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Support over the entire product life cycle

customer’s core tasks

i seleon

seleon’s network

General Risk Management Legal Affairs & Compliance Product Portfolio
Management (Business-related) Insurances Management Management Inrastructure & [T
: Personnel Finances :
Installation, o : : Market analysis/
Sales Service User Training management Accounting, Taxes, B -

Marketing Funding

Business Pro-
cesses & Quality
Management

Product
Development

Production

Quality Assurance

seleon’s core competences

24.10.2022

Intellectual
Property (IP)
Management

Risk Management
(Product-/
process-related)

Prod. Maintenance
& Sustaining
Engineering

Regulatory Affairs

(HR services) ERP System

Product
Management

Innovation
Management

Usability

Engineering PR

Clinical Affairs

Reimbursement
Management

Stock, Logistics,
Shipping

Complaint
Handling
& Vigilance

fundamental activities in case seleon is the legal manufacturer
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Regulatory levelopment
Input

Planning, Design Development
E2

- =0 - Functional - 3
Feasibility Design Input Specification - Prototype

Production Service provision

E4.1

] E4.2 Series
Design - _ , - _ P - Ph
5 Pilot series Production vV roduct Care ase Out

Transfer

Project Management, Risk Management, Usability Engineering, Quality Management, Regulatory Affairs
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. . . M| seleon
Product Lifecycle Process for medical or other devices

seleon

Pre-Project Frontloading | Feasibility & Planning m Production Transfer Post-Project
E2E Project Management

Hardware Engineering
Clinical Co-creation & Software Engineering (Embedded) Prototyping and/or
inica

Human-centered === Mass Production PMS,
concepts, ' C

PMCF,
IP’ VC) o Vlgl'

: ' ' ' ' lance,
Funding,

: Internat.
Reimbur- Systems Engineering S " Product
sement — .

yber Security & Prode UBh djo: Approval

Design & development, regulatory approval and production of medical device systems

Regulatory & Clinical Affairs, Product & Process related Risk Management, Quality Management
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Product Lifecycle Process for medical or other devices

ISO 13485 Chpt. 7.3.10 ISO 13485 Chpt. 4.2.3

ISO 13485 Chpt. 8.2.6

Design History
File (DHF)

Device Master
Record (DMR)
Chpt. 7.3.2

Design IEC 62304

Planning Chpt. 5.1

User Needs .

Intended U ! Design ISO 13485

ntenae se Review Chpt. 7.3.5
ISO 134854°Chpt. 7.2

Design Input "‘
N

ISO 134854°Chpt. 7.3.3
IEC 62304 |Chpt. 5.2-4 | Design Process ISO 13485 Chpt. 7.5.6

ISO 13485 Chpt. 7.3.%

Device History
Record (DHR)

ISO 13485

Process
IEC 62304 Chpt.5.5/6 | Design Output Validation
SO 13485[Chpt. 7.3.4
) IEC 62304 Chpt. 57 [ pasign Transfer
Design Py
Verification

ISO 13485 Chpt. 7.3.8
ISO 13485 Chpt. 7.3.6

IEC 62304 Chpt.5.7/8

Initial Batch

Manufacturing
Design /;g\ /;g\ ISO 13485 Chpt. 7.3.7 edical Device
Validation o0 o0
ISO 13485 Chpt. 7.3.7 Risk Usability Design ISO 13485 Chpt. 4.2.3 Serial
Management Engineerin Changes .
8 & g 8 Production
ISO 13485 Chpt. 7.1 ISO 13485 Chpt. 7.3.3 ISO 13485 Chpt. 7.3.9
ISO 14971 Chpt.4-10  IEC 62366-1 Chpt. 5

IEC 62304 Chpt. 6 I1SO 13485 Chpt. 7.5

Design & Development Process from FDA’s and I1SO 13485:2016 perspective - © by seleon gmbh
24.10.2022
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Product Lifecycle Process for medical or other devices
— avasis .

vy UBS“lh. sxp

A& = 1 ERP L

S ABACUS W
CAD CAM
Sales / Market- / Development/ Production Purchasing Approval / Production Logistics / after
Customer Requirements Design planning Design Transfer Sales / Service
Regulatory
Documentation eDHF eDMR EDHR
ALM

PLM CONCEPT e Perspecgyg

i~ % % T

oono Supplier Customer
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Digitalization of the development process using TEAMCENTER

Daily questions and the answers

TEAMCENTER
. =
B ;
ﬁi@: h Relations Ei;;
T § ]
.‘ D q g ;
“ R

24.10.2022

Project

Confidential

i seleon
QvasIs

inspiring solutions

How do | get information about
the project and its progress?

