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Vorstellung avasis B
1997  Grundung in Diepoldsau (Schweiz)

2001 Aufnahme Tatigkeiten in PDM/PLM (Teamcenter)

2011 Unterstutzung Medizintechnik mit Teamcenter ipmiiosy

2016  Siemens OEM Partner «Medical Device Solution» Lo
2017 Siemens «Smart Expert Partner» =

2018 Unterstitzung Medizintechnik mit Polarion (ALM) Laorig

2019  Losungen fir die digitale Technische Dokumentation, o pro

PLM

Seit 1997 Partner von Schweiz \
Siemens bzw. deren
Vorganger Unternehmen

Development, Risk Management, Usability, Clinical Evaluation

Frankfurt
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Vorstellung avasis qQvasis &

20 years

SIEMENS
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medela ¢ Langjahrige Partnerschaft & Kontinuitét

Durchgangige Losungen aus einer Hand +GF +
Smart Expert Partner von Siemens — zukunftssicherer Partner theben
Kompetente, engagierte Berater und Spezialisten mit Fach- und Branchenwissen

(#) DePuySynthes

Medizintechnik: Lifecycle — Entwicklung & Produktion

: Gerate-, Werkzeugbau, Automotive

Solution Partner

Eigenprodukte fur
+ NX * Beratung

* Implementierung
» Schulung

» Technical Doc.

* Risk Management
» Usability

» Clinical Evaluation
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Herausforderungen

Komplexitat von Informationen

QvAaSIS

06.02.2020 inspiring PLM solutions



Regulierte Medizintechnikwelt QvasIs - B ...

Regulatory requirements: Quality Management System

* Europe — CE Technical File
laws, standards, guidelines P

* USA -510(k)
* Japan — Ninsho

Product

Marketing
& Sales

* Software Development * Clinical Evaluation * Production
* Device specific standards * Clinical Investigation * Complaint Handling
* Electrical Safety * Test Equipment & * Change Management
* Risk Management Monitoring * Order Management
* FMEA » Software Tool * Supplier Management
* Usability Validation * Post-market Surveillance

06.02.2020 5



Komplexitat von Informationen — Prozesse

avasis ' EM ...

20 years inspiring f M

Gesetze

Standards

Entwicklung Usability
Klinische Risiko-
Bewertung Mmanagement

|

Publikationen Update klinische
Bewertung

Behorden-

Datenbanken
Reklamationen Vigilanz
Kunden-
Feedback
06.02.2020 PMS = Post-market Surveillance

Produkt-

informationen
"CEII

Technische
Produktions- Dokumentation
informationen

Change
Management

»,PMS”

Technische
Dokumentation

4——//‘4—

Post-market
Surveillance



Komplexitat von Informationen — Prozesse ShmEls f

20 years inspiring P v

: o Produkt-
Gesetze Entwicklung Usability . ro u.
informationen
"CEII
I I Technische

Klinische \ Risiko- Produktions- Dokumentation
Standards : ) ——

Bewertung nagement informationen _

Publikationen Update klinische PMCF Change
Bewertung Studie Management PMS“
Behdrden- ' Technische
Datenbanken Dokumentation
Reklamationen Vigilanz
Kunden- Surveillance
Feedback
06.02.2020



] . . v ) zm» p— Smart Expert
Beispiel: Entwicklungsprozess Shaci=loll

Requirements for Design Control

Validation Planning
Stakeholder | o > System
Requirements Validation
System
T ificati
system [ _° S o 5| system
Requirements Verification
* Component
Test Specifications
Components | "~ > Component
Requirements Verification
Traceability" Test Coverage™
" Design " 9

Development

06.02.2020 8



Smart Expert

Qvasis

Beispiel: Entwicklungsprozess z0years e
X| Status einzelner Anforderungen:
Fehlende Information? Offene Fragen? Im Review? Freigegeben?
Verantwortlichkeiten? T
P B ot e e 2L

5tandard T Kein Lee

Darstellung und Pflege von Abhangigkeiten? I R e

2 Intended Purpose

Diktieren

Enigen

2.1 Medical Purpose

= 1 1 1l ? The PRODUCT system is an imaging tool used to detect and visualize photo absorbers in soft
O S a n I g e I V 0 n ra C e a I I y u n e S O V e ra g e M tissue with optical and acoustic properties similar to breast tissue or tissue of regions as

defined by specific indications below.

