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Skill up with APACMed:
How to get digital health
reimbursed in Korea?

THE WEBINAR WILL BE IN KOREAN

=] Friday, 25 Mar2022 | (U 2pm - 3pm (GMT+9)




APAC/\/\ About APACMed

The voice of MedTech

Founded in 2014, the Asia Pacific Medical Technology Association (APACMed

) is the only regional association to provide a unified voice for the medical technology
industry in Asia Pacific . APACMed works proactively with Dbilateral, regional and local
government bodies to shape policies, demonstrate the value of innovation and promote
regulatory convergence .Learn more about the association at www .apacmed .org

Of the top 30MedTech
Companies worldwide

Startup
companies members

Member



http://www.apacmed.org/

Lo About KMDIA

Korea Medical Devices Industry Association

Established in 1999, Korea Medical Devices Industry Association(KMDIA) is a
trade association that leads advocacy rights of the medical devices industry
and contributes enhancing global competitiveness of member companies.

We represent over 1,000 member companies including manufacturers,
Importers, suppliers and other stakeholders etc. and they account for more

than 70% of Korean medical devices industry.
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Aboutthe APACMed Digital Health Committee

250+ MEMBERS

: PO T OUR MISSION
el iR etela 2 e S ’.' i\* Support APACMed members across the

entire digital health product journey, from
regulatory approval to market access and use.

MNCs ,SMEs,
Start -ups

Board Sponsor:

Elisabeth Staudinger
CEO Siemens Healthineers APAC

Roberta Sarno
Manager
APACMed Digital Health

OUR VALUE i

Share the voice of the industry with the public and private _

digital health deciders and provide a neutral platform for = =8 { s ¥e.

public -private collaborationson  regulatory, cybersecurity, e P
reimbursement, health data, interoperability. T e S



| a&e! > 9 N Bgrkin digital health reimbursement

Between 2020 and 2021,the APACMed digital health committee published 2 papers and 2 reports on digital health reimbursement:
1. Harnessingthe potential of digital health technologies Vpolicy pathways for value assessment and reimbursement link )
A A position paper with recommendations to policymakers on the implementation  of fit -for -purpose value assessment, funding and rei mbursement

framework for clinical  -grade digital health technologies.

2. Advancing remote healthcare during and post COVID -19 (link ),

A A paper summarizing learnings from dialogues between APACMed and private and public sector on remote care management programs in Asia.
3. A new framework for digital health reimbursement (link to full report _and white paper )

A A collection of use cases withthe strategies that MedTech companies adopt to reimburse or monetize their digital health solutio ns in Asia.
4. Overview of country Health Technology Assessment (HTA) guidelines for digital health technologies (link )

A Areport which analyses digital health -specific HTA guidelines existing in Korea, France, Belgium and the U.K.

A}
*

| |

A } { i
Digital Health Technologies (DHTs)



https://apacmed.org/harnessing-the-potential-of-digital-health-technologies-policy-pathways-for-value-assessment-reimbursement/
https://apacmed.org/pathways-to-innovation-advancing-remote-healthcare-during-post-covid-19/
https://apacmed.org/examples-and-learnings-from-digital-health-reimbursement-and-monetization-in-apac-with-l-e-k-consulting/
https://apacmed.org/content/uploads/2020/08/20200821_NavigatingDigitalHealthReimbursementLandscape.pdf
https://apacmed.org/navigating-the-digital-health-reimbursement-landscape-in-asia-pacific/

| a&e! > 9 N Bgrkin digital health reimbursement

With these documents, we review the status of digital health
reimbursement and monetization approaches in Asia and beyond,

highlight best practices and gaps, and i nvite policymakers and
payors to implement fit -for -purpose value assessment, funding,

and reimbursement frameworks for digital health to improve

access to patients and economic sustainability.