What effects do my changes have [ReEElV]

on the documentation / approval /
project?

How do | ensure complete
registration documentation?

Are all my taskg created and is Flexible
the documentation complete? :/;>
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inspiring solutions

Digitalization of the development process using TEAMCENTER

© mmm 001479/A-Status - Check

Object State Record Type Requisits
— %?3(;(.)4735 / A_Product / Renuiments Regied /

- X000 ! MCAD Assembly Required
/ \ ! ECAD Assembly Required
Word Requirements o —

n
o
=
O
=
=
00004735 Q‘

Product Requirement
Introduction
Purpose
Software Req.
Reference \
Design Regq.

- Weight
- Dimension

! Market Study Optional /

p
/Digital TD\ riting tools\ KMCAD A KECAD Menlar\ Other

(Req., Risk, etc.) ..Gl'ﬂphlt‘S"
EI @ - DS SOLIDWORKS T AUTODESK: OrCAD A
m INVENTOR' .

W~ SOL'D o NX L s
K Amo / - m @’ Ccreo T/A j K a j lE

24.10.2022 Confidential 12
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Digitalization of the development process using TEAMCENTER

@ Polarion Wl

. 00004735-Product Requirement
— . WI0015-Introduction
—. WI10020-Purpose

—. WI10021-Software Req.

—. WI10105-Reference

—. WI0095-Design Req.

. WI0003-Weight

i seleon
QvasIs

8 W10005-Dimension

\_

4 _ )
Polarion
- Reg. Mgmt.
- Risk Mgmt.
- V&V
- Digitalize other doc.
- J

24.10.2022

Q_M (TC MDS)

01479/}\ St t Ch k

o it - o

Design venfication . Dewgn validation . Design transfer

inspiring solutions

~

-

\ POLARION /

TIA /

ﬂ; Qbject State Record Type Requisits
l 2{%204 5/ A_Product / Requirements Required
- X000 | MCAD Assembly Required
[ ]
~ XXX ' ECAD Assembly Required
[ ]
- XXXX ! Code Required
- 30K ! Market Study Optional /
g (AT T D ) (G
2 Dlglta\\ TD Writing tools MCAD ECAD _mentor || Other
+ | (Req., Risk, etc.) Graphics
2 @ @ DS SOLIDWORKS I AUTODESK OrCAD =
£ m] > INVENTOR’
5 . ZUKEN
2 or SouD EpGE N X Yy
— /L creo y DESIGNER20 E
-
Z N -)\p

= /
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Digitalization of the development process using TEAMCENTER

/ McAD /<

ﬁoooom 1-Assembly
- 00004712-Part |
- 00004713-Part |
_g 00004714-Part i

4" 00004715-Part IV

—ﬁ 00004716-PCBAC

g 00004717-Cooler

(&

i seleon
QvasIs

457 0000471 8-Termiw

24.10.2022

o WM EvRo e inspiring solutions
a ﬂ; Object State Record Type Requisits
= y : 04735/A7Product / Requirements Required
= - .
O & 00004711/ A_Assembly / MCAD Assembly Required
— - 3000 | ECAD Assembly Required
S [ ]
2 - XXXX ! Code Required
-

\Q - XXXX ! Market Study Optional /
DL Y4 N N\ N\ D
S | Digital TD Writing tools CAD ECAD _mentor || Other
+ | (Req., Risk, etc.) Graphics
2 . @ @ . Y SOLIDWORKS ! AUTODESK OrCAD <>
= nﬁ] v INVENTOR' ZUKEN
= or SouD EDGE N X Yy
e : A m creo’ f) DESIGNER20
>
<C \__ PoLARION J \_ ) @’ TIA/ \_ VAN j/

