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Executive Summary T o

1) Digital Health (DH) Task Force (TF) was established in EBC MD-IVD Committee
and kicked off in July.

2) The TF is aimed to share and align DH related information in Working Groups
and to introduce overseas cases of DH regulations and reimbursement systems to
Japanese authorities and industry groups

3) In 2021, the TF had following activities;

- Held TF Team meeting 6 times and exchange the information and thoughts

- Held seminar on APAC Med Digital Health White Paper

- Held Webinar on DiGA, innovative reimbursement system for DH devices and

programs in Germany
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Executive Summary

4) In 2022, the TF will continue to work on
- Internal information sharing and alignment of opinions
- Hold lectures internally as well as to external stakeholders

<Planned Actions>

To external stakeholders

- Latest status of EU digital policy (by JETRO); 15t half of 2022

- Actual case study of DiGA after 12 month trial period; 2"? half of 2022
- Case study of mobile device applications (by venture business)

To EBC internal members
- How SaMD is handled in R4 reimbursement revision: Feb~Mar 2022
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Varun Veigas

Regional Regulatory Affairs and Policy Lead, APAC, Roche Diagnostics
Chair, Regulatory Working Group, Digital Health Committee, APACMed

Chair, China Centre of Excellence, Digital Health Committee, APACMed
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Contents & Participation I T

1) Contents
- Greetings by Mr. Mori/Chair of EBC MD&IVD Committee
- Introductory video
- Lecture by Ariel Stern & Jan Broenneke
- Q&A: 10 inquiries were discussed in webinar, 4 questions followed up

Webinar is video recorded & shared, Slides and Q&A shared on EBC website
2) Participants: 110 (ca. 100 till the end)

- 48 responded post webinar questionnaire (4 from MHLW)
- 90% of respondents rated the webinar useful ~ quite useful
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Results of post webinar questionnaire

2. SElOWebinarlIEATLED ?
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1 2 3
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8% (4)
0% (0) ]
1 2 3

Fage 11

37% (18)

31% (15)

52% (25)

8% (4)
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Was the webinar
useful toyou ?

1. Not al all

5. Yes, quite useful

Can we adopt concepts of DiGA
for our own system?

1. Not at all

5. Yes, very much
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Results of post webinar questionnaire
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Which elements of DiGA can be adopted
to our system ?

Concept of structural and procedural
benefits

Preliminary listing system for low risk
devices

Utilize RWE obtained during
preliminary listing period