3

Photo absorbers include, but are not limited to:

* Endogenous: hemoglobin (oxygenated and deoxygenated state), melanin
* Exogenous: organic dyes approved for clinical use, including ICG

Reihenfolge von Freigaben, Prozesskonformitat? |

information at a depth of up to several centimeters.

The PRODUCT system is indicated for measurement of the MSOT values in the bowel wall of
- patients with an established diagnosis of inflammatory bowel disease (IBD), specifically
Crohn’s Disease (CD) and Ulcerative Colitis (UC). The MSOT values provided may be used as

K n S i St n Z '? = an aid to the assessment of inflammatory disease activity in the bowel wall.
O e N

2.1.1 Indications

Application of the PRODUCT system is indicated for:

*  Any condition that requires medical imaging for visualization and quantification of
the listed photo absorbers

.
W I e d e rve rW e n d u n g ? = . Imaging at a depth within the range specified in the instructions for use.
N

H Application of the PRODUCT system is indicated for:

X IX| X X X X

® Patients with an established diagnosis of IBD in the lower gastrointestinal tract.
2.1.2 Contraindications

The PRODUCT system is in general not intended to be used for:

* Imaging of eyes
e Imaging of organic dyes in patients with known intolerance of such dye.

06.02.2020 9



. . . " QVOSIS gt — Smart Expert
Beispiel: Entwicklungsprozess - Anderungen ookt f

Requirements for Design Control

Validation Planning

= Stakeholder Requirements |[=========———=——— e ——————— - > B Validation Test
‘ o System
Test Specifications L
< 84 System Requirements | M=\ -——================= > # System Test
‘ Component
Test Specifications
C B SWRequirements |Heagm====-——-———=- »| @ Software Test
N HW Requirements ? ﬂ Hardware Test
Design

Development

06.02.2020 10



Beispiel: Risikomanagement (1ISO 14971)

Qvasis '

20 years inspiring f

SIEMENS

Design Control

ISO 13485, 21 CFR 820

Stakeholder Requirements

06.02.2020

}

System Requirements

v., 1
Component
T v,
Requiremerts
l Development ™., ™.
Component
Verification

| O
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Risk Management
ISO 14971

Hazard

Cause

.
. *

Ve, 0:.
‘e

.......

W Sequence
of Events

v

v
Hazardous
Situation

 /
Harm

!

Risk

X| IX| |1X| |X

Risk Control

Measure

Unhandliche Tabellen
Redundante Informationen
Aufwendige Anderungen

Medienbruch Design Control
und Risk Management

Vollstandigkeit???
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Beispiel: Elektrische Sicherheit (IEC 60601-1)

QvasIs

20 years f M

Design Control Risk Management X|] 1IEC 60601-1. Ed. 3.1:

ISO 13485, 21 CFR 820 ISO 14971

80 Kapitel mit Verknlpfung

v.. zum Risikomanagement
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Beispiel: Usability (IEC 62366-1)

997 Bl Smart Expert
: Partner
Ul SIEMENS

20 years inspiring f PLM

Design Control
ISO 13485, 21 CFR 820

Stakeholder Requirements

)

System Requirements
V.‘

ComﬁOnpnt

Component
Verification

06.02.2020

- * v,
Requirememms

l Development ™., ™
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Risk Management
ISO 14971

Hazard Cause

¥.Seauence ¥
of Events |

Hazardous
Situation

L /
Harm

4

Risk

-l Risk Control
W Measure

Usability Engineering
IEC 62366

Hazards Use Errors
Hazardous Situations

User Interface Req.

Konsistenz von Inhalten
beider Prozesse wird
gepruft

Medienbruch zwischen
Software Tool, Excel, Word
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Zukunft: weitere Schnittstellen! QvasIs B ... |

