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1.
STANDARDIZED

REGULATORY LANGUAGE

2. 
ACCELERATION
OF DIGITALIZATION



INPUT FOR REGULATORY DOCUMENTS

MDKU 
Data Model

Laws Guidelines Standards

LESS 
INCONSISTENCIES

EASIER 
INTERPRETATION





CONTENT OF KNOWLEDGE TOPIC (KT) DEFINITION

Unique ID / Name of KT

Clear description and list of attributes (if available) 



CONTENT OF KNOWLEDGE TOPIC (KT) DEFINITION

How is the KT term used? 

How binding is the 
use of the term? 

Is the term applicable
to all medical device types?



CONTENT OF KNOWLEDGE TOPIC (KT) DEFINITION

Background 
information



EXAMPLE: KT HIERARCHY

Intended 
Purpose

Intended 
Use 

Statement

Operating 
Principle

Medical
Condition

User Profiles
Patient 

Population
Conditions 

of Use

Demography

Cabability
reading, language, 

physical,… 

Education

Patient 
condition

Knowledge

Experience

Sex

Weight

Age

Ethnicity
like skin type

Use 
Environment 

Duration of 
application

Frequency
re-useble, single 

use

Product life 
expectation

Reprocessing 
method

Connectivity
with other devices

Body / Tissue 
Part

Indications

Contra-
Indications

Limitations

Precautions



PRIORITIES & FOCUS

First Release:
Intended Purpose



EXCHANGE WITH OTHER COMMUNITIES

eCLASS - STANDARD 
FOR MASTER DATA 
AND SEMANTICS
FOR DIGITIZATION

PARTICIPATION OF MDKU
MEMBERS IN IDiS WORKING GROUPS



INTERNAL OPTIMIZATION





LINKEDIN ACCOUNT



NEW WEBSITE



SUPPORT OF GERMAN INDUSTRY ASSOCIATIONS

Working Group:
Digitalization QM & RA



ANNUAL BVMED CONFERENCE





IMDRF WORKING GROUP



eSTAR = DIGITAL SUBMISSION?!



IMDRF WORKING GROUP 
REGULATED PRODUCT SUBMISSION

Provide your 
Feedback!





COOPERATION DIN – CONSENSUS PROCESS

Consensus procedure based on DIN SPEC process 
BUT: modified for MDKU specific licence, data and processes



FUNDING OPPORTUNITY
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