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Presentation Outline

· Where we Started with eDHF
· System/Process Modifications
· Requirement Tracing
· Conclusion
· Desired Teamcenter Enhancements
· Q & A
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DHF Document Categories

· Inputs  (Design History File)
· Planning 
· Design Input
· Design Reviews
· Risk Management
· Design Changes
· Design Verification
· Design Validation
· Design Transfer

· Outputs   (Device Master Record Index)
· Design Output

· Engineering & Mfg. Documentation 
· ( Mechanical Models , Electrical, software, Labeling, Mfg. Processes)
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Input Documentation

· Documents
· Project Plans
· Verification Plan
· Software Design
· Design Review Minutes
· User Needs
· Product Requirements
· Detailed Design 

Specifications
· Risk Analysis
· Verification Protocols
· Verification Reports

· Change Records
· Design Change Record
· Design Document Change 

Record



May 20065Productivity Improvement Comes From More Than Just A Medical Device History File © 2006 
Abbott

eDHF With Relations

Design Documents
DDCRs
(Design Document Change Request)

Design History File

Change History File

Engineering Change Notice

Product

DCR
(Design Change Record)

Production (Output)
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Initial Document Release Process

DesignChangeRecord

Design Document Change Request

Design Document

Creation

Approval

Final Review
Submit

Last Years Planned Release Process!
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First Document Life Cycle

•Stamps PDF Files
•Routes Document To DDCR  LC
•All Reviewers must Approve/Reject
•One Rejection sends Document to be Fixed
•QA Review
•Document Approval

Paper oriented paradigm for the first electronic process

Replace QA review with 
system check
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Life Cycle Per Document Type

Users wanted more flexibility for selecting Roles!
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Signature Matrix
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Alpha Plan X X
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Design Review Practice X
Feasibility Plan
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Present Document Release Process

Design Document

Creation

Approval

Document Change Request
Created with Document

Submit

Users Wanted Simple Way to Manage Change!
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New Document Life Cycle

 

System Should Perform Checks
•Presentation File Present
•Approved Change Object
•Sets Effectivity Date
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One Review Step For Change Record

One Step review for all Document Types



May 200613Productivity Improvement Comes From More Than Just A Medical Device History File © 2006 
Abbott

Reviewer List

 

All Roles associated with Review Step with Conditions
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Ad-Hoc Selection of Roles

 

Add Roles To Review List
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Reviewer Condition

 

Reviewer Condition Determines if: 
• Has Role  been selected for signature
• Is a Signature Required by Business Policy
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Signature History

A  21 CFR – Part 11  Signature history is needed for Thin Client
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Electronic Signoff

· On Step Concurrent Document Sign-Off
· Use Life Cycle to Check for Key Objects
· Last Signature Defines Effectivity
· Unique Change Record For Document 
· Rejection Goes Back to Submitter
· Submitter Can Select Additional Roles
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Linking Requirements 

Managing 

Design

To 

Product
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Product  Trace Information

Product Requirement

Requirement

Hazard Analysis 
Item

Requirement 
Module(s)

Verification 
Protocols

Design Drawings

Design Output (Parts)

Engineering Changes

Validation

Protocols
User Needs Item

Requirement 
Documents
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EPDM Part and Related Items
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Requirements Perspective

Requirement System Should Provide Full Trace
User Needs    Validation Test Cases/Output
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Product Data Structure

Product Family

Product

Catalog Part Number

Top Level Assembly Number

Product Map

Change History File

Devise Master Record
Index

Design History File
Index

Design History File

DHFi/DMRi Reporting Must be Available
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Conclusion:

· Teamcenter is Providing a Working eDHF
· Uses Office Automation Tools 
· Electronic Forms
· Electronic Signature
· Signature History
· Real Time Maintenance of Indexes

· Trace Matrix….. Links Inputs to Outputs
· DHFi……………Design History File Index
· DMRi…………...Device Master Record Index
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Desired Teamcenter Enhancements

· Full Name Signature History
· Filters For Approval Signatures Only

· Design History File Index
· Device Master Record Index
· Electronic Signature 

· Default Role Selection (By Document Type, etc)

· Ad-Hoc Role Selection (21CFR- Part 11 History)

· Ad-Hoc User Selection (21CFR- Part 11 History)

· Show Default List of Approvers
· OOTB DHF Classes /Functions
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