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Mission of the TRP Medical Device

The Paediatric Medical Devices TRP is aimed to
v" improve the diffusion of knowledge on paediatric medical
devices,
v’ foster the research in this field
v’ increase the number of new medical devices tailored for

children based on their needs
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Why Medical Devices?

' Paediatric Medical Devices (MDs) development faces unique challenges.
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Adapt MD for adults to children

Orphan medical devices for children may become unavailable
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Ethical barriers

Regulatory barriers

Financial barriers
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Barriers for development of paediatric MD

children are vulnerable and investigations are considered to be more risky than with adults
children cannot fully understand risks and thus give an informed consent to participate in research

children’s physiology and anatomy drastically changes over time: technological solutions to accommodate
(miniaturisation or adaptability)

children may not have the cognitive capacity to interact with or operate medical technology

around 60-75% of devices are used for off-label indications for pediatric patients

smaller sample size and age heterogeneity within the paediatric population renders reliable safety data
difficult to obtain
the regulatory agencies have a higher standard for paediatric device approvals

due to a small market size, paediatric medical device innovators struggle to procure venture capital
funding necessary to support device development
the device reimbursement rates are lower in paediatrics and no standardised national coverage exists

Kysh L et al, BMJ Open. 2024
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Opportunities for paediatric MD

* 40% of the global population is under 24, creating significant future healthcare market opportunities @

* Rising chronic diseases among the children such as respiratory disorders and asthma @

* Global pediatric healthcare market is expected to generate around USD 15,984 million by 2025

U.S. Pediatric Medical Devices Market BEev9vE

size, by product, 2020 - 2020 (USD Billion) GRAND VIEW RESEARCH
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@ Cardiology Devices In Vitro Diagnostic (IVD) Devices Diagnostic Imaging Devices
Anesthesia & Respiratory Care Devices @ Neonatal ICU Devices & Others
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Participants to MD TRP

27 research units involved in the TRP

Location of RUs
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Several services provided

Thematic areas
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Design of the
medical device
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Services offered by MD TRP

L l
In vitro e in vivo pre- Medical devices’ prototype and
clinical test of medical safety analysis
devices .

Microbiological testing of
medical devices

* Physico-chemical
characterisation of medical
devices

* Mechanical, electrical,
electronic or non-clinical
toxicological testing of
medical devices

* Biocompatibility testing of
medical devices
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Clinical validation of
medical devices

End user/usability
assessment



Actions performed by MD TRP

Educational activities: webinars Delphi survey

Planned webinars (every two months) to
rise awareness and share knowledge
about MD

To detect unmet needs on MD
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EPTRI webinars: participants and statistics

Nr of subscriptions

120
Educational activities: webinars 100
80
60
40
Planned webinars (every two months) to
rise awareness and share knowledge 20
about MD
0
1 2 3 4 5 6
% https://www.youtube.com/@eptri2547 Webinars
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EPTRI webinars: participants and statistics

Educational activities: webinars

Planned webinars (every two months) to
rise awareness and share knowledge
about MD

\ https://www.youtube.com/@eptri2547
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Delphi survey

Educational activities: webinars Delphi survey

Planned webinars (every two months) to
rise awareness and share knowledge To detect unmet needs on MD

about MD Next steps:

* circulate the survey among EPTRI members (1 st
phase) to assess their opinion

e refinement
* circulate it among other stakeholders (2 nd phase)

* prepare publication of the top 10 unmeet needs in

this field.
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Tha n k yo u Paediatric Medical

Devices
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