-

Confidential



(ecap — )

Eﬁom 50000-PCP equipped

\

—Eﬁsz 0000816-PCB

_Eﬁsz 0000817-Condenser

_EQSZ 0000818-Recistance

Digitalization of the development process using TEAMCENTER

i seleon
QvasIs

24.10.2022
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/ inspiring solutions
:é Qverview w Submission Where Used  Attachments History Relations Collaboration Participants Reports  Audit Logs
(D Object State Record Type Requisits
% b (;{(()3(3]04735/A Product / e G
O W$N\00004711 / A_Assembly / MCAD Assembly Required
t g@ 08150000 / A_PCP equ. / ECAD Assembly Required
2 - XXXX ! Code Required
—l
k& - XXXX ! Market Study Optional /
% (Dig YA Y4 ‘\\N%% N A
S | Digital TD Writing tools MCAD D mentor || Other
+ | (Req., Risk, etc.) Graphics
2 @ @ . DS SOLIDWORKS  AUTODESK: OrCAD |
— INVENTOR®
5 m _ . » ZUKEN
oF SouD EpGE | ALTIUM
- \ 7 % s creo ;‘ ' DESIGNER 20
3 o
<C \_ PoLaRioN J \_ - J @’ T’A/ N\ V2N //

Confidential



Digitalization of the development process using TEAMCENTER

/Softwa re

() 085000 Software

i seleon
QvasIs

)

24.10.2022

Ve SouD EDGE N X

| ]
;_‘) DESIGNER20

ALTIUM

inspiring solutions
a Object State Record Type Requisits
% ' %(;%04735/A Product / Requirements Haiiiien
O & 00004711 /A_Assembly / MCAD Assembly Required
= g 08150000 / A_PCP equ. / ECAD Assembly Required
S (@) 085000/ A_Sofware v Eode Required
—
k& - XXXX ! Market Study Optional /
S | Digital TD Writing tools MCAD ECAD _mentor [T-Other
"C-'D (Req., Risk, etc.) OrCAD Graphics
S SOLIDWORKS ¥ AUTODESK® r
£ ] @' @ v, 2 X INVENTOR' </>
5 - ZUKEN
= A
-
<

-

\ PALARION /

@’ creo

"l

/\.E
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Digitalization of the development process using TEAMCENTER
— QvasIs

©  mmm 001479/A-Status - Check 0 . . .
r SR OwerOuniwgeegoe s DieMosfed IO femeSimi  TpeOnAncon  OW Gacaton Can i £  SIEMENS I,.,Sp:rly.lc solutions
fje Overview TCMDS  Submission Where Used Attachments History Relations Collaboration Participants  Reports  Audit Logs

..:‘: Design planning - Design oulput . Designvenfication . Design validation . Design transter

(d)) ® Object State Record Type Requisits
() 00004735 / A_Product : .

R d
2 ' Req. / Requirements equire
Q :&’5 00004711 / A_Assembly / MCAD Assemnbly Required

R ired
l— E@ 08150000 / A_PCP equ. ( ECAD Assembly equire
S (@) 085000 / A_Sofware v,  Code Required

00005010 / A_Market .

(ol o Study / Market Study Optional /

/Writing tools / A

—
Market
\ Study.pdf / / \

3 ~ c D

S /Digital TD\ /Writing tools\ /MCAD A /ECAD Menlar\ Other

+ | (Req., Risk, etc.) Graphics

2 o T ||, oo T smpe || OreAR s

E m or Ve SouD EDGE N X :‘ LZUREN

= \ pu m creo ‘) DESIGNER?0 E
R AVAN )\ Zaarn ) \_ M)
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Examples:

BOM information
Neutral-Format
(for Purchasing,
AVOR etc.)

o

~

"l

Examples:

Stock information
Cost / Price
informationen

24.10.2022

Digitalization of the development process using TEAMCENTER

i seleon

----- “ABACUS

PSle

abase»

