=

OPEN SOURCE REVOLUTION

MEDICAL DEVICE KNOWLEDGE UNITS



CHALLENGE: CONSISTENCY OF INFORMATIONEN

CREATION BY MANUFACTURER ASSESSMENT BY NOTIFIED BODY

Device
Description TECHNICAL DOCUMENTATION General
Assessment

according to MDR, Annex Il + 1lI

Labels, IFU ’T Manufact = Device description / Intended Use
' Information

= Information supplied by manufacturer

Bio-
compatibility

— = Design and manufacturing information

Clinical :

. Packaging
Evaluation = General safety & performance req.

Fil o , ,

ie = Benefit-risk analysis / risk management

= Product verification & validation Sterilization
= PMS Plan incl. PMCF Plan

= PMS Report/PSUR -
Clinical Data

PMCF
Records

'y
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HOW BIG IS THE POTENTIAL FOR INCONSISTENCIES?

Reuse for Product Varia@
PMCF

37% >70%

Product Clinical
Development Evaluation

Risk Usability

Management Engineering
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IDEA:

UNIFIED DATA MODEL
for
TECHNICAL DOCUMENTATION
of
MEDICAL DEVICES



FROM DOCUMENTS TO KNOWLEDGE

Device
Description —p |ntended Use Statement

Indication

Contraindication

Patient Population

User Profiles & Groups

Device Variations

(

KNOWLEDGE UNITS




FROM DOCUMENTS TO KNOWLEDGE

Device
Description

Labels, IFU

Risk MM
File

Verification
Records

PMS
Records

Device
Specification

Manufact.
Information

Clinical
Evaluation
File

Validation
Records

PMCF

Records

il

TECHNICAL DOCUMENTATION

acc. to MDR, Annex Il + 11l

LIST OF REQUIRED
KNOWLEDGE UNITS




DATA HIERARCHY

Intended
Purpose

Intended
Use
Statement

Operating Medical : Patient Conditions of
o D User Profiles :
Principle Indication Population Use

Connectivity Body / Tissue Duration of
with other devices Part Demography application

- Cabability Frequency
Indications reading, language, re-useble, single
physical,... use

Datamodel Contra- Praduct life

Education expectation

will be published as Indications
open source data
model

Ethnicity Use

Limitations Knowl e :
owledge like skin type Environment

Patient Reprocessing

Precautions Experience condition method
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TOPIC RELATED
EXPERT GROUPS sRODUCT

DEVELOPMENT

Status 2022-07

CYBERSECURITY RISK

MANAGEMENT

TECHNICAL
DOCUMENTATION

USABILITY
ENGINEERING

CLINICAL
EVALUATION
(INCL. PMCF)

M
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KNOWLEDGE UNITS i -
© ()]
WITHIN THE ECOSYSTEM T =
v =
L

MDR & IVDR *
Economic operators
Common Specifications *
KN%VIQI’:'.IFS?GE Supplier & Sub-contractors

Notified Bodies

_ Software tool provider

National authorities

MDKU Initiative
* Basis for the data model: Stakeholder Management Stakeholder in the
regulatory requirements from Release Management ecosystem confirm and use

legislation, guidances, standards Configuration Management the data model
User guidance & Support
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STATUS: IDENTIFICATION OF KNOWLEDGE UNITS
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MAIN CHALLENGE: INTERPRETATION OF REGULATORY DOCUMENTS

REGULATORY DOCUMENTS

» Missing definitions Laws, Standards, Guidances
» Unclear/incomplete definitions
* Inconsistent use of terms

¥

Different
interpretations!

MEDICAL DEVICE NOTIFIED
MANUFACTURERS BODIES

Several Review
lterations

M




EXAMPLE: UNCLEAR DEFINITIONS
USED IN INTENDED PURPOSE CONTEXT

. Medical
Indication
Procedure

P&

Medical e o9 Field of
Purpose Application

Medical
Disciple

M




MEDICAL DEVICE KNOWLEDGE UNITS



MEDTECH
MEETS
DIGITAL

14.-15.09.2022 Frankfurt, Percuma



MEDTECH
MEETS
DIGITAL

Abendessen
ab 18:30 Uhr
im Erdgeschoss



MEDTECH
MEETS
DIGITAL

Haben Sie
Feedback
flir uns?




