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TD Health RA Framework

Error MDR Classification EU-MDR

Product DescriptionOK EU-MDR, ANVISA

ANVISA Classification ANVISAOK

BASIC UDI-DIError EU-MDR

MDA/MDN Code EU-MDROK

Fortschritt

85%





MDR Klassifizierung

Medical Device 100

Patientenpopulation

IIa

IIb

III

Ärzte, die auf die Diagnose von Hautkrebs 
spezialisiert sind.

EUDAMED Attribute







Active Device

Labelled as Single Use

Containing Latex



 2.0 Aktuell

 4.0 Aktuell
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Dokumente Version Überwachung

Up to date1.0 Veraltet



Klinische Bewertung ABC Veraltet1.0

Deine Firma

5. Patientenpopulation

Dokument-Update



Outdated1.0Klinische Bewertung ABC Aktuell1.1

5. Patientenpopulation

Deine Firma





Outdated1.0Klinische Bewertung ABC Aktuell1.1

5. Patientenpopulation

Deine Firma

Freigabe*********
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EU-IVDR

PPE

Regulatorischer Fokus
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MDR Zertifizierung TD Version Überwachung4.0
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MDR Zertifizierung TD Version Überwachung4.0
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Business Case Example
Update of TD and check of 
Submissions due to a standard update

Manual Investigation

New Standard

Manual Document 
Update

Review & Sign off

TD History Update

Country Registrations 
Impact Assessment

1h

3h

2h

0.5h

3h

Manual

Automated Impact 
Assessment

New Standard

Update & Approve 
Standard Entry

Document Update & 
Approval

Automated TD Revision

Automated Country 
Impact Assessment

0h

0.5h

0.5h

on click

on click

eTD

Based on real use case data. Average salary of € 71.000,-

Manual eTD

h per TD 9,5 1

No. of TDs 5 5

Total Time 47,5 5

Cases per year 6 6

h per year 285 30

h Saving 255

FTE saving 15 %

Savings € €‎ 12.702,57
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