Design Control Risk Management Usability Engineering
ISO 13485, 21 CFR 820 ISO 14971 IEC 62366
Stakeholder Reqwrementsl Hazard |, Cause Hazards Use Errors
System Requirements ... v Sequence"‘{ Hazardous Situations
v, ] of Events .. T————
Component e ™. ser Interface Req.
. 00,‘ " ....... e, t.... 0.‘.
Requiremeits [ .| Remaiausy ——
L it s, SIUALION e, "o, 0 Basic Electrical Safety
’0. s .. _ R “0
Development ™., ™, ¥ ‘"=:::;..-...,,__":‘%-.;:-..,‘;o, IEC 60601-1
0.‘..’ 0"‘ Harm '.~.. G Tay t.,:::l':‘::::..
Component 1 e, w11 Input for System Req.
Verification e e L Btk e eeenes el
_____............::IIZZ::::::::::_=_=_§=’0 80 risk related Clauses
System Verification — rsassggnessess e e ¥
Taag, "l-.:::gw RISk ContrOI ‘.-““ < VQ. I I S f C
. U FPRRPSIOR SELLE b A I ..__..::.,’ Electrica afety - EM
Product Valldatlon ....... Measure @rrsnsnnannnnnnnnndid IEC 60601-1-2 y

06.02.2020 14



- : avasis BB ... B
Wiederverwendung von Informationen rehetma

Channel

COHEHD L 0 - ORY LT o
igen Entwurf  Layout  Referenzen  Sendungen  Oberprifen  ansicht  E Filfe Tabellenentwurf Layout P suchen -3 e
Start Einfligen Entwurf Layout Referenzen Sendungen Uberprifen Ansicht Entwicklertools Hilfe £ Suchen 1 Teilen = Te— KK % = 9 | [aadocea| asmca Fel Q‘
8 Verte speichem Colibr (Tetkerper)  ~[12 ~ o 0 FRU-wxt A-2-A G- | |15unnd| tRnten. 0
) Serienbrief vorbersiten [_r] & FKU-5xx & AaBbCcDe AaBbteDe AaBbCo _LIJ amtensige | st 3 Aotz a somaze A soache |
Einfiigen : TStandard 7 Kein Lee.. Uberschiif.. 5 | Bearbeiten | Diktieren = et - i e B
- A~ & A~ pav KA - - N -
Device Description / ,
Vertec Zwischenablage & Schriftart [ Formatvorlagen w Sprache ~ qQvasis \assificati Version: 1.0
L 2 1 © 1 o 2 3 4 5 3 7 8 E) 10 11 12 13 14 15 s 17 18 - e Classification
2 Intended Purpose .
- 2 OH9 U Q s
- Entwurf  Layout  Referenzen  Sendungen  Oberprafen  Ansicht twicklertool Filfe Tabellenentwurf Layout P suchen =3 e
; 2.1 Medical Purpose 2. R e = 3 v [nmon] smet espci 2] | B
Th FRU-®u o A-2-A ?Standund | TeinLee.. Uberschit.. 5
The PRODUCT system is an imaging tool used to detect and visualize photo absorbers in soft tiss Rem— savet . rousz . Fomatragen 2 -
L . . . . . .. . . . . = i ® i 1 3om i ‘ ' s w I i " = = 7 # B
tissue with optical and acoustic properties s breast tissue or tissue of regions as de
M defined by specific indications below. avasis Risk Management Plan Version: 1.0
2oyears
Photo absorbers include, but are not limited to:
] OO LT 9z
¢ Endogenous: hemoglobin (oxygenated and deoxygenated state), melanin 2In st Enfogen  Eoer Loy Referszen  Sendungen  Oberprifen  Ansi  Enwicdentooks  Wife  Tbelenenwut  Lmow O suhen | & || ©
? * Exogenous: organic dyes approved for clinical use, including 1ICG bm(TS-J2 <& & Ra- . T amwed agbed Asebc . P
2.1 1 FKU-dno A2~ " Stnnd | 1K Lee. Userehit. |5 Bt | o
~ The system provides two-dimensional, real-time visualization of acoustic and optoacoustic ThepR( ' Eeemsme s s s e ewswmben 4t (o
information at a depth of up to several centimeters. :‘?‘E
efine
The PRODUCT system is indicated for measurement of the MSOT values in the bowel wall of Qvasis Clinical Evaluation Plan Version: 1.0
il
- patients with an established diagnosis of inflammatory bowel disease (IBD), specifically -
Crohn’s Disease (CD) and Ulcerative Colitis (UC). The MSOT values provided may be used as The s 2 Intended Purpose )
B an aid to the assessment of inflammatory disease activity in the bowel wall. inform (G © ) 4 Qs
2.1 San g Emadt  Lyon  Rebwensn  sendingen it Ewidetonts  Wife 0 suchen 2 Teben | (O Kommentare
= 2.1.1 Indications B L | et 8 x e e 9 [nammca) s asoc - |2 | B
Sote3won’ s i [ FKU-wn A LA ¥ S | 1 ton et
o N [ st [ a o |
B Application of the PRODUCT system is indicated for: ‘ i PR S R " —— B
9 * Any condition that requires medical imaging for visualization and quantification of Qvasis Usability File Version: 1.0
the listed photo absorbers . e
The st
B e |maging at a depth within the range specified in the instructions for use. "
Eing P g€ sp infar 2 Intended Purpose
u Application of the PRODUCT system is indicated for: 2.1 Medical Purpose
) Patients W|th an established d"agnosis Of IBD in the IOWer gastrointestina‘ tract. The PRODUCT system is an imaging tool used to detect and visualize photo absorbers in soft
L - tissue with optical and acoustic properties similar to breast tissue or tissue of regions as
. . . defined by specific indications below.
5 2.1.2 Contraindications Phota absorbers include, but are not limited to:
The PRODUCT system is in general not intended to be used for: b * Endogenous: hemoglobin (oxygenated and deoxygenated state), melanin
£ .  Exogenous: organic dyes approved for clinical use, including ICG
N The system provides two-dimensional, real-time visualization of acoustic and opteacoustic
N + Imaging of eyes - information at a depth of up to several centimeters.
7 e Imaging of organic dyes in patients with known intolerance of such dye.

