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What is Digital Health? Current Definitions

g/’@@v World Health
A /Y Organization

Digital Health

Digital Health encompasses:

1. Use of information and
communication
technologies for health

2. Use of advanced
computing sciences in ‘big
data’, genomics and

artificial intelligence, o
telemedicine, etc. Digital Health

Technol ogy k‘IVA National Institute
(D HT) 2N N I H R | for Health Research

Digital Health technologies (DHTSs) are
computing platforms, connectivity,
software, and sensors [used] for health
and related uses

DHTs aim to boost our health and
wellbeing, or to improve health systems

Abbreviations: WHO, world health organization; FDA, food and drug > alken’"
©2024 ALKEMI LLC, All rights reserved. CONFIDENTIAL. References: WHO 2023; FDA 2024; NIHR 2022 3 administration; N||—|Q’ national institute for health and care research ’ ‘Unlunl«ingUamemiming.\mss



Snapshot of Evolving DHT Landscape

DHTs face increasing clinical and regulatory scrutiny, evidence requirements based on intended use and risk
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* Categorizations of the DHT ecosystem will continue to evolve.

‘j Current representation of DTx in Broader DHT Landscape
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Is the product a DTx?

=i Recognized as medical devices
= subject to international, national and
5 local standards and regulations

DIGITAL THERAPEUTICS (DTx)

1 Deliver an intervention directly to the patient
via software

2 Evidence-based and clinically validated

3 Makes a medical claim to treat, manage, or
prevent disease or disorder

©2024 ALKEMI LLC, All rights reserved. conFiDenTiaL.  R@ferences: Digital Health Alliance 2022

[-" DIGITAL

THERAPEUTICS
ALLIANCE

Is This Product a DTx?

Given the proliferation of products available to patients, caregivers, and clinicians for use in healthcare, it
can be difficult for end users to determine which products are digital therapeutics vs. other types of DHTs.

This flow chart helps HCDMs and end users understand which products qualify as a digital therapeutic and
therefore are best suited to be evaluated using this Guide.

No
Does this product provide an intervention that is used in the context of healthcare? —’

Yes Yes Yes
- -
Is the intervention primarily used Does the intervention solely Does the intervention
for general health promotion, inform, monitor, diagnose, or treat, manage, or prevent
wellness, or fitness? provide a clinician with insight? a disease or disorder?
1 '
Yes Yes

Yes Yes Yes No
v - +
Does a clinician have Does a standalone Is software responsible Likely not a DTx
sole responsibility medication or for providing the
for delivering pharmaceutical provide intervention to the
the intervention the intervention patient via a technology
(independent of (independent of platform, medical device,
software) to the patient? software)? pharmaceutical, etc.?
( '
Yes Yes
+ +
Likely not a DTx l Yes
Has this product:
= Been designed and manufactured using quality best practices?
= Engaged end users in product devel and usability pr ?
= Incorporated patient privacy and security protections?
= Applied product deployment, and mai best practices? x
o
= Published trial results inclusive of clinically ingf: in a peer-revi —y Likely not a DTx

journal?

= Been authorized by a regulatory body as required to support product claims of risk,
efficacy, and intended use?

= Made claims appropriate to clinical ion and y status?
= Collected, analyzed, and applied real-world evidence and/or product performance data
to patient care?
|
Yes
4

This product is likely a DTx

www.dtxalliance.org l
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Digital Landscape in Germany

Dein Tag.

db HausMed bewegt

Target group

Number of
solutions

Focus areas

Min. User Value /
Reimbursement

Certified via

Digital since

Digital Prevention Solutions

Before diagnosis

e SN

waya

O e OVIVAY

r fitbase Freude am Leben
o EB
3_( myintense®
THing e Racken
ymondo
( HUMANCO
‘ H‘ Mindance MOTIV /1< . pelvmo ®curendo

An insured person (statutory health insurances)

Currently 19 companies with digital prevention solutions
(3 with multiple focus areas / courses)

Improvement in stress mgmt, addictive substance
consumption, fitness / exercises, nutrition

Current range between 49-139€ for 6-14 weeks programs
(covered 80-100% by insurance)

Central Certification Body for Prevention

(Zentrale Prufstelle Pravention)

Open for digital solutions since July 2021

©2024 ALKEMI LLC, All rights reserved. CONFIDENTIAL.