.majesty® e

PRO[GILPHA

S0 Ay Nicrosoft

CRM

QvasIS

inspiring solutions

eCom-
merce

\ ERP¥

Object State Record Type Requisits
¥ g%%ouasm Product */ Y —
¥ 00004711 /A Assembly MCAD Assembly Required
[ 08150000/ A PCPequ. FCAD Assembly Required
(@) 085000 / A_Sofware v Code Required | ’
» @
Sugy o Merketstudy o ) o
Digital TD Writing tools MCAD ECAD Menbr Other
(Req., Risk, etc.) Graphics
S SOLIDWORKS I AuTopesk” | [OrCAD <>

/Authoring tools \ G_M (TC MDS)

K Plbl‘.ARIO‘N /

v, SouD EDGE N X

@’ creo

INVENTOR®

TIA j

ZUKEN

]
s‘d) DESIGNER20
\ V2N
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Digitalization of the development process using TEAMCENTER
.majesty® sa0ge

/Transfer to CRM

Examples:
- Vendor information
- RFQ Datas

\_

~

-

Transfer to
eCommerce

Examples:
- Data sheets
- 3D Datas (dummy)

\_

)

J

24.10.2022
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PSle
BACUS

abase»

PRO[GILPHA

SADARY”” 'B/'yi%?r%?fzﬁ

CRM

eCom-

merce
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inspiring solutions

D_
o
LL

S pm 00479/A-Status - Check
oz e

Overview TCMDS Submission Where Used Attachments History Relations Collaboration Participants Reports Audit Logs

== - -

n . Design validation . Design transter

/Authoring tools \ Q_M (TC MDS)

Object State Record Type Requisits
.. 2{%204735 / A_Product ] Reiqirmets Yt
& 00004711 / A_Assembly v MCAD Assembly Required
[ 08150000/ A PCPequ. ECAD Assembly Required
(@) 085000 / A_Sofware v Code Required
2?335010 / A_Market / —— Optionat
Digital TD Writing tools MCAD ECAD Menlar Other
(Req., Risk, etc.) Gra
@I pS SOLIDWORKS I AuTopesk” | [OrCAD |
'] > INVENTOR’
. V., § ZUKEN
\\ |/ - SouD EpGE o ALTIUM
\\\/Z. /\c f ' DESIGNER20
\ POLARION / k j

@’ creo

TIA j

"l

DN
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Digitalization of the development process using TEAMCENTER

Planning of Product Development Process (PDP) including Technical Documentation (TD)

|l 000764/A;1-DHF_Demo Status Set Target Date

Date Modified: 29-Jul-2020 Release Status: Type: DHF Revision DHF Classification: PDP_SHS_1

To
User Needs
Phase Revision

Start Date Phase/Ms: *

‘ 22.04.2020

End Date Phase/Ms:

‘ 22.04.2020
Object Record Type Start Date Release Status
@ 000718/A:1-Glal_Dem... ~/ General Information a. TCM Released Duration: *
@ 000717/A;1-MA_Demo? v Market Analysis TCM Released ‘ 0

@ 000719/A1-DS_Demo1 v/, Design Suggestions TCM Released

Icon Colour State

Released E DHF Schedule Mgmt

current object not newest

VB 2B & 4 LB e T2 <

i seleon
QvasIs

L Working A
ﬁ' November, 2019 o
2611- 0212 (Week 48)

. NAME START DATE FINISH DATE 'WORK EFFORT ACTUAL START DATE ACTUAL FINISH DATE Tue, 26 Wed, 27 Thu, 28 Fri, 29 3Sat, 30 Sun, 01 Mon, 02 Tue, 03 Wed, 04 Thu, 05 Fri, 08 FD
Less then 3 days until due Morwmion aons  woen s
EE User Needs 2019-11-26 2019-11-27 320h - e
E Glal_New 2019-11-26 2019-11-27 80h - :@
Pa st d u e E MA_New 2019-11-26 2019-11-27 8dh - kd,
E DS_MNew 2019-11-26 2019-11-27 82h - %
Bowcoen  sarss  wenz s | .

