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1) Digital Health (DH) Task Force (TF) established in July 2021 continued and
expanded its efforts in 2022, aiming to

- share and align DH related information/actions in Working Groups

- introduce overseas DH regulations and reimbursement systems to
Japanese authorities and industry groups

2) In 2022, the TF made following activities;

- held TF Team meeting 10 times & exchanged the information and thoughts

- held Webinar on DiGA, innovative reimbursement system for SaMD in
Germany; 145 participants with positive feedback

- made proposals to government bodies e.g.,, MHLW & METI
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4) In 2023, the TF will continue to work on

- internal information sharing and alignment of opinions & actions
- holding lectures internally as well as to external stakeholders

- being involved in policy discussion with authorities

<Planned Actions>

To external stakeholders

- make proposals in official meetings with e.g.,, MHLW and METI
- follow-up webinar of DiGA; 2"? half of 2023

To EBC internal members
- hold educational lecture for EBC members
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How many applications have been submitted to the BfArM
for assessment since the start of the DiGA application portal?

153
applications | _ \
in total 35 applications

for final listing
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Results of the assessment by the

BfArM up to now ‘; Positive
[iis decisions: 34

= Negative
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decisions: 14

Bundesinstitut
fur Arzneimittel
und Medizinprodukte

® Withdrawn: 84

Currently being
_,| processed: 17

x Deleted from
Directory: 4*
Graphic updated on:
10/26/2022

Assessment
by the BfArM

*of which 2 DiGA on application
of the manufacturer
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\ ‘;Agr?f?Em DiGA market after two years
How is the new market developing?

Success of the trial period can by no means be taken for granted = 4 out of 8 DiGAs were not able to
show a positive care effect within the trial period.

JﬁD Proof of a positive care effect successful
(Initially) provisionally listed

2020 n= 10 209 Pﬁ)gf o|f8 positive care effect has not beQIOQ?w L 10

1.000 €
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600 €
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N\ VANBAGE DiGA market after two years
How is the new market developing?

* Average (freely set) manufacturer price since start of supply is around 491 €.

* Permanent remuneration amounts show a significant reduction of the price level.

* Average relative price change after price negotiation/arbitration is -47%.

2020 n= 10 B Initial prices 2021 nJ_Remneration price

2022 n= 10

491¢€
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29.10.2022 Quelle: eigene Darstellung nach Angaben im DiGA-Verzeichnis. Berdicksichtigt wurden stets die zuletzt verfigbaren tatsichlichen Pre
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