Overview of Country Health Technology
Assessment (HTA) Guidelines for
Digital Health Technologies (DHTs)
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2:.05am Value assessment and reimbursement of digital health ,
15 Min technologiesin Asia: best practices, gaps and use cases KRPIA

2.20 pm  Evaluating digital health in Korea :
10 Min Ewha Womans University

2.30 pm Measuring the value of digital health V The HCP perspective :
15 Min  and next steps for the government Yonsei University

2.45 pm  Industry position

10Min Medtronic, KMDIA,
APACMed
2:50 pm  Closing remarks and next steps for APACMed :
5 Min Medtronic, KMDIA,
APACMed



Jaehyun Suh »
Healthcare Policy Manager  @KRPIA .

N |
Value assessment and
reimbursement of digital health _
- : .
technologiesin Asia o’

Best practices, gaps and use gases *




Value assessment of digital health

APACMed conducted a comparative analysis of HTA framework specific to digital health in
Asia and Europe.

Overview of Country Health Technology Assessment (HTA) Guidelines for
Digital Health Technologies (DHTS)

Optimising Strategies Assessing Value of DHT Reviewing Our Approach

The assessmeant of digital health solutions is crucial to oring There is a need for a holistic and more apgropriate With this analysis, APALMed aims to review the existing

&
mare high-gquality value-Dated care 1o the market and 1o Iramewark 1o assess the value of DHTS, approaches used by policymakers o assess the value of
patients, and AP&CKMed is keen 1o partner with key DHHT= in APAC and beyand.
stakeholders of the acos wsterm In optimising regional
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Value assessment of digital health

France

Guide to the specific features of clinical evaluation of a connected medical device (CMD) in view of its application for reimbursement via LPPR’

10



Value assessment of digital health

German

N N NN

The Fast-Track Process for Digital Health Applications (DIGA) according to Section 139 SGB V
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Value assessment of digital health

South Korea

R i i i P N

Guideline for the national health insurance (NH!) coverage - eligibility for Innovative Health Technology Assessment Track

To date, South Korea is the only country in APAC that has developed a value assessment and relmbursement guidelines for DHTS.

Scope: Innavative medical technologles Assessment criteria for Reimbursement

At Mg Lo the leves of iImprovement i cImic ol utiigy and cost
Currently only artificlal intefligence (Al medical imaging, and 20D effectivensss. DHTs are dassified from Level 1to 4
Printing
Separate dddimonal reimbursement pnce IS granted to Level 2 and
4

To be updated for ather nnovatwe technologies inclucing Digltal

Healh Technologies (DHTs)

Level 3 < Qinically significant impeovement in treatment
GUECGMES OF CRARNGSIIE ADANes / new dagnostic value and

treatment effectivensss

Level 4 - Cost-edfTectreness is dimically and signficantly

demonstrated in adAton to Leyel 3




Reimbursement of digital health has so far been
difficult, for a number of factor including lack of
reimbursement pathways and difficulties in

demonstrating value

Because of the lack of clear reimbursement

pathways and HTA guidelines, many DH

technologies are paid by patients out -of-pocket or
offered for free by manufacturers,

Developing structured access and reimbursement
pathways for DH will have a number of

In APAC, specifically, reimbursement and HTA
, and DH solutions

are often




Our analysis shows that a regional strategy is lacking, even though
COVID -19 has forged governments to switch to digital

Public frameworks existing in only 6 countries :Australia, China, Japan, South Korea, Taiwan and Thailand, covering a variety of therapeutic areas

and based on full payment, co-payment and per hour/visit

charges

Singapore, Vietnam and India have some policies to allow DH to get reimbursed by private health insurances .

CHINA

Reimbursement  proves to be the Achilles
heel in >t d A BH strategy .

KOREA

Korean policies regulate the reimbursement
of a large variety of DH solutions.

THAILAND

Despite an extensive telemedicine programs established by
2017, insufficient reimbursement schemes limit adoption.