Seite lvon 1 227 Wérter Englisch (Vereinigte Staaten) L& Anzeigeeinstellungen

5 svere [Q B
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Verknupfung zwischen Entwicklung & Produktion .

avasis ' EM ...

DESIGN
History
File

Entwicklung

Anforderungen
Spezifikationen

Verifizierung

Validierung DEVICE

Master
File
Design Transfer

Uberfiihrung
entwickeltes Produkt
in Serienproduktion

DEVICE
History
Record

06.02.2020

Aufzeichnungen Entwicklungsprozess
Risikomanagement Akte
Gebrauchstauglichkeit ... T

Produktionsprozess
Arbeitsanweisungen Fertigung
Vorlagen: z.B. Checklisten ... 7’

Nachweis, dass Produkt nach Vorgaben
des Device Master Files produziert wurde

Aufzeichnungen (ausgefiillte Vorlagen)

_— |

16



Nutzen fiir Anwender von ALM/PLM Tools QvasIS: .

Wiinsche:

» Effiziente Dokumentenerstellung,
Review und Freigabe
* Transparenz, Nachvollziehbarkeit
* Dokumentierte Entscheidungen
e Verknupfen von Prozessen/Informationen
 Unterstitzung von Ablaufen
* Individual anpassbar, leichte Bedienung
* Einfacher Zugriff / jederzeit verfiigbar
* Langfristig reduzierter Aufwand

Unterstiitzen statt ausbremsen

06.02.2020 17



Digitale Zukunft: Knowi gde
Dokumentenubergreifende Verknipfungwon informatlonen

QvAaSIS

inspiring PLM solutions




Vision: Von Dokumenten zu Informationseinheiten SearSQS'S .

Die Knowledge Unit = KU

= Einzelne, identifizierbare Einheit

= |st Bestandteil eines/mehrerer Dokumente
= Wird potentiell wiederverwendet

= Hat Attribute fir Kategorien/Zuordnung

= Eigener Lebenszyklus

= Digitale (zentrale) Verwaltung

06.02.2020 19



Smart Expert

Von Dokumenten zu Knowledge Units — Theorie SIS

SIEMENS

Channel

P .
() RN 0 -
Start Einfligen Entwurf Layout Referenzen Sendungen Uberprifen Ansicht Entwicklertools Hilfe 5 Suchen 1 Teilen =

] In Vertec speichern ftl Calibri (Textkorper)  ~|12

R 0
iy Ci
] serienbrief vorbereiten FKU-~-a x x A AaBbCcDc AaBbCeDe AaBbCc Y]

Beispiel Knowledge Unit

Seite Tvon1 227Worter [} Englisch [Vereinigte Staaten) g

06.02.2020

Einfagen & AL Aenae A& o 8l ;T TStandard TKein Lee... Uberschif.. 3| | Bearbeiten Diktieren
L] TE e B S ——— The PRODUCT system is an imaging tool used to detect and visualize photo

2 Intended Purpose
2.1 Medical Purpose

The PRODUCT system is an imaging tool used to detect and visualize photo absorbers in soft

defined by specific indications below.

