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TEDDY Network

• Mission

TEDDY is a not-for-profit scientific research organization that is focused on paediatric
research, aimed at

 fostering access to paediatric medical products and devices effectively and protect
children’s right

 engaging children and young patients in decisions related to their health

 enhancing the awareness of stakeholders (researchers, authorities, public) on
persistent unmet needs of paediatric research

• Leading principles

 Children and young people have the right to be involved in decisions that will impact
health and wellbeing

 Young participants are eager to provide their insights into research ideas and innovative
solutions

 Stakeholders are required to review any research material or procedures, incorporating
the feedback provided by the young participants



Unmet needs on MD development
• The FDA survey in 2016 showed that more than 900 needs were identified for devices 

related to paediatric rare diseases

• 79% of respondents declared
that MDs for genetic diseases
are the most prominent 
unmet need 
(www.fda.gov)

 To implement paediatric-
centered innovation in the MDs 

sector



TEDDY contribution to OrphaDev4Kids Objectives
Objective 1: granting access to a paediatric MDs Platform to users through advice, mentoring, assistance

Objective 2: maximising the value-for-patients of the research and development of paediatric MDs

Objective 3: developing three orphan and paediatric case studies

Unmeet needs advice Case-studies advice

● Identification of 
overall unmet needs 
and advice provision 
on the MDs 
development

● Ethical, social and 
regulatory advice on 
MDs at their 
developmental stages

● Age-tailored material 
co-developed with 
pPEC

Paediatric Expert Committee (pPEC) involvement for



Teddy Methodology and Commitment to 
OrphaDev4Kids

• Ad hoc consolidated methodology, tailored to every project specificity to
actively engage young patients

• This structured methodology will imply:

1. Commitment of TEDDY KIDS (core of the group) to act as
OrphanDev4Kids Expert Committee (OrphaDev4Kids pPEC)
support provided by national and international young advisory groups (i.e.,
KIDS Bari, KIDS Albania, KIDS Warsaw etc.)

(TEDDY Methodology: TEDDY Charter/Terms of Reference/Child Protection Policy documents) 



Other YPAGs in progress from GREECE, KOSOVO, 
POLAND, BARCELONA and a special collaboration 

with EyeYpag

Other YPAGs in progress from GREECE, KOSOVO, 
POLAND, BARCELONA and a special collaboration 

with EyeYpag

• Young patients and healthy adolescents, and more, who work together to give
voice to children in the decision-making process involving health, medicine, and 

research

Young Advisory Groups (YPAGs)

• TEDDY promotes the KIDS groups

TEDDY KIDS



Teddy Methodology and Commitment to 
OrphaDev4Kids

• Ad hoc consolidated methodology, tailored to every project specificity to
actively engage young patients

• This structured methodology will imply:

1. Commitment of TEDDY KIDS (core of the group) to act as
OrphanDev4Kids Expert Committee (OrphaDev4Kids pPEC)
support provided by national and international young advisory groups (i.e.,
KIDS Bari, KIDS Albania, KIDS Warsaw etc.)

2. Organisation of education and training modules
intended to shape the knowledge of the pPEC on MDs

(TEDDY Methodology: TEDDY Charter/Terms of Reference/Child Protection Policy documents) 



Education & Training

• As detailed in the Terms of Reference (ToR) document, young patients are provided with
training modules and empowering tools to offer comprehensive insights on the MD
landscape

TRAINING MODULES
• General training (education on biomedicine, research and innovation, rare/ non-rare

paediatric diseases, paediatric MD development, unmet research needs, ethic legal
aspects, children’s rights in health and research, GDPR policy, etc...)

• Disease/MD product-specific training (disease detail, update on the MD development)

• Detailed training on the research methodology (MD development)

EMPOWERING TOOLS
The lessons are complemented by practical activities with the use of several tools
• serious games, videogames, videos, infographics, presentations, and comic books (etc.)