Digital Health Applications (DiGA)

For or after diagnosis

GSomnio Q) Mindable  (X)-sense v I-\TOVEGO
VIVIRA

M *CANKADO kalmeda g\{l\( ﬁ‘/

niika Q- &2

Selfapy

velibra clePrexis

VORVIDA eLE\A da * S MAWENDO
zanadio
Rehappy_/ (@ HelloBetter
A patient or

patient and physician / psychotherapist together

Currently 55 DiGAs listed

Recognition, monitoring, treatment or alleviation of diseases,
injuries or disabilities depending on diagnosis

Current average of ~450€/225€ for a 3 month prescription

(covered 100% by insurance)

Digital Care Applications (DiPA)

In care
setting

A patient and / or
care-givers and nurses

Stabilization / improvement of state of health via exercises or
improvement in collaboration with care-givers and nurses

Capped at 50€ per months per patient

(covered 100% by insurance)

Federal Institute for Drugs and Medical Devices

(Bundesinstitut fur Arzneimittel und Medizinprodukte)

First DiGA listed in September 2020

First DiPAs in 2023
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US Digital Health Formularies
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2023 RPM CPT Codes

Code

99453

Description

Initial patient set up and education on use of equipment, can be done remotely by practice staff. (Bill only once per patient, per provider, per 30-
days, and only when at least 16 days of data have been collected on at least one medical device. For CGM, use codes 95250, 95249, and 95251.)

NA

19.19

Fac Fee

99454

Delivery of results/reports by practice staff to the physician caring for the patient; can be billed once every 30 days. (Bill only once per patient,
per provider, per 30-days, and only when at least 16 days of data have been collected on at least one medical device. For CGM, use codes 95250,
95249, and 95251,

69.00

63.16

99457

First 20 minutes of physician's interpretation and interactive communication with the patient/care giver every month. “Interactive
communication” involves, at a minimum, a real-time synchronous, two-way audio interaction that is capable of being enhanced with video or
other kinds of data transmission. (The 20 minutes includes both synchronous, real-time interactions as well as non-face-to-face care
management services.)

31.75

50.94

99458

Subsequent 20 minutes of physician’s interpretation and interactive communication with the patient/caregiver every month. (The 20 minutes
includes both synchronous, real-time interactions as well as non-face-to-face care management services.)

31.75

4117

99473

Specific to self-measured blood pressure monitoring (SMBP), use this code for patient education/training and device calibration. This code can
only be submitted once per device.

NA

1.52

99474

Specific to SMBP monitoring, submit this code once a month for ongoing treatment decisions based on the average of the patient's SMBP
readings. This code can be used when patients and/or caregivers report their BP readings back to the practice—whether it is done
electronically or in person with a SMBP recording log—which then allow the physician to make ongoing treatment decisions. If 99474 services
are provided on the same day the patient presents for an evaluation and management (E/M) service to the same provider, these services should
be considered part of the E/M service and not reported separately.

8.72

15.00

99091

Collection and interpretation of physiologic data (eg, ECG, blood pressure, glucose monitoring) digitally stored and/or transmitted by the
patient and/or caregiver to the physician or other qualified health care professional, requiring a minimum of 30 minutes of time, each 30
days. This code does not require interactive commmunication like 99457 to bill. However, it requires a physician or other QHP to perform these
services and requires 30 minutes of time every 30 days (not every calendar month) to bill. 99457 and 99091 cannot be billed concurrently.

56.88

56.88

95250

Ambulatory CGM interstitial via subcutaneous sensor for a minimum 72 hrs, office provided equipment, sensor placement, hook-up, calibration
of monitor, patient training, removal of sensor, and printout of recording. (Do not report more than once a month; do not report in conjunction
with 99091, 0446T)

NA

157.37

95249

Ambulatory CGM ... patient provided equipment ... (Do not report more than once for the duration that the patient owns the data receiver; do
not report in conjunction with 99091, 0446T)

NA

58.62

95251

Analysis, interpretation, and report (Do not report more than once a month; do not report in conjunction with 99091)

3559

3559

American College of Physicians: https://www.acponline.org/practice-resources/business-resources/telehealth-guidance-and-resources/remote-patient-
monitoring-billing-coding-and-regulations-information

©2024 ALKEMI LLC, All rights reserved. CONFIDENTIAL. 8
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https://www.acponline.org/practice-resources/business-resources/telehealth-guidance-and-resources/remote-patient-monitoring-billing-coding-and-regulations-information
https://www.acponline.org/practice-resources/business-resources/telehealth-guidance-and-resources/remote-patient-monitoring-billing-coding-and-regulations-information

RPM provider economics can be favorable

$46.50 $1 1,625

CPT Code
99454 monthly 250 patient _ Monthly
reimbursement devices. reimbursement.

rate per patient.