Photo absorbers include, but are

+ Endogenous: hemoglobin
* Exogenous: organic dyes a

d deoxygenated state), melanin
linical use, including ICG

The system provides two-dimensional, real-time visualization of acoustic and optoacoustic
information at a depth of up to several centimeters.

The PRODUCT system is indicated for measurement of the MSOT values in the bowel wall of
patients with an established diagnosis of inflammatory bowel disease (IBD), specifically
Crohn’s Disease (CD) and Ulcerative Colitis (UC). The MSOT values provided may be used as
an aid to the assessment of inflammatory disease activity in the bowel wall.

2.1.1 Indications

Application of the PRODUCT system is indicated for:

* Any condition that requires medical imaging for visualization and quantification of
the listed photo absorbers
* |maging at a depth within the range specified in the instructions for use.

Application of the PRODUCT system is indicated for:

* Patients with an established diagnosis of IBD in the lower gastrointestinal tract.

2.1.2 Contraindications
The PRODUCT system is in general not intended to be used for:

* Imaging of eyes
* Imaging of organic dyes in patients with known intolerance of such dye.

[glAnzeigeeinstellungen [, Fokus B ———8&—+ 130%

absorbers in soft tissue with optical and acoustic properties similar to breast
tissue or tissue of regions as defined by specific indications below.

Photo absorbers include, but are not limited to:
* Endogenous: hemoglobin (oxygenated and deoxygenated state), melanin
* Exogenous: organic dyes approved for clinical use, including ICG

The system provides two-dimensional, real-time visualization of acoustic and
optoacoustic information at a depth of up to several centimeters.

ID: KU-1

Status: Approved
Version: 1.0 (22.9.2019)
Klassifizierung:  Intended Purpose, Medical Purpose
Verwendung: * Intended Purpose (Master)
* Risk Management Plan
* Clinical Evaluation Plan

20



Channel

. . QvasIs (0 ... e
Von Dokumenten zu Knowledge Units - Praxis e et -

= O *
“ Intended Purpose < 01 - Stakeh: X +
[ C Y @ localhost/polarion/#/project/ProductDevelopment/wiki/StakeholderLevel/Intended%20Purpose @& o B & WS Q g = me OM :
i Apps @ HTMLColor Picker @ OpenAIR @ SecursFile Exchange 8 Tipsto Capture B..  { TechWell|Howto..  ©  wwwincoseorg/chi., @ Writing Software R.. ) SophistBlog @ OTS/SOUP Softwar... » Weitere Lesezeichen
- B 7 - Al 10 -2 Y ) EEL RE- = m- | o [KE* c-
Properties
1 2Intended Purpose :
ID: PDT-9396
N 2.1 Medical Purpose atus: . Draft

o=

PDT-9396 - The PRODUCT system is an imaging tool used to detect and visualize photo absorbers in soft tissue with optical
and acoustic properties similar to breast tissue or tissue of regions as defined by specific indications below.

Knowledge Unit Category: Intended Purpose -

Photo absorbers include, but are not limited to: KﬂﬂWlEdgE Unit Sub CﬂtEgDW: Medical Purpt}se -
» Endogenous: hemoglobin (oxygenated and deoxygenated state). melanin
« Exogenous: organic dyes approved for clinical use, including ICG Version: 2.0
The system provides two-dimensional, realtime visualization of acoustic and optoacoustic information at a depth of up to Last Approval: .
several centimeters. PP + 2019-09-2214:23
Intended Purpose, Medical Purpose, 2 Links
! PDT-9430 - The PRODUCT system is indicated for measurement of the MSOT values in the bowel wall of patients with an Edit Links
established diagnosis of inflammatory bowel disease (IBD), specifically Crohn’s Disease (CD) and Ulcerative Colitis (UC). The
MSOT values provided may be used as an aid to the assessment of inflammatory disease activity in the bowel wall. has parent

Intended Purpose, [Knowledge Unit Sub Category], 1

[1 MSOT-9263 - Medical Purpose
Documents
This Work Item is contained in [I] Intended Purpose (this document) and referenced in-

f 2.1.1 Indications

o=

PDT-9397 - Application of the PRODUCT system is indicated for:
» Any condition that requires medical imaging for visualization and quantification of the listed photoabsorbers

