & eDMR

» Eliminate redundant or ineffective systems

» Get the right information to the right person at the right
time

» Improve Quality

» Designed-in quality — avoid errors -- work product v.
additional activity
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LY

9~ Templates for Creating & Storing DMR / DHF

Customer Need: Easy set-up, administration and use of
the PLM system

Teamcenter and FDA Accelerator Capability

» Templates
» DHF Stages & Structure
» DMR Structure
» Document Attributes
» Process Templates = Wizards for Creating New Items

» Conformance Checks

15



LY

9~ Templates for Creating & Storing DHF / DMR

» Demonstration movies

DHF Creation DMR Creation

16



!b“_’, Benefits

» Easy to use

» Employees use the wizards to guide them through DHF &
DMR creation

» System auto-relates items together (cut and paste)

» Document are automatically linked to the DHF / DMR

» All asms, parts, documents, devices have revision history
» Reduce required training
» Consistent process management
» Wizard ensures complete records

» Auto-render to PDF

17



\h“'} Streamlined Change Control

Customer Need: Confidently manage change to
support incremental innovation.

Teamcenter & FDA Accelerator Capability

» Engineering change process
» Notification and work distribution by group and role
» Impact Analysis
» Track and monitor progress

» Capture signoff history and results

» Integrated with your CAPA process

18



. Streamlined Change Control

» Demonstration movies

EC process resulting Impact Analysis
from a CAPA submission
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\h“’, Benefits of Streamlined Change

» Organizational efficiency

» Orchestrated task distribution by role and group

» Repeatable processes
» Organizational effectiveness
» Context of actions

» Context of data/document change (impact analysis)

» Supports compliance-- audit trail
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4 Traceability, Traceability, Traceability

Customer Need: Capture and understand the device lifecycle --
linkage from requirements through development,
production and retirement

Teamcenter & FDA Accelerator Capability

» Complete Lifecycle Management
» Capture the “web” of related product / process info
» Revision history > Approval history = Audit reports
» Quality Assurance — Right Data, Right People, Right Time
» Configuration Mgmt & Security

» Document Services: Obsolesce, Periodic Review, Training
notifications

21



< MDI Viewer

MDI Vicwer [ Gen erus) - dbasDBA
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¢ D00BI3IA, - Cutter Base
& 0053 - Slide
& 0006312 - Sleeve, Main
& 000ES0 - Trigger
& 00070114 - Pin
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B O00G95-A
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B 000G99-2
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00069974 - Handle, Right

& D00G9E-2

UGMASTER

00059548 - Handle, Left
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UGMASTER

00065448, - Probe Shaft Assy
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UGMASTER

O0OGSE8L, - Probe Shatt, Top

g 000G94-4
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00053458, - Probe Shaft, Bottom
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GWMASTER
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B 000690-C
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& DO0701 -2

UGMASTER
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< MDI Viewer

» Reporting Capability

Device Master Record

Device: 000014/B - Basic Laparoscope

Revision Rule: Latest by &lpha Eev Order Effectiv
Date: 23-Oct-2005 1127

Device Structure

Name
Handle Mg Info
Probe Wiz Info

Release Status References
26-0ct-2005 14:38 | Released for Production|000014/E - Basic Laparcscope
26-0ct-2005 15:02|Released for Production|000014E - Basic Laparoscope

Document Type Dataset Type Date Released
Mamufacturing  [PDF
MMamufactunng  [PDF

000014E - Basic Laparoscope
|__ DODES6EMA - Basic Laparoscope

PDF

|__ OD0&99/A - Handle, Right

Handle QA& Info

Quality

26-0ct-2005 14:55|Eeleased for Production|000014/E - Basic Laparoscope

|__ DO0&98/A - Handle, Left

Handle Specification

Specification

PLFE

26-0ct-2005 15:00

Eeleased for Production

000014/ - Basic Laparascope

|__ DO0&EB4HA - Probe Shatt Assy

Probe QA& Info

Quality

PDF

26-0ct-2005 14:50

Eeleased for Production

000014/ - Basic Laparoscope

|__ DODEB6LA - Probe Shaft, Top

Probe Specification

Specification

I,
PDEF %

26-0ct-2005 14:46

Eeleased for Production

000014/ - Basic Laparascope

|__ D00&E5444 - Probe Shaft, Bottom
|__ DO0&E93MA - Cutter Base

000022E8

Specification

PDF

27-0ct-2005 12:49
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000014/ - Basic Laparoscope

|__ DODEB3/MA - Shde

000696-4
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00069614 - Basic Laparoscope