&) JAPAN

CovID-nv rn?@&r B?0t ANNDADZ Qt AAT N
digital health reimbursement schemes.

“ TAIWAN

COVID -19 has forced Australia

gp\(ernments to switch to China

digital health to prevent

nosocomial infection Korea
Japan

P Taiwan banks heavily on digital health to fight
COVID -19
SINGAPORE AUSTRALIA
Singapore lacks of proper The most mature digital health market in APAC leads
reimbursement schemes. the way for Digital Health Reimbursement
Impact of COVID -190on government initiatives

A

A
A
A

Australia included almost all therapeutic

telemedicine  consultations

South Korea which had previously banned

temporarily

areas to the Medicare reimbursement
scheme till October 2020, which provides up to 85% reimbursement for telehealth .

>t d AAhpalth ministry released a directive

which allows XR? &K' for all

telemedicine, legalized telemedicine

Doctors can be consulted online for a first/not regular examination, even if the

BNDZh,OAKX ANNDZ D2 Nr Ay A
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Reimbursement policies currently cover Telemedicine, Remote
monitoring, Al, 3D printing, SaMD and Robotic surgery

REMOTE A Reimbursement  policies currently cover Telemedicine,
TELEMEDICINE MONITORING Remote monitoring, Al, 3D printing, SaMD and Robotic
] surgery
a
Y‘ A Telemedicine is the most often reimbursed

technology, being covered by national health insurers
in Australia, China, Japan, Korea, Taiwan and by private
in Singapore and Vietnam

A Remote monitoring is the second most reimbursed
technology, with dedicated frameworks in Australia,

ROBOTIC Korea and Japan .

SURGERY

A Smart infusion pumps - which are used for a variety of
: purposes from diabetes to cancer V are reimbursed in
— Korea, China and Thailand

A Robotic surgery and teleradiology  are reimbursed in
Korea




We prioritised 15 use cases and profiled them to identify tactics
to favour the reimbursement and monetization DH

HeartFlow Analysis
da Vinci Robotic

FreeStyle Libre

Space Pump

Merlin@Home
transmitter

VNS Therapy System
Propeller sensor

Welwalk Robotic
System

Selena+

iBreastExam
Ultrasound iQ

InferRead solutions

Avellan OPM
Technology

Neurotrack  cognitive
assessment

Kardia Mobile

HeartFlow
Intuitive  Surgical

Abbott

B Braun

Abbott

Liva Nova
Propeller Health

Toyota and Fujita
Uni. Hospital

EyRIS

UE Lifesciences
Butterfly Network

Infervision

Avellan
Neurotrack

Kardia

Health

Al imaging V cardiology
Robotic surgery

Glucose monitoring  system

Smart treatment

Remote home monitoring

Treatment - Neuromodulation

Smart treatment

Robotic system

Al imaging V ophthalmology
Breast cancer diagnostics

Smart imaging

Al imaging V multiple diseases

BP and heart rate monitoring

Digital therapeutics

ECG Monitoring

Software

Coupled with
medical device

Software

Coupled with
medical device

Software

Coupled with
medical device

Software

Coupled with
medical device

Hospitals /Public
payer
Patients / Public payer

Hospitals /Public payer

Patients /Public payer
/ Private insurers

Hospital service
providers

Hospitals /Patients /
Private insurers

Patients / Private
insurers

Patients

us
us

us

DE

us

UK
us

JP

SG

us
us

CN

UK

us

us

JP
Across APAC

Across APAC

Across APAC

Across APAC

Across APAC
Across APAC?2

JP

SG, MY

Across APAC
ANZ

CN

Across APAC?