» Imaging at a depth within the range specified in the instructions for use ﬁ Riziko Management Plan Example

Intended Purpose, Indication, 1

o

PDT-9398 - Application of the PRODUCT system is indicated for:
» Patients with an established diagnosis of IBD in the lower gastrointestinal tract

Intended Purpose, Indication, 1.0

f 2.1.2 Contraindications

o=

PDT-9415 - The PRODUCT system is in general not intended to be used for
» Imaging of eyes
06.02.2020 * Imaging of organic dyes in patients with known intolerance of such dye 21




: " avasis ' Bl ... 5B
Entwicklungsprozess — Traceability von Anforderungen Giveset caing e [ I

Software Traceability Report Record No

coarch & Nevelnnment < vwmmdd =
i ch & Development AR

,,An a |Og“ 6 Traceability and Test Coverage Report - Software Requirement Level
m |t WO rd Design Input ID Software Requirement Software Test Rational for missing traceability

DI-1 SWRS-11-1 SWTEST-1

Source Document

Document(s) Status Revision / Date Traceability Status
I Product Requirements Draft 1M25DRAFT Work ltems total: 113
2016-02-17 15:01 Valid Traceability: 99
Missing Traceability: 14

Digital
Linked Specification(s)

Document(s) Status Revision / Date

& System Specification Draft 1MO7DRAFT
2016-02-17 13:49

06.02.2020 22



i it avasis ... B
Entwicklungsprozess — Traceability von Anforderungen 20 yeers et PLozontens [

Product Requirements Traceability Traceability Report

| = Project/Product: cMSOTv1 Requirement Work Item Linked Work ltems Document(s) Documentation Compliance
Revision: 18250 DRAF T T oo
3 Product Requirements
Record Changes
3.1 Intended Use
Revision Date Author Changes
i . . ) - 3.1.1 General Intended Use
6566 2016-07-27 Polarion (Sarah Panten) Update of 1st Version (Polarion revision 11698
16655 2017-07-12  Sarah Panten Update with new revision of Praduct Requirem « [Eic1-18 - Imaging tool used as | « [ c1-1253 - Generation of System Valid v
Specifications support for diagnosis optoacoustic signals Specification
18250 2017-10-03 DRAFT « [g c1-1256 - Detection of System Valid
optoacoustic signals Specification
" &g c1-1259 - Generation of System Valid
ReqUIrements Document images and image sequences Specification
" g c1-4745 - Display and System Valid
Document(s) Status Revision / Date Traceabilit analysis of acquired images/image = Specification
J& Product Requirements " Approved 19388 Work Items sequences
2017-11-09 17230 Valid: « [ ¢1-2205 - Multispectral System Valid
Invalid: image (Examination) Specification
« [5c1-19 - Provision of « [ c1-2205 - Multispectral System Valid v
Relevant Specification(s) anatomical information image (Examination) Specification
« [5lc1-21 - Provision of + @ c1-1342 - Multispectral System Valid v
Document(s) Status Revision / Date molecular information: molecular | image (Analysis) Specification
R B probes, non-targeted contrast
E System Specification «" Approved 16650 agents
2017-07-12 13:31 g
«” [5c1-25 - Patient population: | No linked Work ltem(s) - - b 4
Gender, age

06.02.2020 =



Entwicklungsprozess — Test Management

Qvasis

20 years inspiring PLM solutions

q
)

SIEMENS

Requirement

&a ¢1-5054 - Requirement with valid test records

&# ¢1-5055 - Requirement without valid test records

§# ¢1-5063 - Requirement changed after test execution

& c1-5082 - Requirement without a test case

06.02.2020

Test Case

4, -5057 - Valid Test Result

\&; c1-5059 - Test Case Changed!

., ¢1-5060 - Requirement Changed

&, c1-5061 - Never planned or executed
L cl -5062 - Planed but not executed

(i, c1-5060 - Requirement Changed

Mo Test Cases found!

Test Record

Passed

Date: 2015-12-29 12:20
Tester:  Project Management
Test Run: Demo Test Run (testRunTemplate)

Invalid: Test Case Changed!
Date:  2015-12-29 12:20

Tester:  Project Management
Test Run; Demo Test Run (testRunTemplate)

Passed

Date: 2015-12-29 12:20
Tester:  Project Management
Test Run: Demo Test Run (testRunTemplate)

Invalid: Never Executed! —

Invalid: Requirement Changed!

