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It’s about 100 years ago
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But what if he lived in 2021?

What if this was designed in 2021?
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Crucial is 
the

intended
use. 
The 

purpose!

Webinar MDR - VR4REHAB - ©RLuigies

3

4



18-2-2022

3

What if not Class I ?
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21%

79%

Existing Apps n = 271

Medical Device NOT a Medical  Device
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What about new games, to be designed?

What do I want as purpose?
Can I avoid the MDR?
Can I afford the MDR?
What options are there?
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Purpose: Catching monsters
Effect: More fysical activity
Fysical activity contributes to prevention of CVD, Diabetes, etc.
 Which is a derivative of fysical activities

What if PG’s intended purpose was defined as prevention? 
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First Dutch Nintendo Switch game
Purpose: Team Building / Socializing of youngsters
Effect: More and improved communications
Side effect: Improved communication skills for authism!

What if TT’s intended purpose was treatment of authism?
Webinar MDR - VR4REHAB - ©RLuigies

Some tips 
Sponsor

Healthy Bones App Embedded in Portal Other party’s money
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Clear intended purpose
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The dream of all
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It all seems a labyrinth Above all
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Some literature

https://www.chino.io/a/chino-io-ebook-medical-device-
regulation-ehealth-applications
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https://vr4rehab.org/blueprint/
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Thank you for your attention!
and

Good luck!

rene@gamesforhealth.net

https://www.linkedin.com/in/reneluigies/
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