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Why PLM Medical Device
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Medical Device Complexity and Diversity 
 Diversity

 Not a function of size. 
 Electromechanically devices with software.
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Medical Device Regulatory Compliance

FDA CFR Part 820

FDA CFR Part 11

ISO 14971

ISO 13485
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How are companies using PLM for 
Medical Devices
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Use by Medical Device Customers

Global New Product 
Development

Announcement

Hospital 
Portfolio 

€2.1b

DFH/DMR
Global Change Control

Dräger

Structural Heart 
Disease (Class III)

$3.4b

UDI,EUDAMED,
Jurisdiction Control

Edwards

Medical and Dental 
Imaging

$2.4b

DHF/DMR/UDI
Global Change Control

Carestream

Cardiovascular & 
Endovascular Solutions 

(Class III)

€487m

DFH/DMR
Global Change Control

Biotronik

Diagnostic 
Imaging

¥2.600

Global Product 
Development

Fujifilm

Fujifilm Selects ArasMinerva Announcement AnnouncementAnnouncement

https://www.aras.com/en/customers/carestream-health
https://www.aras.com/news/press-releases/2016/10/fujifilm-selects-aras-as-plm-platform-for-product-realization-process
https://minerva-plm.com/news/posts/2018/september/draeger-selects-the-aras-plm-platform-and-minerva-medical-device-plm/
https://www.aras.com/en/news/press-releases/2017/11/aras-named-a-leader-in-product-lifecycle-management-for-discrete-manufacturers
https://www.businesswire.com/news/home/20190327005549/en/Microsoft-Keynote-Aras-Annual-User-Conference-ACE
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Additional Medical Device Customers



Life without Medical Device PLM
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Stories from the Battlefield

Idiot Savant

How's that going 
to affect our 

financial quarter?

Death by a thousand 
spreadsheets

Stop the presses
production we 
have an audit

What are our 
highest paid 
engineers doing?
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Typical Industry Practice

Risk Management Plan

Risk Assessment

Risk Control

Risk Acceptance, Management Reports and post production

Manual Process
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But I have a QMS System

Quality Design

Parts

Change ManagementWhere is the product??
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But I have a QMS System
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Medical Device with PLM
(Design Control)
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Medical Device Product Development Process (PDP)
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Medical Device PLM

DHF

DMR
Deliverables

Project

Deliverables
DMRDHF

Templates Instances Product

Part



Medical Device with PLM
(Risk Management)
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Risk Management
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Risk Management File

 Risk Management Plan

 Risk Analysis

 Risk Evaluation

 Risk Controls

 Evaluation of Overall Risk Acceptability

 Risk Management Report

 Production and Post-Production Risks
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Risk Assessment (bottom up)
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Risk Assessment (top down)



Medical Device with PLM
(Training Records & LMS)
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Training Records and LMS



Medical Device with PLM
(Verification and Validation)
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Verification and Validation



Medical Device with PLM
(Traceability)
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Traceability Matrix

Design Input

Verification 
Protocol

Verification Plan

Verification 
Report

Design Output

Validation 
Protocol

Validation Plan

Validation Report
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As a longtime Aras customer, we’d love if you could share 
why you chose Aras Innovator and what you’ve enjoyed 
the most about your experience.

Please take a few minutes to leave Aras a five-star review 
on Gartner Peer Insights. Reviews are anonymous and 
you can leave one by scanning this QR code.

We value your feedback – and so do your peers

LEAVE A REVIEW!



Thank You!
Slavko Jovanovic

sjovanovic@aras.com
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