JP

Across APAC

JP
JP, KR

JP, KR, AU4
KR, TH,CN
(specific
pro vinces)

AU*

JP, AU, TW, KR

Not publicly
reimbursed 5




FreeSTyle
lere |

HCPs / PhysicianBacilitates better treatment decision through the data gathered |7 &
Patients:Convenience, Disease management
Public payerReduction in cost (e.g., reducing the likelihood of debilitating comorbidities o
AP, (R LS ) /ALy 200k Canada: Reimbursed in Sep 2019
AEENAN| L ES R G IR First sensor -based glucose monitorin
that people using Freestyle Libre : Rei [ system to be listed bg any provincial ’
spend less time in hypoglycemia US_. Reimbursed in Jan 2018 hy o dy yp
or hyperglycemia patient co pay 20% ealth plan in Canada
UK: Reimbursed in Nov 2017 Korea: Reimbursed in Jan 2019 Australia: Reimbursed in Mar 2020

CGM are reimbursed 70% for people with type 1 Listed on the National Diabetes Services

diabetes in Korea, while the remaining 30% is Scheme - fully subsidized for eligible

paid by patients citizens living with Type 1 diabetes



FreeStyle
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ad
A The expanded reimbursement coverage A Real world use data was presented, A Prior to reimbursement by Medicare in
decision for CGM devices has been demonstrating that people using the US, ~98% of commercial insurers
driven by efforts of patient and FreeStyle Libre were able to scan their already recognized the value of FreeStyle
professional advocacy organizations glucose levels more frequently and Libre and provided coverage for
spend less time in hypoglycemia or policyholders
hyperglycemia, hence able to achieve
A Patient advocacy, supported by improved glucose control overall

organizations like Korean Diabetes
Association, Korean Pediatric Diabetes
Association led to changes in nation
wide policies related to reimbursement
of medical devices (including CGM)



Based on the use cases analysis, we developed a Best Practices
Framework, which can used by companies for their DH solutions

Develop understanding of local reimbursement requirements, including Y ? Ae R Rrdofodl A ¢ogsiderations

0
o 8
. 3
Invest in initiating HTA and cost -effectiveness studies for key markets early to justify product pricing 8 o
£ g
n 5
(O]
Generate superior clinical evidence against the existing standard of care =
Invest in market creation and market acceptance of digital health products
Target existing reimbursement codes first and concurrently assess feasibility of gaining new reimbursement codes
Attain advocacy through known digital champions E
(@]
o©
o
Land partnerships that offer access to valuable datasets T‘_;
|_

Look for alternative funding sources for digital health products

Embrace a monetization model that considers the unique nature of the digital health product



Prof. Jeonghoon Ahn
Researcher Department
of Health Convergence
@EWHA

Measuring the value of digital health
V The HCP perspective and next
steps for the government
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Evaluating Digital Health In
Korea

March 25, 2022

Jeonghoon Ahn

Department of Health Convergence
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Korean Digital Health
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National Agenda on Telehealth

Korean governments have pursued digital health as a
national policy agenda for the last decade

A To provide an access to healthcare for those who do have a
healthcare access issue (e.g. living in a remote island without a
medical clinic) and who are not managed well (e.g. chronic disease

patients does not come in to clinics)
A To promote domestic industry in the field

A To support Korean hospitals abroad

23



l"‘-|'A' TELEHEALTH MODELS CONSIDERED

SPECIALNEED BASED MODEL

In the military service For the merchant marines and seamen
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Military GP

—
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Marine Telehealth

Satellite
AMSAI
Ship “é\ — Hospital
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l"‘-|'A' TELEHEALTH MODELS CONSIDERED

SPECIALNEED BASED MODEL

In the long -term care facility In the remote village
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Telehealth Booth
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Telehealth Booth
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AN

Difficulties in Rural Area Health System

As the population in the rural area decreases, hospitals suffer from
financial problems

A 1t is difficult to maintain emergency care units

Medical professional school system and increase in female medical

students accelerated the shortage of public doctors

Young doctors do not want to work in the rural area

30
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problems

Remote consultations

A Doctor to doctor setting

A Rural doctor consult with an experienced doctorsin other regions

Doctor helicopter

A Transportemergency patients quickly to the tertiary hospitals

Telehealth

31
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@® Public Health Center

@® Public Clinic

Doctor Helicopter

7.



