SIEMENS

lngenuity for Life
4 ' | .

ebin:e : |
[stellen in der
produktentwicklung

g der Risikoanalyse mit _
Bewertung und Usability Englneerlng I

al

Where today meets tomorrow

i §



Herzlich willkommen SIEMENS
und danke fur Ihre Teilnahme am heutigen Webinar lngenuity for Life

Dagmar Glashoff-Dedek
Portfolio Development Polarion

Ablauf

Siemens Digital Industries Software
+49 151 4618 5842
Dagmar.Glashoff-Dedek@siemens.com

Das Webinar wird fir Sie aufgezeichnet

Alle Teilnehmer sind stummgeschaltet
Stellen Sie Fragen Uber den Chat
Fragen werden im Anschluss an die Prasentation beantwortet

Die Aufzeichnung wird in etwa 2 Wochen auf der Registrierungsseite veroffentlicht

Weitere Informationen tiber Siemens Digital Industries Software und Polarion-
Produkte sowie weitere Webinare finden Sie hier: www.siemens.com/polarion

Unrestricted © Siemens 2020
Siemens Digital Industries Software


polarion.plm.automation.siemens.com
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A small garage
startup in Berlin,

Germany
Employees Start-up capital
10 6.842

thalers

15t year revenue

3,420
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Software company in the world

Top 10

R&D Expenditures

€5.6bn

Industrial software

#1 Market share
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List of top rated companies

#1 Fortune

_ Including digital
Offerings services

d industrial
250+  Gpplications.

Software developers

24,500+

Fortune 500
industrial customers

92%
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Siemens Digital Industries
Software revenue

€3.4bn

Inventions Patents

7,400 3,600



Sarah Panten

QvasIS

Listening to Molecules

* PROSYSTEM

an NSF International Company

OLYMPUS

— HAW
—— HAMBURG

Geschaftsfuhrerin avasis solutions GmbH
Business Development Medical Device Solutions

Senior Consultant Medical Devices

Polarion Implementation, QM/RA Support

Product Manager Medical Devices, Deputy QMR

Trainer Seminars/Online Trainings/Webinars:
Medical Device Law, ISO 13485,
Clinical Evaluation, Post-market Surveillance

QM/RA Consultant

Geschaftsfuherin Prosystem Clinical Services

International Product Manager Urology

Dipl.-Ing (FH) Medizintechnik



= Geschaftsfihrer avasis solutions GmbH

QVvaAsSIS = Polarion Solution Architect

! = Senior Consultant Medical Devices

| ukas Vogler SI EM ENS = Professional Service Consultant

= Beratung Medizintechnik, Fokus:
- Systementwicklung
N / - Softwareentwicklung
peLaRiaN - Risikomanagement

* PROSYSTEM =  Geschéaftsflihrer Prosystem Software GmbH

an NSF International Company

=  Projektmanager Medical IT

w = Dipl.-Ing (FH) Medizintechnik




Wer ISt avasis?

Industrielle Automatisierung mit Fokus auf MedTech
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= Dienstleistungen flr Digitalisierung s

: — Beratung & Juzo
avaslis .
' — Implementierung .
Portfolio —  Training & Support ‘r 4 Konigsee
B Implantate
= Software Portfolio eppendorf
— Polarion ALM U R
—  Teamcenter PLM llumina
— avasis ALM/PLM LOsungen -
. medela 7
—  Teamcenter Quality
— NX CAD / CAM / Simcenter icoloat

= Branchen
—  Medizintechnik iTheraMedical

— Maschinenbau
: DePuySynthes
—  Weitere Branchen mvalios oy




Risikomanagement im Lifecycle
Wichtigster Prozess fur Medizinprodukte

. Schnittstelle klinische Bewertung
Informationen aus der klinischen Bewertung
far die Risikoanalyse und vice versa

. Schnittstelle Usability Engineering
Verwendung von Erkenntnissen aus der
Usability als Input fur die Risikoanalyse

. Question & Answer Session



1. Risikomanagement im Lifecycle

Wichtigster Prozess fur Medizinprodukte
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Bedeutung des Risikomanagements

Klinische

Bewertung Cybersecurity

. 1.
Update Risk MM
Usability Risk File Plan Post-market

Engineering Surveillance

Biocompatibilitat Reklamationen

Vigilanz
(Meldewesen)

Design/Process
FMEA

4. Zc
Risk MM Risk
Report Analysis
3.
Risk
Control

g
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Bedeutung des Risikomanagements — Fokus des Webinars

Klinische
Bewertung

Cybersecurity

1.

Risk MM

Usability Plan Post-market

Engineering Surveillance
4, 2.

i Risk _
Biocompatibilitat RFIQSeI:)(I;/:I'EA Analysis Reklamationen
3.
Risk
Design/Process Control Vigilanz

EMEA (Meldewesen)

g
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2. Klinische Bewertung

Informationen aus der klinischen Bewertung
fur die Ristkoanalyse und vice versa
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3. Nutzen Offene klinische Fragen:

 Erforderliche PMCF Aktivitaten?

