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Support over the entire product life cycle

24.10.2022 4
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Design & development, regulatory approval and production of medical device systems

Product Lifecycle Process for medical or other devices
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Product Lifecycle Process for medical or other devices
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Product Lifecycle Process for medical or other devices
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Daily questions and the answers

Digitalization of the development process using TEAMCENTER
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Confidential

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

Digitalization of the development process using TEAMCENTER
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Monitoring of project progress

Digitalization of the development process using TEAMCENTER
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Challenge: Most of the effort goes into the Technical Documentation

24.10.2022 22

Waste of time: inefficient 
creation of TD

Efficient creation of TD, 
Transparent updates with changes

Unnecessary rework 
to eliminate findings

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

Digitization takes to 
long, is too expensive 

Fast implementation of software solutions 
to achieved efficient digital processes
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 IMPROVED PATIENT CARE

Waste of time: 
Search of information Clear identification / tagging of required TD content

No time for review 
of all relevant content

Elimination of activities without value 
to allows focus on content

Waste of time: Findings 
for missing content Automated completeness checks of submitted content
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 LESS RESOURCES
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 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

 Visualization and analysis of dependencies 
between information through Traceability Reports

 Tracking of changes through complete Audit Trail

Digitalization of the development process

Solution: Application Lifecycle Management (ALM)

24.10.2022 23
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Manage Information with Work Items

Solution: Application Lifecycle Management (ALM)

24.10.2022 24
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Solution: Application Lifecycle Management (ALM)
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Requirements Management

- 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

Verification & ValidationRisk Management

- 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

- Traceability Report: From the requirement to 
the test definition to the test report
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Key Take Aways

Digitalization of the development process including testing

10/24/2022 26
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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

Who does what?

Partners in Digitalization

10/24/2022 27



Confidential

Holistic Digital Twin

A look into the future…

24.10.2022 28

Digital twin 
of the product

Digital twin 
of the production

Digital twin of usage 
and behavior
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A look into the future…
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Totally Integrated 
Automation

MindSphere

Product Lifecycle 
Management

Manufacturing 
Operations Management

Teamcenter

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
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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.
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 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. 



Kontakt
Tel.: 07131 / 2774 - 0
Fax: 07131 / 2774 - 100
www.seleon.de
seleon GmbH| Im Zukunftspark 9 | 74076 Heilbronn, 
Germany

Contact
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