AvairaWi

BETTER MANAGEMENT MODEL
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l"‘-|'A' TELEHEALTH MODELS CONSIDERED

COMMUNITY BASED MODEL

Feedback (text, call, consult)

! |

Devices Monitoring Platform Medical Staffs

@)
Secured Network Secured Network ’ ; < \x
ATransmission Nransmission Doctor
NFC Blood ]
Sugar .
PIm Portal

34
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COMMUNITY BASED MODEL
. Intervention Control
Setting
(N=145) (N=94) p-value
_ 7.98 791
Baseline (A) Mean+SD (2078) (0.75) 0.4803
7.35 7.63
At 3 months (B) Mean=SD (+082) (:095) <0.05
A0.63 A0.27
Difference Changes (+0.81) (£0.71) <0.05
(B-A) p-value <0.05 <0.05 -

£t decrease

RCT on Diabetes Management

Diabetes patients randomized and compared form -
health intervention vs routine care

More significant decrease in HbA1C reported

36



l"‘-|"" Hypertension Management

. . BP change
Setting Baseline At 3 months

(p-value¥*)

Mean ° SD 131.32 £13.74 128.09 +14.31 ez
SBP (p < 0.05)

il Median [Q1,Q3] | 130 [121, 140] 126119, 137] U4

i) Mean ° SD 81.33+9.64 81.11 +9.88 o

DBP (p=0.74)
Median [Q1,Q3] 80 [75, 88] 80 [75, 88] 0

BP: Blood Pressure, SBP: Systolic BP, DBP: Diastolic BP
U : decrease
* paired t -test

For hypertension patientsin treatment managedby m  -health showed statistically significant
reductionsin BP: SBP by 3.24 mmHg and DBP by 0.22 mmHg

- In subgroup of baseline 140> SBP 2 130 mmHg (N=65), the decrease was 8.25 and 0.97 mmHg

- In subgroup of baseline SBP 2 140 mmHg (N=66), the decrease was 15.39 and 4.36 mmHg

- In subgroup of monitoring compliance > 75% (N=205), the decrease was 3.90 and 0.94 mmHg
while less than 75% group (N=83),thedecrease was 1.60and  -1.54 mmHg (not significant)

37
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Patient Adherence on Pharmaceutical
Therapies

In management of chronic diseases, patient adherence on
pharmaceutical therapies are key success factor

M -health management of chronic patients seem to
Increase adherence on pharmaceutical therapies

Many patients find in helpful to receive feedback on their
BP or BG values (motivation)

38
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Professional Society Opposition

Strongly against telehealth and m -health
A Especially the community based ones
A M-health/telehealth cannot be cost effective

A For those countries allowing m -health / telehealth has shortage in doctors but

Korea does not have shortage
A Safety concerns

A Patients must see doctors!

St
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Prof. Jae -Yong Shin »
Assistant Professor
@Yonsei University Digital Health

N |
Measuring the value of digital health
V The HCP perspective and next o
steps for the government o'
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How to measure the value of digital health

and next steps for the government

2022. 3.25.

Dept. of Preventive Medicine,
College of Medicine, Yonsei University, Seoul Korea

Jaeyong Shin, MD, MPH, PhD
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Background
Digital Intervention for HCPs
Evaluating Digital Intervention for HCP

Role and Responsibility of HCPs
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Introduction

The HCP perspective and next steps for the government

Background
Environmental change in Korea

Importance of Digital Adaptation
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|. Background

Digital healthcare that adds value rather than comparison
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|. Background: meaning for HCP

- ‘ Building

Core Values Better PraCtlce

Digital health Is
I the convergence of digital technologies  with
I Health, healthcare, living , and society
| to enhance the efficiency of healthcare delivery

