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Some definitions

• Reimbursement 

• HTA

• Value

• Price

• Certification







The German Case





https://www.bfarm.de/EN/Medical-devices/Portals/DiGA/_node.html



Requirements

• General requirements according DiGAV
• Information security, Data protection

• Interoperability, Robustness, Ease of use

• Proof of positive Care effects
• Medical Benefit

• Improved state of health, reduced disease duration, better QoL

• Structural improvement in the patient pathway to care
• Improving care services, increase system efficiency

• Detection, monitoring, adherence, literacy, filling gaps



38 DIGA Applications 11.10.2022
https://diga.bfarm.de/de/verzeichnis







Belgium and France





The UK case
A fragmented system focused on standardization



Local and Regional  Funding Options



The Digital Technology Assessment Criteria 
for Health and Social Care (DTAC) 

A. Company information - Non-assessed section

B. Value proposition - Non-assessed section

C. Technical questions - Assessed sections
C1 - Clinical safety

C2 - Data protection

C3 - Technical security

C4 - Interoperability criteria

D. Key principles for success
D1 - Usability and accessibility - scored section

Supporting documentation

https://transform.england.nhs.uk/key-tools-and-info/digital-technology-assessment-criteria-dtac/



NHS Digital



National Reimbursement and 
NICE GUIDANCE 

Sleepio : the first health App to receive 
NICE Guidance (May 2022)
https://www.nice.org.uk/guidance/mtg70



The way forward



Trends and Learnings

• Most countries will introduce a framework similar to German model

• EU will also encourage such frame in EU level

• Each country is a different case in reimbursement

• Certification will always be the first most important step

• Improvement of Health and/or HC  services is mandatory

• Reimbursement is a necessary step but not the only success factor

• Commercially successful products will need a full marketing plan of 
strategy and tactics



To do List for a Health App EU introduction

• Decide on Reimbursement or not

• Ensure proper app certification eg Medical Device 1, 2a

• Sort initial countries of interest

• Study country reimbursement processes for Digital Health
• Attention to general requirements and clinical evidence
• Check all previous reimbursed apps to find analogues

• Decide final country list

• Check direct and indirect competition 

• Design a careful go to market strategy considering financial aspects
• Extra attention to the proper pricing strategy and model


