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https://www.reuters.com/technology/neuralink-implants-brain-chip-first-human-musk-says-2024-01-29/
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About me & my work

• Dedicated clinical research
department

• Two full-time data managers
• Located in Innsbruck, Austria

• Family-owned medical device
company

• Cochlear implants and other
hearing implants

• Background in Biotechnology, 
Management & Data Science

• Data Manager/Data scientist for
6 years
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What is a medical device?

https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A32017R0745

Any device … or  software… for diagnosis,…, treatment and 
which does not achieve its principal intended action by 
pharmacological, immunological or metabolic means, in 
or on the human body…
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Types of medical devices

Class III

Class IIB

Class IIA

Class I
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manufacturers express that their product meets 
the requirements of a European directive or an EU 
regulation
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• Concerns all medical devices sold in EU

• Goal: harmonize clinical trials in EU member states

• Manufacturers have to demonstrate patient safety, device safety & effectiveness

• Establish, implement, document and maintain a risk managememt system

MDR



This document is part of a presentation and is incomplete without oral explanation.    © MED-EL

MDR - Roadmap

Medical device

Not yet CE 
marked

CE marked
Extend

intended
purpose

Post-market
clinical follow 

upClinical 
investigation



This document is part of a presentation and is incomplete without oral explanation.    © MED-EL

Medical Devices
First-in-human

Pilot

Pivotal

Post-market

Pharma
Phase I

Phase II

Phase III

Phase IV

Clinical Investigations
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MDR – Post-market surveillance

• Entire lifetime of the device

What? How long?

• Performance
• Safety
• Risks
• Off-label use
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Ways to satisfy PMCF

Literature review PRO Device data Registries Post-market 
studies



This document is part of a presentation and is incomplete without oral explanation.    © MED-EL

Registries

Device Data
CT/MRI
ect.

Diagnostics

Surgeries
Follow-Up
Questionnaires

In
te
rf
ac
e

Registry Software

Clinical Database
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Registries

Hospital D

Internal 
Data

Hospital C

Internal 
Data

Hospital B

Internal 
Data

Hospital A

Internal 
Data

Shared Data
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- Regular analysis intervals

- Processes to share safety data

- Risk-based monitoring

- Potential for automation

Risk Management – Risk control measures
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Learnings

Diverse Data 
Sources

Data Quality 
and Integrity

Regulatory
Compliance

Monitoring & 
Surveillance
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- MDR in effect since May 2021

- Demand for real-world data and post-market clinical surveillance

- Regular reporting intervals for recertification

- Increased complexity and diverse data sources

Summary