I and make fmedicine Smore personalized and preci

S€E 4



(&) axTieta
.,'" YONSEI UNIVERSITY

. Background: what we can use

Wearable
Devices

Digital Digital

Intervention Analytics
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|. Background: what value we will transfer

What is your value?
Just clock? Or clock -based notifying schedule?
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Introduction

The HCP perspective and next steps for the government

Environmental change in Korea




1.2. Environment change in Korea

With the domestic growth for Digital Therapeutics(DTx), it is necessary to develop national evaluation system

B (Economic) The domestic DTx market is expected to grow with annual rate of 20%, to reach 200 billion KRW in 2025
B (Policy) Requiring preemptive production of specific and systematic clinical trial protocols for approval and review

B (Technology) Reflecting the DTx specific characteristics to provide prompt support

B (Industry) Providing expert knowledge-based feedback to companies developing DTx

Increases in the number of DTx pipelines i-existing Digital Specific Regulations in Ko

1 (4.3%)

CXIEX|=7|7]
o 71 &AL
7t0|=2tel

10 (43.5%)
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1.2. Environment change in Korea: COVID-19 Pandemic R

, because of lock-down = However, not so bad/!

(6]

(A) Boeing

330.38 USD 21 Feb 2020

(B) Amazon 2018 2015 2020 2021
1D 50 1M 6M YTD 1Y 5Y Max
A
4 000 1,906.59 USD 3 Apr 2020
3,00
2,00
1.000
T
2 201¢ 202 202
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1.2. Environment change in Korea: COVID-19 Pandemic in the US L

Me

Uncomfortable because of limited accessibility “However, telehealth is fair enough

In the United States, the amount of Stock trends of Teladoc , the
tele health rose up to 78 times and largest telehealth company in the
then stabilized at 38 times . US

80
70
60
50
40
30
20
10

0 —

300 18.60 USD 9 Sept 2016

Jan Feb Mar Apr May Jun July  Aug  Sept Oct MNov Dec Jan Feb
2020 2021

Source: Telehealth: A quarter-trillion-dollar post-COVID-19 reality?,
McKinsey & Company, Jul, 2021.



1.2.

Questions raised after Telehealth Services

Does Telehealth provide as much or better care than
face-to-face care?

-

Does telemedicine ensure equal access improvements for
all?

Wouldn't telemedicine actually lead to medical overuse?

— SRR SRR S ———— iy

Wouldn't telemedicine become a vehicle for

Environment change in Korea: COVID-19 Pandemic in the US «.

fraudulent claims or insurance fraud?

Source: Four Questions Telehealth Companies Must Answer To Ensure Long Term Growth, Joseph, Mar, 2021, Forbes.

10
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1.2. Environment change in Korea: COVID-19 Pandemic in the US R

Me

Recognizing telehealth as a component of the care, rather than a simple static and ad hoc means

B Non-face-to-face services must have more than basic elements to be included in health insurance

B Non-face-to-face service provides patient-centered health services with services such as prevention,
management, rehabilitation, and follow-up in addition to treatment

OCTOBER 30,2020 Overview of the National Diabetes
Teladoc Health Completes Merger Prevention Program
Wlt h L | VO ﬂ g O At the core of the National DPP is a CDC-recognized, year-long lifestyle change program that offers

participants:

[ —

’ A TRANEL — SRR o GROUP SUPPORT
A TRAINED - CDC-APPROVED ome OVER THE COURSE
LIFESTYLE COACH — CURRICULUM ., ’. OF A YEAR

v - -

Combination Creates the Global Leader in Whole-Person Virtual Cargf

To successfully implement these lifestyle change programs, the National DPP relies upon a variety of
public-private partnerships including: community organizations, private and public insurers,
employers, health care organizations, faith-based organizations, and government agencies.
Together, these organizations work to:
@ Q ¥
~
'y A
O s w 0
3 o A ==
s : Y ==
[=-%-Y
= Buldaworklorcethat ~ Ensure quality Deliver the lfestyle Increase referrals
S can implement the and standardized change program to and participation
I Livongo lifestyle change program  reporting through organizations  in the lifestyle
effectively nationwide change program
hetp: //www.cdc gov/diabetes /prevention/pdf fndpp _infographic pdf