' Missi ng or obsolete S oeignpaming 20018 aotenas 260h O -
@

. E DP_New 2019-11-28 2019-11-20 85h - B

E RA_New 2019-11-28 2019-11-29 8oh -
24.10.2022 Culuciiuar

inspiring solutions
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inapiring solutions

Digitalization of the development process using TEAMCENTER

Monitoring of project progress

F_Demo Status

pEm 000764/A1-DH
tamis  Owner: genegger (dlangenegger) Date Modified: 29-Jul-2020 Release Status: Type: DHF Revision DHF Classification: POP_SHS_1

Overview TCMDS Submission Classification Where Used Attachments History Relations Collaboration Participants Reports

- m -

End Date

Object Start Date Release Status Owner

@ 000718/A:1-Glal_Dem... v
@ 000717/A;1-MA_Demo? v
@ 000719/A;1-DS_Demo1 .

Record Type

General Information a. TCM Released Daniel Langeneggd

Market Analysis y 000543/A-Project AB

R Dot Moclified: 37,05 50130

Design Suggestions

Finioase Satux

Ty DHF Rimvision

DHF Classiflcation: Class 36

Owerview TCMDS Submission Checker Where Used A

B

Icon Colour State Object State  Record Type StartDate  End Date Release Status | Owner Greup 1D Remaining Time | Regquisites i
v (S ooosasa-project B OF EREY - Dani Langenegger (dls] Project Management avasis
- (B ooosuycuse. _ TCMReleased  Dani Langenes Eniwicklung.avasis Iy
Released ® ooosssr. v Design Suggest _ TCM Rieleased  Dani Langenegger (dla) Entwicklung avasis options
@ oossor. Ganeral Informa... 17112019 _ TCM Bileased Dl Langeneqger (dla) dba required
/. current o bJ ect not newest @ 000361/-.. Market Anshsis 17112019 _ TCM Feleased  Labbate Nelson {nils) dva required &
@ wosear. v izt [RRRGHGRN TCM Relexsed  Dani Langenegger (ia Project Management avasis T #®
Og WO rking - e 000546/A-Des... 1 snxn |8 Dani Langenegger da) Project Management avasis <
@ 000564, & SWOT snalysis  25.11.20200 | Dani Langenegger (dla) dba | options @
Less then 3 days until due @ ! oo mvon (SRS
@ W5 Risk mansgement  25,112020 _ TCM Released  Dani Langenegger (dla) dba _ required
® oocossr. v Design plan _ TCMPslesed  Dani Langenegger dls) Entwicklung svasis _ required
%4 Past due e i e Tamesenan. §
@ -manew 1 Risk management 2512207 31122020 racquiteed
! - Missing or obsolete

24.10.2022 Confidential

History  Relati

Collaboration  Participants Reports

10 SIEMENS
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Challenge: Most of the effort goes into the Technical Documentation

Waste of time: inefficient
creation of TD

v FASTER

Unnecessary rework

v' CHEAPER to eliminate findings

v" LESS RESOURCES

MANUFACTURER

Digitization takes to

‘ long, is too expensive

Waste of time:

v REDUCED COSTS Search of information

v FAST MARKET APPROVAL

No time for review

v MORE INNOVATION of all relevant content

v IMPROVED PATIENT CARE

COMPETENT AUTHORITY

Waste of time: Findings
for missing content

24.10.2022 Confidential
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QvasIs

inspiring solutions
Efficient creation of TD,
Transparent updates with changes

Automated completeness check of TD content,
Elimination of inconsistencies through reuse of data

Fast implementation of software solutions
to achieved efficient digital processes

Clear identification / tagging of required TD content

Elimination of activities without value
to allows focus on content

Automated completeness checks of submitted content

22
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Digitalization of the development process reeringeci,tans

Solution: Application Lifecycle Management (ALM)

= Browser-based Application Lifecycle Management (ALM) software from Siemens based on linked Work Items

= Simple creation of work items in LiveDoc documents

= Requirements and Test Management as well as ensuring Complete Test Coverage (standard functional scope)

= Digital documentation of development, risk management, usability engineering, clinical evaluation (avasis modules)