D00EB1LA - Sleeve, Iain

000&99-4
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00069944 - Handle, Bight

000690/C - Trigger

000698-A
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D00698/A - Handle, Left

|

|

|__ 000701/4 - Pin

|__ 000680/4 - Blade Assy

000&84-4

TGMASTER

00068414 - Probe Shaft Assy

D00ERG-A

TGMASTER

DO0&686LA - Probe Shaft, Top

|__ 000692(A - Blade Holder, Right
|__ OD0689/A - Blade Holder, Left

000&694-4

TGMASTER

00069444 - Probe Shaft, Bottom

|__ DO0ES7MA - Blade

000&E93-A

TGMASTER

00062374 - Cutter Base

|__ 000702/4 - Clip

000&E83-4

TGMASTER

DO0683/4A - Shde

|__ DOD&E95MA - Bpring Assy

D00&ERT-A

TGMASTER

00068144 - Sleeve, Main

|__ ODOEB5/A - Spring
|__ O0D&EBBLA - Spring Sleeve

000&20-C

TG ASTER

000690/C - Trigger

0007071-A

TGMASTER

00070144 - Pm




4= New Audit Capability (Cont.)

» Periodic Document Review Report

i Inbox - Dutlook Express - sgerus

J File Edit Wiew Tools Message Help

R . & @& & | G X | g8 | B =

Create Mail Reply Reply &l Forward Print Delete Send/Recy Addresses Find

te=l IRk sgerus

Folders X | AEE R | subject | Received  +

A Cutlook Express B4 sgerus DMR for ItemRev not released 10,/28,/2005 11

E@ Local Folders EAsgerus DMER for ItemRev not released 10/28/2005 11
& Inbox (7) EAsgerus Document Review Required 10/28/2005 11
@ Outbox i1 sgerus Document Review Required 10/28/2005 11
SE Sent Ttems b sgerus Document Review Required 10/28/2005 11
@ Deleted Items (26) EAsgerus Document Review Required 10/28/2005 11
5B Drafts Document Review Required 10/28/2005 11

4]

From: sgerus To: sgerus
Subject: D evw Required

Tou have new Teamcenter Engineering madl from Geris, Scott (sgerus)

sontats ¥ [ Task Mame: The document '"000005T-Test 4' has been released '2' days back. This document needs to be reviewed.

There are no contacts ko display, Wick
on Conkacks ko create a new conkack

Geras, Scoft

7 messagels), 7 unread @ Working Online |E 7 new message(s)




4= New Audit Capability (Cont.)

» Document Reviewer notified via Teamcenter Mail

| M}T Navigatnr [ erus, Scott(sgerus) -«

‘Iﬂ'l Home | |j Inboxes
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4= New Audit Capability

» Revise and Release new Document
» System creates new PDF and Releases

» Earlier Revision status changed to Obsolete

zed for Production
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New Audit Capability (Cont.)

» Users attempting to open obsolete documents get
warning.

» Audited if opened.

Rl
apropriste status, This document must not be used for Production.
: gudited.

=20 Releazed for Production
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4= New Audit Capability (Cont.)

» System adds Obsolete Watermark

0%’

N

%tt Gerus Nt e
Dt SE-Sap-

23 I:! 14 234703 +0530
Design Engineer Design Managel
— =

Production Engineer Quality Engineer
= =

Document Comtrolter Quality Mamager ——




\h“’, Traceability Benefits

» Complete Lifecycle Visibility, Traceability and Configuration
Mgmt

» Save Time and Effort — single source of product and process
“truth”

» Designed-in quality — avoid errors — compliance as work
byproduct vs. additional activity

» Consistent process management resulting in organizational
efficiency & effectiveness
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% Questions?

Thank You!
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