Source: Four Questions Telehealth Companies Must Answer To Ensure Long Term Growth, Joseph, Mar, 2021, Forbes.
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1.2. Environment change in Korea: COVID-19 Pandemic in Korea e

Significantly reduced mobility and unhealthy eating habits >

T3 8. UX| KW 217 OIS W 2 AUS S FONTIA S8 chy)

Capixieh)

Q(‘)” ~O— SHURR O MAINWR

[COVID-19 0|% ZHIY AZ S B 0|23 Bis}]

[22LH19 0] OIS Y 5714n=533, 291 % J+3T]

888 s

247ojz/2 2otz N 32.1

digore ol N 37.5
m-
100

SYL 42 I 28.5

88és
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0 AR S - Acfofoz4 Hura Q B 2NRUBE P

A AP AulA YL Bl 4] F(2019~2020\d), SKT 28} Q1T oF5%(2019~2020\d)
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1.2. Environment change in Korea: COVID-19 Pandemic in Korea R

Me

Since audio-only telehealth was allowed on February 2020,
a total of 3.2 million cases were carried out at 16,950 clinics until August, 2021.

B 0.3% of the total number of outpatient prescription

B Internal Medicine 50.7% > General 8.5% > Neurology 7% > Psychiatry 5.5% > Family Medicine 4.5%

Figure 1

More Than 1 in 4 Medicare Beneficiaries Had a Telehealth Visit
Between the Summer and Fall of 2020

®_  Provider offers telehealth, ® Provider offers telehealth, but Provider does not offer
rﬂ] and beneficiary had a rn‘ beneficiary did not have a telehealth, or offering
telehealth visit telehealth visit unknown*

40%
Total Number of Medicare Beneficiaries, 2020: 55.3 million

NOTE: Analysis includes community-dwelling beneficiaries only. *Also includes beneficiaries without a usual source of care I(FF
SOURCE: KFF analysis of CMS Medicare Current Beneficiary Survey COVID-19 Fall Supplement Public Use File, 2020

Sourcehttps://www.kff.org/medicare/issuarief/medicareandtelehealthcoverageanduseduringthe-
covid-19-pandemieandoptionsfor-the-future/
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1.3. Importance of Digital Adaptation LoNe

It is a time when doctors need to adapt to the changing needs of their patients.

B Due to COVID-19, patients hate long stays in hospitals. Therefore, it is impossible to operate an education
program on the prevention and management of chronic diseases.
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Digital Intervention for HCPs

The HCP perspective and next steps for the government

Digital Therapeutics
Expectations of HCPs to DTx




3.1. Digital Therapeutics

> PEAR

THERAPEUTICS

Redefining
Medicine

DIGITAL THERAPEUTICS

PRESCRIPTION
FOR THE[TREATMENT OF

SERIOUS DISEASE
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3.1. Digital Therapeutics TOEane
g APrevention of Alzheimer's dementia through cognitive rehabilitation training for
S patients with mild cognitive impairment
=1 AReducing the occurrence of schizophrenic symptoms through drug treatment and
= drug control for schizophrenia patients

Juswieal |

Juswabeue\

|

ATreatment of chronic insomnia through cognitive behavioral therapy for chronic
Insomnia patients

ATreatment of chronic major depressive disorder through psychological education and
cognitive behavioral therapy for depression patients

AMaintaining normal blood sugar by controlling the dosing according to the measured
blood sugar for diabetic patients

AManage side effects through monitoring nausea and pain in gastric cancer patients an
d adjusting drug dosing

