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Call for Expression of Interest 
 

Conect4children is pleased to announce that the third c4c International Multi-Stakeholder Meeting 
(MSM) will address medical devices in paediatric type I diabetes and will take place on 21 February 2023 
ahead of the Advanced Technologies & Treatments for Diabetes (ATTD) conference in Berlin. The 
meeting is being organized with the participation of the European Medicines Agency (EMA), the Food and 
Drug Administration (FDA) and notifying bodies. 
 
Multi-Stakeholder Meetings have been conceived with the aim to facilitate dialogue and provide an 
opportunity for constructive interactions between relevant stakeholders (patients/patient 
representatives, clinicians, academics, pharmaceutical companies and regulators) on topics requiring 
open discussion on development of medicines in the best interests of children and adolescents. The goal 
of these meetings is to share information, in a pre-competitive setting, to define unmet medical needs, to 
define how best to address those needs and facilitate the development of innovative medicines towards 
eventually their introduction into the standard-of-care of children and adolescents. 
 

Rationale 

The incidence of type I diabetes in children is increasing with a rate of around 3 to 4% per year, 
particularly in preschool children, with evidence emerging that incidence rates are increasing 
even further in relation to the COVID pandemic. There are 140,000 children with type I diabetes 
in Europe with an estimated 21,600 new cases per year. 

Recent treatment guidelines for adults recommend the use of modern insulins and devices for 
automated insulin delivery (hybrid-closed loop pumps) if treatment goals are not met. 
Unfortunately, several of these insulins, adjunct therapies to insulin and diabetes devices are 
lacking approval for young children. In fact, over the past 10 years, due to increased regulatory 
requirements, the number of pharmaceutical clinical trials in paediatric diabetology in Europe has 
declined compared to the U.S.A. Furthermore, the recent approval of the EU Medical Devices 
Regulation MDR (2017/745), which has replaced the Medical Devices Directive 93/42/EEC (MDD), 
has resulted in a lack of approval of most new systems for automated insulin delivery and other 
devices for patients younger than 6-year-old, since the effort for industry is disproportionate to 
return of investment. This issue is further complicated as “off-label-use” does not apply for 
devices in contrast to medicines.  There is an urgent need of improving care and treatment of 
children with type I diabetes from onset of the disease to prevent devastating long-term 
complications of the disease. 
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Topics to be address and discussed 

o Define unmet medical needs of children with type I diabetes
o Review medical devices which are available and in development
o Understand the current regulatory environment
o Share current hurdles in the paediatric development of medical devices and in

access for children

The overarching objective of the meeting is to propose a strategy to improve the timely 
development and access of medical devices for children with type I diabetes, properly 
addressing paediatric unmet needs, introducing innovative development pathways in the 
regulatory environment and increasing accessibility for all patients.  

Outputs 

The output of the meeting will be a common understanding of the needs, issues and available 
assets by ALL stakeholders and a proposed strategy and actions to address patients’ needs.   

No regulatory decisions on medical devices will be made during the meeting which will share 
publicly available information. However, the findings and conclusions of the meeting will pave 
the way for future development plans and concrete actions.  

Following the meeting conclusions, an article will be submitted to a peer reviewed journal in the 
specialty. 

Who can participate? 

International academic experts in paediatric diabetes, representatives from pharmaceutical and 
medical device companies developing relevant assets, representatives from regulators (EMA, 
FDA, Notifying bodies, HTA bodies) and patients, parents and their advocates. 

The meeting will be on invitation only following expression of interest.

Deadline for submission: 15 December 2022 

Invited participants will be contacted in due time. 