Date: 2015-12-29 12:20

Tester: Project Management

Test Run: Demo Test Run (testRunTemplate)

Test Compliance Status
" 4

24



Entwicklungsprozess — Test Management

SIEMENS

Qvasis [

20 years ) | M

Executed Test Runs

Test Run Status Revision/Date Test Cases

o+ Component - Laser Verification « Done 19171 Planned: 22
2017-10-26 10:38 Waiting: 0
Executed: 22

() sW - Verification - HW related - Laser « Done | 19171 Planned: 6
2017-10-03 20:31 Waiting: 1
Executed: 5

Requirements having invalid Test Results

Requirement Work Test Cases Document

Item

v wwc1-1192 - +# | 4,c1-4750 - Standard - IEC 60601- System Verification - Test Spec -
Operating temperature 1 (Electrical Safety) Safety & Labeling

v wwc1-3418 - Laser V' @B c1-3921 - Laser Configuration | SW - Test Spec - HW Related
output energy Functionality

Open Anomalies

Anomaly Status Test Case

All anomalies have been evaluated and closed

Current Results

Passed: 22
Failed: 0
Blocked: 0

Passed: 5
Failed: 0
Blocked: 0

Last Test Result

Invalid: Never
executed!

Invalid:
Requirement
changed

Summary of test results

Change Control: Any changes of
requirements or test cases are pointed
out

Evidence, that no unresolved test
cases exist

25



Risikomanagement (ISO 14971)

Qavasis '

SIEMENS
20 years inspiring P

PM

Design Control
ISO 13485, 21 CFR 820

Stakeholder Requirements

|

06.02.2020

System Requirements

v.. 1
Component
. KX v,
Requirememts
l Development
Component
Verification

‘e
.
.
.
.
‘e
‘e o ¢
. |
.
.
.
.
G
.
e
L

Risk Management
ISO 14971

|

Hazard \ 9 cause |
| ,

A

y
~& Sequence
Of Events

|
(*) Hazardous
Situation

Bnt——

v
Harm

Ed) Ritk

.-...'::{g Risk
Control Measure

AN

1x Eingabe, x-fach verknupfen
Kein manuelles “Tracking”

Verlinkung zu Spezifikationen
und Test Ergebnissen

Individuelle Anpassung
von Ubersichten

Erstellung von Reports

Ubersicht der Vollstédndigkeit
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Risikomanagement (ISO 14971) avasis - B8 - i

Risk Analysis and Control Table

This report shows all initial risks and their complete paths from the root cause over mitigation(s) to the final assessm
Show Sequences of Evenis Table « Show Risk Control Table » Show Risk Control Matrix « Show Risk Detail Repoi
Export Risk Table to Excel | enable / disable

# Sequences of Events Initial Risk Assessment
Hazard / Reg.  Sequence of Events Hazardous Cause Category ‘ Risk ID Harm Harm Risk Acceptance
Requirement Situation Severity Probability Level
1 EJc1RM-365-  «&c1RM-707 - protective earth (T1c1RM-706 - (3 c1RM-716 - HW (%) c1RM-23 - critical remote B Not
Protective_ connection of moving part breaks - | Person is exposed_ | Repetitive Failure Serious injury or_ accepted
earthing of > voltage carrying conductor has | to voltage movement of part_ death by
moving parts contact with moving part -> voltage. damages protective electrical shock
an moving part earth connection
2 [@cIRM-15-  «&c1RM-173 - Inappropriate (T]c1RM-180 - (3 c1RM-69 - User  Use Error (%) cTRM-46 - serious remote [ Further
Pathogenic_ reprocessing for specific device Person is exposed | not reprocesses. infection: contamination | Infection with_ Investigation
germs and_ application > residues from_ to pathogenic_ devices according. pathogenic_
other stuff previous device application > germs to provided germs
contamination with_pathogenic_ reprocessing
germs information.