(EN: CIXZX=2H 37t JAF 7FO| =212, A[9FN, 2020.)
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THIS ¥ MOMENT  2+35 AR JUST ANOTHER MOMENT
| GRABBED ¢ P ILs | PULLED THE PHONE
Fron M POCKET FROM MY POCKET

. a1 REVAPSED v AND | RESET

p 54

Indications for Use:
reSET-0 is intended to increase retention of patients with opioid use disorder (OUD) in outpatient treatment by providing cognitive
behavioral therapy, as an adjunct to outpatient treatment that includes transmucosal buprenorphine and contingency management,

for patients 18 years or older who are currently under the supervision of a clinician. reSET-0 is indicated as a prescription-only
digital therapeutic.

Important Safety Information:
Warnings: reSET-0 is intended for patients whose primary language is English and who have access to an Android/iOS tablet or
smartphone. reSET-0 is intended only for patients who own a smartphone and are familiar with use of smartphone apps (applications).

reSET-0.

ALWAYS ON HAND ’
—

Please see additional Important Safety Information on back cover and accompanying Clinician Brief Summary Instructions on inside pages.



3.1. Digital Therapeutics T

The first FDA-certified digital therapy, consisting of 62 sessions
for therapeutic purposes related to addiction disorders

M 31 required sessions: life skills, treatment, emotional regulation, social restoration, sexuality, and prevention
of infectious diseases > Learning and training at least twice a week - Providing incentives

Probability of continuing to visit the clinics

Figure 2: Kaplan-Meier curve for Cohort 1 (all comers)
Kaplan-Meier Curves of Retention measured as time from last face-to-face therapy (“time to dropout”)

1.0

0.9 A

0.8 -

0.7

0.6

0.5

0.4-

0.3

Treatment Total Event HR (95% C1)

0.2 1 — TAU 252 92 Ref

Proportion Remaining on Treatment

0.1 rTAU+ reSET 255 71 0.71(0.52-0.97)

Score p-value 0.0316
0.0 g

0 14 28 42 56 70 84
Days

# Patients TAU 252 225 215 201 193 188 181 176 170 165 162 160 149

at-Risk  rrau+ 255 237 230 220 212 207 203 197 194 189 186 185 171
reSET
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3.2. HCPs' expectations and concerns about digital therapeutics =g

Me

Prescribing Software? Not Medication?

Reimbursement

Quality
Imrpvoement

Safety
Effectiveness
Easy to use

Data
Gathering

Competitiveness

Regulation

Coverage
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4 "f': ~
& w ‘/"‘l / \\ H
Eld 22 X<

I‘“ﬂ""l%%

20221418 [HSH TVING

20



j]] >

Evaluatlng DTx for HCPs

The HCP perspective and xt steps for the government

Mechanism of Action
Effectiveness of DTx

DTx-specific Real World Evidence
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3.1. Mechanism Of Action

Requirements for being able to track and
document the clinical improvement effect of software use

v

Mechanism of Action (MoA): standardized action of drugs

Specify in detail which parts and components of the intervention in software resulted in
the expected clinical improvement

[ e ST 22| DTx ]
Chir Z(diabetic foot) J-hj-l AN = NHs >2H > DHOEI G = I'-*El ?J §7f > &

v

Cognitive Behavioral Treatment and Real-world performance

«  Cognitive behavioral therapy: thoughts, emotions, bodily sensations and final behavior are linked, and
the vicious cycle caused by negative thoughts and emotions is blocked

21
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3.1. Mechanism of Action R PR R

Hio}

The importance of constructing cognitive behavioral therapy

o EE 4G

STAGE ONE
Your Smoking

Journey

introduction to cbt > ’

benefits of smoking >

getting the terminology right > ‘

a trip down memory lane > ’

life beyond smoking >
STAGE TWO
The Beautiful Mind 2 :

(A M : Eisingerich, et al., JMIR Mhealth Uhealth, 2018, vol. 6, iss. 4, €98, p. 1)
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