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UGS PLM Value Proposition:
End-to-End Visibility, Traceability & Change Mgmt

DHRDHR
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Lifecycle Visibility, Traceability & Change Mgmt:
Globally Scalable PLM Foundation

DHRDHR
Core Product Lifecycle
Management Foundation
Core Product Lifecycle
Management Foundation
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Lifecycle Visibility, Traceability & Change Mgmt:
End-to-End PLM Business Applications

DHRDHR

Program Execution MgmtProgram Execution Mgmt

Collaboration / VisualizationCollaboration / Visualization
Supply Chain IntegrationSupply Chain Integration

Systems Engineering & Requirements ManagementSystems Engineering & Requirements Management

Mfg Process MgmtMfg Process Mgmt

Outsource Mfg Mgmt
Mfg Execution Sys

MRO

Outsource Mfg Mgmt
Mfg Execution Sys

MRO

FDA Regulatory ComplanceFDA Regulatory Complance
Advanced Product Config MgmtAdvanced Product Config Mgmt

Core Product Lifecycle
Management
Foundation

Core Product LifecycleCore Product Lifecycle
ManagementManagement
FoundationFoundation
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Teamcenter & FDA Accelerator Overview

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

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

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
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FDA Accelerator:
Design History File

Design Inputs

Design Outputs

Design Stages
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FDA Accelerator:
Managing DMR Configurations

Device BOM Controlled DMR Documents

Current Config

Add or Remove Documents



10



11

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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Organize and find eDMR information

Teamcenter & FDA Accelerator Capability
Simplified DHF & DMR views
Simplified searching
Manage DHF / DMR revisions and history

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

Demonstration movies

Video ClipVideo Clip

DHF NavigationDHF Navigation DMR NavigationDMR Navigation
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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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Templates for Creating & Storing DMR / DHF

Teamcenter and FDA Accelerator Capability

Templates

DHF Stages & Structure

DMR Structure

Document Attributes

Process Templates = Wizards for Creating New Items

Conformance Checks

Customer Need:  Easy set-up, administration and use of 
the PLM system
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Templates for Creating & Storing DHF / DMR

Demonstration movies

Video Clip Video Clip

DHF CreationDHF Creation DMR CreationDMR Creation
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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
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Streamlined Change Control

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

Customer Need:  Confidently manage change to 
support incremental innovation.
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Streamlined Change Control

Demonstration movies

Video ClipVideo Clip

EC process resulting
from a CAPA submission
EC process resulting
from a CAPA submission

Impact AnalysisImpact Analysis
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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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Traceability, Traceability, Traceability

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

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

Reporting Capability
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New Audit Capability (Cont.)

Periodic Document Review Report
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New Audit Capability (Cont.)

Document Reviewer notified via Teamcenter Mail
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New Audit Capability

Revise and Release new Document

System creates new PDF and Releases

Earlier Revision status changed to Obsolete
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New Audit Capability (Cont.)

Users attempting to open obsolete documents get 
warning.

Audited if opened.
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New Audit Capability (Cont.)

System adds Obsolete Watermark
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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!