Customization of displayed information according to specific work flow or personal preferences

06.02.2020 27



"s . . QVOSIS ey — Smart Expert
LOosungsansatz: Einsatz von Tools flr Prozesse zhwsamamE s f

QMs ENTWICKLUNG PRODUKTION SERVICE
POLARIO

Requirements &

Purchasing
R Test Manageme

a _

Sonstige

gomPlaint Handing R Risk Management g

@ - Visual Studio

Build Server D
Change Management ~— : o
A == am Phyton Skripte: Verifizierung und Analyse von Daten

~ Eigenentwicklung: Laser Energy & Spatial Fluence Measurement

SOUP/OTS Handling - _ Test Equipment
_ Software Tool Validation
-
R A s .
iITheraMedical
W

CIinic Listening to Molecules

oV g
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Zukunft: Aufbau eines KU Repositories QVASIS:. o

1. Identifizieren von Knowledge Units (KU)
2. Knowledge Unit Klassifizierung
| 3. Vorlagen werden um KU Platzhalter erganzt |

o

KU-Repository

* Indented Purpose

» Applicable Standards
* Global Requirements
* Risk Management

* V&V Records

MDD
Produktakte

System Requirement Specification

2 Product Concept
2.1 Product Description

KUPlaceholder ()

3 Product Requirements
. 61-1090 - Real-time imaging

MDR Product Specific Identifizieren von KUs auf Basis von:
Produktakte 1” content + KU Platzhalter
L ——— i Klassifizierung

Dokumente kénnen bestehen aus:
» Vorhandenen Knowledge Units
» Produktspezifische Inhalte



Wiederverwendung von KUs bei Neuentwicklung oder avasis: Bl . B

20 years f M

Dokumentation: Zeitersparnis und Qualitatsverbesserung

KU-Repository

* Indented Purpose
» Applicable Standards

Vordefinierte Vorlagen unterstitzen
den Nutzer bei der Auswahl der KUs

User Heeds Design planning m Dwsign output Dwsign vertfcation

@

: e 31 - Mﬂ::“ t:hjxw . System Requirement Specification * Global Requirements
e L LS + Risk Management
| | Z;rc;dlﬁctConcept e V&V ReCOI’dS
|
KU Placeholder
3 Product Requirements _
Design Input .
gn fnpt Product Specific
Dokumentation ) ee .
~ - Content Identifizieren von KUs auf Basis von:
B i « KU Placeholdern
\/ , « Klassifikation




Digitale TD in Form von Knowledge Units .

QvasIs

Nutzewn

= Reduzierter Aufwand fur
Erstellung und Pflege von
KUs in Dokumenten

= Sichtbarkeit von Abhangigkeiten
in mehreren Prozessen

= Zentrale Verwaltung in
KU Datenbanken maoglich

= Wiederverwendung statt
Neuerstellung

06.02.2020

Herausforderungen

Gesamtuberblick erforderlicher KUs fehlt
Fehlende Definitionen/Klassifizierungen
Welche Dokumente brauchen welche KUs?
Welche KUs brauche ich flir eine Zulassung?
Digitale Infrastruktur erforderlich

Aufbau von KU Datenbanken
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Veranstaltungsreihe

MDR als Chance zur digitalen Trarrsfgormaf ion
n A
|

Wechsel von Dokumenten zu Informationsei

21. April 2020, 9-17 Uhr

Veranstaltungsort: Zuhlke Engineering
Landshuter Allee 12, 80637 Munchen

Interessiert?
Kontakt: info@avasis.biz

QvAaSIS

inspiring PLM solutions

Neior . ) \
(i == S,

| | L 25 |
7N [ ! =J :‘; ~ )
o | NS ) s

heiten

/

- Benannte Stelle TUV SUD: Aktueller Stand
der Digitalisierung beim TUV SUD

Knowledge Unit Konzepte & Workshops:
\Vorstellung und Diskussion der KU Konzepte fur

Entwicklung, Risikomanagement, Usability und
Klinische Bewertung |
Case Studies: \Vortrage von Firmen mit

die digitale Umsetzung Vo

ispielen fur
Beisp d Dokumenten

Prozessen un




»2Knowlede Units: A smart way to manage complexity?!“

WIR GLAUBEN,
DIE MDR IST EINE
CHANCE - MIT DER
2AU“ ALS HEBEL

| THINK THE
NEXT CENTURY

WILL BE
THE GENTURY

OF COMPLEXITY.

STEPHEN HAWKING DOKUMENTATION

FUR DIE
DIGITALISIERUNG
DER
TECHNISCHEN

06.02.2020 33
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Interesse an der Mitarbeit o [

e

beim Knowledge Unit Konze pﬂf"?ﬁ l e

L/

Kontakt: Sarah.panten@avasis. biz

QvAaSIS

inspiring PLM solutions