Teddy Methodology and Commitment to 
OrphaDev4Kids

• Ad hoc consolidated methodology, tailored to every project specificity to
actively engage young patients

• This structured methodology will imply:

1. Commitment of TEDDY KIDS (core of the group) to act as
OrphanDev4Kids Expert Committee (OrphaDev4Kids pPEC)
support provided by national and international young advisory groups (i.e.,
KIDS Bari, KIDS Albania, KIDS Warsaw etc.)

2. Organisation of education and training modules
intended to shape the knowledge of the pPEC on MDs

3. Incorporation of pPEC’s opinion
advice on the overall unmet needs on paediatric MDs and on the work plan
for the development of each of the three MDs-related case-studies

(TEDDY Methodology: TEDDY Charter/Terms of Reference/Child Protection Policy documents) 



Contribution to the 
workpackages

WP1: Project management and coordination

T1.1 Project Coordination and set up of the governance bodies

T1.8 Communication, outreach and engagement

WP3: Case study 1 “Wearable multiplexed biosensor for cyanotic congenital heart diseases”

T3.3 Clinical evaluation plan development

T3.5 Ethical, social and regulatory advice and document preparation for clinical study submission

WP4: Case study 2 “Medical device for non-invasive cardiac assessment in patients with tetralogy of 
Fallot”

T4.1 Clinical evaluation plan development

T4.2 Ethical, social and regulatory advice and document preparation for clinical study submission

WP5: Case study 3 “Medical device for osteogenesis imperfecta”

T5.3 Clinical evaluation plan development

T5.5 Ethical, social and regulatory advice and document preparation for clinical study submission



Start of the Workplan: Survey launch

• COORDINATION (WP1) : support to survey preparation

• SURVEY OBJECTIVE:

 To uncover general unmet needs of pediatric MDs 
 support a more consolidated and structured analysis of the needs for all 

three case studies
• TASKS:

 TEDDY is preparing a survey addressed to all stakeholders (healthcare
professionals, patients/families, researchers etc.) to tackle the unmet 
needs of the paediatric MD field



Survey draft:’Unmet needs of MDs for paediatric patients’

1. How confident are you in the accuracy and 
reliability of MDs in personalizing 
treatment plans? (very confident, neutral, 
not confident, other)

2. What are the biggest challenges when 
using MDs for pediatric patients? (patient 
cooperation, device size, and the need for 
specialized training)

3. Are there specific conditions or patient 
populations where you feel current MDs 
fall short? (cardiology, genetic diseases ….)

4. What are the limitations of the current 
MDs for paediatric patients (select one or 
more: accuracy, ease of use, safety, cost, 
invasive nature, bulky dimensions)?

5. How do these limitations impact patient 
care and outcomes? (No, Slightly, 
Moderately, Extremely)

7. What do you think is the most needed?
1- creating entirely new devices; 2- modifying
existing devices or repurposing devices for
other indications/age groups

8. Which features should be implemented in
new MDs for paediatric conditions? (- Smaller
and more portable design; Non-invasive
operation; User-friendly interface; Real-time
monitoring and alerts; Wireless connectivity
and data sharing; Long battery life;
Customizable and adjustable settings; Other
(Please specify) [Text box])

9. How important is it for new MDs to be child-
friendly and engaging (e.g., colourful designs,
interactive features)?

10. What kind of support or resources would
help children manage their MDs? (open
answer)

ANY FEEDBACK?



Survey draft:’Unmet needs of MDs for paediatric patients’

11. What role should referral or clinical centers
play in educating parents and caregivers about 
pediatric medical devices? (comprehensive 
training sessions, Written instructions and 
manuals, Online resources and videos, In-
person demonstrations, other)

12. In your opinion, how should referral or 
clinical centers address pediatric patients' 
psychological and emotional needs using MDs? 
(Providing child-friendly environments, Offering 
counselling and support services, Involving child 
life specialists, Creating support groups for 
patients and families, Other)

ANY FEEDBACK?

13. How can referral or clinical centres make
advanced pediatric MDs more accessible to
underserved communities? (Provide lower-cost
options, Offer financial assistance programs,
Provide online consultations)


