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AGENDA

MDR Requirements – Remediation?

Equivalence – Medical Devices

Significant Change vs. Substantial Change

FDA vs. CE Mark



Person Responsible for Regulatory Compliance (PRRC) 

1. Gap Analysis and Project Planning
Project Management

2. Enhanced Clinical Evidence
Clinical Research
Post-Market Surveillance

3. Technical Documentation Update
Product Development 
Quality Assurance

4. UDI Implementation and EUDAMED Registration
Operations and Manufacturing 
IT Systems

 
5. Reclassification of Devices

Product Development 

6. Quality Management System (QMS) Update
Quality Assurance

 
7. Supply Chain and Economic Operators Compliance

Operations and Manufacturing
Sales and Marketing & Transportation and Logistics

8. Risk Management and Post-Market Activities Enhancement
Product Development & Risk Management: 
Post-Market Surveillance

9. Training and Awareness
All Functions

10. Notified Body Interaction - Leadership
Quality Assurance

MDR Requirements
Remediations?



Equivalence
Medical Devices

EU-MDR – Equivalence Pathway
- Clinical, Biological and Technical
- Access to Competitor Documentation

FDA – 510(k) Pathway
- Substantial equivalence – less stringent
- Premarket Approval (PMA)
- De Novo



Significant Change
vs.

Substantial Change

Chart A – Intended purpose changes
Chart B – Design changes
Chart C – Software changes
Chart D – Material or substance/ingredient changes
Chart E – Sterilization changes



FDA vs. CE Mark

Requirements?
Cost? 
Time?



In summary…What is the true impact on industry? 
 
 Legacy devices (Design Controls?)
 
 Clinical (Data Collection?)

 Product obsolescence (Time and cost?)

 Innovative devices (US?)
  
 



Questions?



Thank You
Ehab Esmail

ehabesmail@orthofix.com
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This presentation is intended for educational purposes 
only and does not replace the legal text of the 
legislation, standards or guidance documents.
The requirements on notified bodies will be used to 
share experience. Notified body names or details
are not included.
AKRA TEAM should not made liable for different 
opinions or interpretations of Competent Authorities, 
Notified Bodies, Conformity Assessment Bodies or
any other relevant organizations.

Disclaimer

www.akrateam.com

http://www.akrateam.com/


Should patients be worried?
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Approval times for Medical Devices - EU vs. US

Data from 2005 to 2010

■ 309 new devices in EU

■ 67% EU and US

■ 63% EU first

Hwang et. al, BMJ 2016
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Initiatives from the Medtech Industry

✓ Efficient CE Marking System

✓ Support for Innovation

✓ Accountable Governance Structure
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Political measures to ensure a more sustainable future plan
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Germany is taking the lead on pushing politically towards a systematic revision of the EU
Regulation to keep EU Attractive for Innovative Manufacturers

http://www.akrateam.com/


Biggest Challenges for Clinical Evidence

49 Notified Bodies and 27 National Competent Authorities

> 100 MDCG Guidance Documents 

Learning Curve (NB and Manufacturer)

Insufficient clinical data for legacy devices

Expectations on clinical evidence differ between NBs
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Higher Scrutiny for Class IIb Implantable Devices
Annex IX; not applicable for devices listed in Art, 61.6(b)

Additional Challenges:
• Up-classification of all partial and total joint prostheses

and most spinal implants
• Most IIb legacy orthopedic devices are now reviewed

by a Clinical Reviewer
• Higher focus on the clinical data compared to assessments 

under the Directives

www.akrateam.com | 
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Classification EU vs. US
► US1 35% Class I, 53% Class II, 9% Class III
► EU2 ∽40% Class I, ∽21% Class IIa, ∽23% Class IIb, ∽16% Class III

► Approximately 97% of orthopedic medical devices are 510(k) cleared (Dubin et al. 2021)

1 FDA Presentation 2022
2 MedTech Europe Survey Report, published 2022



Transferability of Real-World Data

Anatomical Differences

Demographics

Work Habits

Lifestyle Habits

Different Health Care 
Systems

Guidelines by Medical 
Expert Societies

Standard of Care

Differences among the 
EU Member States

What needs to be considered

Spectrum of Indications
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More Alignment between Notified Bodies?

• MDCG 2020-13

• Joint events at regulatory
conferences and meetings

• Alignment between Team-NB
members on clinical topics

• Mandatory Clinical Evaluation 
Consultation Procedure
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Notable Statements from the Scientific Opinions
Published Scientific Opinions
https://health.ec.europa.eu/medical-devices-expert-panels/experts/list-opinions-provided-under-cecp_en

Transferability of clinical data between different indications

Could not follow the benefit-risk conclusion of the NB

Quality of the literature search
EP cited literature not disclosed by manufacturer

Generic device group still considered SOTA
(Metal-back Glenoid)

Design and number of patients included in PMCF studies
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Questions?

www.linkedin.com/company/akra-team/

www.linkedin.com/in/matthias-fink-
akrateam/

Contact Us
Office Germany: +49 (0) 8191 96 34 784

Office US: +1 (332) 900 4170

Info@akrateam.com

LinkedIn

http://www.linkedin.com/company/akra-team/
http://www.linkedin.com/in/matthias-fink-
mailto:Info@akrateam.com


THANK YOU
Learn more about OMTEC

at OMTECexpo.com
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