= Electronic review and approval processes
for work items and documents

. . . . . 24
= Visualization and analysis of dependencies 2-4 hous
between information through Traceability Reports TR S Wees
acklog
=  Tracking of changes through complete Audit Trail 9 o # — -A
S sprint Backiog Sprint Increment o iemented Product
Sprint Planning Sprint Review Lifecycle Management

Vision Sprint Specification Sprint Test
t |

&+

24.10.2022 Confidential 23



Solution: Application Lifecycle Management (ALM)

Manage Information with Work Items

- B 7 - Aral (10 - || §|-lli=]=]- - B=-

¥ Work Item Properties
2 Intended Purpose

absorbe...
2.1 Medical Purpose - -
P Properties
! PDT-9396 - The PRODUCT system is an imaging tool used to detect and visualize photo absorbers in soft tissue \
and acoustic properties similar to breast tissue or tissue of regions as defined by specific indications below. |D PDT—939'5

|

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

“Status: . Draft
Version: 2.0
Last Approval: 2019-09-22 14;

<=

Version Control

The system provides two-di ional, real-time visualization of acoustic and optoacoustic information at a depth ¢

several centimeters.
" Links
Intended Purpose, Mfdica

PDT-9430 - The PRODUCT system is indicated for measurement of the MSOT values in the bowel wall of pAgients ~ Edit Links
established diagnosis of inflammatory bowel disease (IBD), specifically Crohn's Disease (CD) and Ulcerative
MSOT values provided may be used as an aid to the assessment of inflammatory disease activity in the bowel wa  has parent

P , [Knowledge Unit Su — -
Intended Purpose, [Knowledge Unit Sub 0 MSOT—9263 _ Medlcal prpOSE
Documents

o

é/

2.1.1 Indications

]

PDT-9397 - Application of lhe 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

[ Risiko Management Plan Example

ded Purpose,

Unique ID

Source

This Work ltem is contained in ['] Intended Purpose (this document) and referenced in:

i seleon
QvasIs

inspiring solutions

o

! PDT-9396 - The PRODUCT system is an imaging tool used to detect and visualize photo

Lifecycle

<— Creation of Links between single Items

WE

L]

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

Digital TD

Writing tools MCAD ECAD Other
(Req., Risk, etc.) J MSRiRF

m @ @ X 2 SOLIDWORKS I I/'\ald'lé?lggiK OrCAD - </>
SouD EpGe
x 3 . o & % creo N X

ZUKEN

»
£ s 'm

Authoring tools

POLARION CATIA

24.10.2022 Confidential
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Requirements Management Risk Management

)

Solution: Application Lifecycle Management (ALM)

~
x SR - TN B 7. Al -0 S @~ ik PE-E
@ . )
Pofarion « 3 Requirements
3.1 General Operations
Janes Voller
My Polarion @ 1 - The vehicle must have open connectivity
The vehicie sholld have open conneclivily 1o Bllow ollver devices 1o easily connect
ff Home (@) Should Have, .7 Drall, | Tergel Version)
. Dashbaard L] 2.« it should have blustooth connectivity
2 There should be a Blusiooif connection Should Have, ,+* Draft, [Taret
System Requirement o ®
Specification ] 3 - there should be a direct wifi connection
Requiremeni Test Case Wit connection Is availsbie for most devices
Coverage

(D) Plans and Releases

£ FMEA Worksheet @ W1 qu.
* N o iems i ‘ whm (TIMust Have, o Appeoved, Gl Version 1.0{2017-07-34)
B Dna\,wcms&Faqcs Mlmmavmnmgu-d whils the vehicie Is under manual control * prowid. .
" m Plans mw:irlmmrﬂz@‘:hf:::::::ﬂa the vahicls & undar manual control
A, Test Runs - -
F Baselnes
- Simple & fast documentation of requirements -
- Centralized documentation -
- Artefact-based documentation for increased
reuse, live cycle management etc. -
- Traceability with one click to each test case
and Polarion element -
24.10.2022