Ziel der klinischen Bewertung
Nachweis von ausreichender Evidenz flr
1. Klinische Sicherheit
Schlussfolgerung
2. Klinische Leistung « Nutzen > Risiko?
4. Evidenz fur Marketing Claims

n Basierend auf klinischen Daten (Literatur, klinischen Studien, Post-market Daten)
@

>

2
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Schnittstelle 1: Clinical Evaluation Plan

,,ClinEv Subject” = Clinical Evaluation Subject
reprasentiert einen Aspekt der klinischen Bewertung, flr den Evidenz erforderlich ist

Risk Management Process

Risk Is evaluated by ClinEv Subject
(clin. relevant) ,Safety”

Is evaluated by

Risk Analysis

ClinEv Subject

. ,Performance” . .
Requirement . Clinical Evaluation
(clin. relevant) Plan

Development Process

Stakeholder
Requirements

ClinEv Subject
,Benefit”

Product Claim Sy _SUbJ”eCt
Is evaluated by »Claims

Marketing Process

Marketing

Material & Claims

Mosils
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Schnittstelle 2: Clinical Evaluation Report — Benefit/Risk Assessment

.. Publication ClinEv Subject
Publication . 9
Evaluation »Safety
Adverse Event Adverse Event ] .
(Databases) Evaluation Climizy Sulsfiet

,Performance”

Adverse Events

(own devices) ClinEv Subject

, ,,Benefit”
Complaints

(clin. relevance)

ClinEv Subject
,Claims“

Clinical
Investigation

—

Clinical
Evaluation

Report
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Schnittstelle 2: Clinical Evaluation Report — Benefit/Risk Assessment

Risk Management

.. Publication ClinEv Subject Process
Publication _ !
Evaluation »Safety .
Risk
Adverse Event Adverse Event ———— Ma;agement
(Databases) Evaluation J eport

,Performance”

Adverse Events
(own devices)

ClinEv Subject
,,Benefit”

Complaints
(clin. relevance)

ClinEv Subject
,Claims“

Clinical
Investigation

—

Clinical
Evaluation

Report
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Schnittstelle 2: Clinical Evaluation Report — Benefit/Risk Assessment

Risk Management

.. Publication ClinEv Subject Process
Publication _ !
Evaluation »Safety .
Risk
Adverse Event Adverse Event ———— Ma;agement
(Databases) Evaluation J eport

,Performance”

Adverse Events
(own devices)

ClinEv Subject
,,Benefit”

Complaints
(clin. relevance)

ClinEv Subject
,Claims“

Clinical Konsistenz!

Investigation

—

Clinical
Evaluation

Report
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2. Usability Engineering

Verwendung von Erkenntnissen aus der
Usability als Input fur die Risikoanalyse
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Ziel des Usability Engineerings

Operator

Usability Process Risk Management
IEC 62366 ISO 14971
A = disturbance from environmentto MD  — A
Input Output

Use Potential
Error S hazard

C = .

Qw

@)

Medical
Device

Patient,
operator,
third party

Supply
Failure

Mosils
* \
®

Each disturbance from MD to environment = potential hazard

A >y
—Y—

Device Safety Standards
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Schnittstelle 1: Input flr Risikomanagement identifizieren

1. Usability Specification 3. Use Scenario & Task Analysis
* User Profile(s) 1 - .y
. conditions of Use incl.: Usability Usability Finding
« Intended Use Scenario Task (Use Errors)
* Use Environment
Hazard related?
Reaction

Yes

2. Use Scenario Specification
No

Use Usability
Scenario Task
System
Reaction

Mosils

e
Q
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Schnittstelle 1: Input flr Risikomanagement identifizieren

1. Usability Specification 3. Use Scenario & Task Analysis
* User Profile(s) 1 - .y
. conditions of Use incl.: Usability Usability Finding
« Intended Use Scenario Task (Use Errors)
Hazard related?
Reaction

e Use Environment

Mosils

e
Q

Yes
2. Use Scenario Specification
No
Use Usability
Scenario IEN
System
Reaction
Risk Analysis
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Schnittstelle 2: Input fir Summative User Interface Evaluation

1. Usability Specification 3. Use Scenario & Task Analysis

* User Profile(s) 1 - .y
o @aralens e Uee el Usability Usability Finding
* Intended Use scenario Task (Use Errors)

e Use Environment

System
y ) Hazard related?
Reaction

Yes
2. Use Scenario Specification
No
Use Usability
Scenario IEN
System
Reaction
Summative

Evaluation Plan

Mosils
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Sarah Panten Dagmar Glashoff-Dedek
Business Iil%jment Medical Device Solutions Portfolio Development Manager