1 Risikomanagement Plan
1.1 Risikomanagement Policy
1.2 Definition Schweregrad
1.3 Definition Auftretenswahrscheinlichkeit
1.4 Funktionale Analyse

rking

1 Risikomanagement Plan

_or'\er\'ted WO

1.1 Risikomgnag® t

Schweregrad

Auftretenswahrscheinlich

Risk Description
akzeptabel vertretbares Risiko, keine weiteren Mainahmen notwendig
nicht nicht Risiko, Risikokontrollma@nahmen notwendig

1.2 Definition Schweregrad

Smart user interfaces for users & risk managers
Document templates for risk management plan,
report and analysis

Integration of product architecture into risk
analysis

Traceability overview of risk control measures
to requirements and tests

Support of common assessment procedures
(PHA, FMEA)

Functional Safety Analysis

Confidential
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inspiring solutions
Verification & Validation

Traceability Report

Apply ‘Save a5 Defaut

Source Document

Space Document

Linked Documents

Space Document Release Version Status. LastCh
02 Systam Roquiremanis (B System Requirements Specifcation 2 &\InReview

Traceability

Traceabilty em Documentation Status
[1 11 - Management and Marketing

v EPLT507 - o Valid

v @PLTs0s v Vaiid

v @

- Traceability Report: From the requirement to
the test definition to the test report

Review
User
Needs \
A
Design
Input \
Design
Prooess
. . De3|gn
el
— 1w Medical
| Validation r Device

25



Digitalization of the development process including testing

Key Take Aways

Process

Functionality

Technology

10/24/2022

Regulatory
Affairs

Regulatory
Affairs Library
+ Submission
Management

Polarion +
Teamcenter

Product Development

Requirements

Engineering
+
Verification
& Validation

Polarion

Project Mgmt.

(Process),
Design
Output,

BOM, CAD

Teamcenter

Confidential

Risk
Management

Risk
Management,
Usability
Engineering,
FMEA

Polarion +
Teamcenter

Clinical
Evaluation

Clinical
Evaluation,
Literature
Searches

Polarion

i seleon
QvasIs

inspiring solutions

PMCF & PMS

Post-market
Clinical
Follow-up,
Post-market
Surveillance

Polarion

26
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QvasIs
Who does what? G SR

Partners in Digitalization

avasis
= Design and implementation of TEAMCENTER and/or POLARION

seleon

= Process Optimization with regard to the relevant tools (the process should follow the tool — not vice versa)
= Development of set-up and transfer concepts

= Support in setting up and/or transferring the QM system into the digital systems

= Support in setting up and/or transferring the Technical Documentation(s) into the digital systems

= Support with all implementation issues
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A look into the future...
e e : Digital twin
Holistic Digital Twin of the production

Digital twin of usage
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A look into the future...
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Digital Enterprise Suite - Platform for digital transformation
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Peter Hartung

Head of Business Unit Consulting

Tel: +49 (0) 178 59 06 773
Fax: +49 (0) 7131 2774-100

peter.hartung@seleon.de
seleon GmbH| Im Zukunftspark 9 | 74076 Heilbronn
Germany




Fabiola Hartung-Linz

Sales Director Consulting

Tel: +49 (0) 171 56 80 548
Fax: +49 (0) 7131 2774-100

fabiola.hartung-linz@seleon.de
seleon GmbH| Im Zukunftspark 9 | 74076 Heilbronn
Germany
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Why seleon? We advise & implement. Targeted & hands-on.

= Many years of experience in introducing new regulations and
implementing new regulatory requirements for products and
processes

= Use of the know how of experienced experts in our interdisci-
plinary team (natural scientists, engineers, doctors, auditors, ...)

= High planning reliability in terms of times, budget and quality
through a project realization as planned with our experienced
project managers

= Training your employees on site so they can do it themselves

= Broad range of services:
Adaptation of processes, QM system & Technical documentation,
preparation of clinical/performance evaluations & management of
clinical/performance investigations/studies, support in process
optimization as well as internal, certification, MDSAP and supplier
audits, approval of medical apps/DiGA & health software,
assumption of regulatory roles, etc.
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Contact

Tel.: 07131 /2774-0
Fax: 07131 /2774 - 100
www.seleon.de

seleon GmbH| Im Zukunftspark 9 | 74076 Heilbronn,
Germany
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