$48.13 250 $12,032

- CPT Code Clinical staff
4 ¥ 99457 monthly provide non-complex Monthly
e e . reimbursement services to 250 reimbursement.
rate per patient. patients per month.

< ) 4 -ﬂ.
il

$283,890 $65,000 $30,000 _$188,890

ThoroughCare: Implementing Value-Based Care With Remote Patient Monitoring (RPM) (thoroughcare.net)

. . . . . . . Annual Annual salary
Tarantini R. 2023. Medical Economics: https://www.medicaleconomics.com/view/remote-patient- reimbursement. of a care manager.
monitoring-a-win-for-both-providers-and-patients

Device cost. Annual net profit.

> alkemi
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https://www.thoroughcare.net/blog/implementing-value-based-care-remote-patient-monitoring-rpm
https://www.medicaleconomics.com/view/remote-patient-monitoring-a-win-for-both-providers-and-patients
https://www.medicaleconomics.com/view/remote-patient-monitoring-a-win-for-both-providers-and-patients

Case Study: Implantable Cardiac Defibrillators (ICD)

HYPOTHESIS

RESULTS

Alert-driven remote patient monitoring (RPM) Mean cumulative follow-up costs per patient:
may reduce clinic workload and promote more . $12,688 in the IPE group

efficient resource allocation $12,001 in the RPM-conventional group
‘ $11,011 in the RPM-alert group

METHODS ‘

CONCLUSIONS

Post-implant ICD follow-up strategies assessed:

1. In-person evaluation (IPE) only « Alert-driven RPM was economically attractive
2. RPM-conventional (hybrid of IPE and RPM) * In scenarios with comparable patient outcomes and
3. RPM-alert (alert-based ICD follow-up) safety to conventional RPM, alert-driven RPM may be
Method: Cost-consequence analysis the preferred strategy for ICD follow-up
Time Horizon: 2 years time
Perspective: US Medicare payer ~800,000 people have ICDs
Data Source:  TRUST Study (n=1339) % ~ 150,000 ICDs are implanted annually

Varma N. 2007, Am Heart J. Rationale and design of a prospective study of the efficacy of a remote monitoring system used in implantable cardioverter defibrillator follow-up: the Lumos-T Reduces Routine Office Device
Follow-Up Study (TRUST) study
Varma N. et al. 2021. JACC Clin Electrophysiol. TRUST Investigators. Alert-Based ICD follow-up: a model of digitally driven remote patient monitoring

Chew D. et al. 2023, Heart Rhythm. Alert-driven vs scheduled remote monitoring of implantable cardiac defibrillators: A cost-consequence analysis from the TRUST Trial A alkeml
F LY
10 Unlocking Value, Achieving Access.

©2024 ALKEMI LLC, All rights reserved. CONFIDENTIAL.


https://www.sciencedirect.com/science/article/pii/S0002870307006722
https://www.sciencedirect.com/science/article/pii/S0002870307006722
https://www.sciencedirect.com/science/article/pii/S2405500X21000335
https://www.sciencedirect.com/science/article/abs/pii/S1547527122026893

Wrap Up: Online Digital Market Access Resources

DIGITAL
THERAPEUTICS
ALLIANCE

DIGITAL THERAPEUTICS (DTx) BY COUNTRY

@ 9

Australia China

s Qverview b * Overview

* Regulatory and b * Regulatory and
Reimbursement Reimbursement
Pathways Pathways

0 ‘e’

Singapore South Korea
* Overview > * Overview

* Regulatory and
Reimbursement
Pathways
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France
® Overview

« Regulatory and
Reimbursement
Pathways

UK
* Overview

* Regulatory and
Reimbursement
Pathways

Germany
* Overview

» Regulatory and
Reimbursement
Pathways

d=

L J
~

United States
» Overview

* Regulatory and
Reimbursement
Pathways

Japan
s Overview

* Regulatory and
Reimbursement
Pathways

bl

DIGITAL
MEDICINE

SOCIEDY:

DIGITAL HEALTH BRIEFS

CORE MEASU

= DATAcC . Disic
Reimbursement for Clinicians: Getting paid for

caring for your patients using digital measures
of sleep

For the purposes of monitoring, diagnosing, and treating patients with sleep or
sleep-related disorders, you as a healthcare provider (HCP) can perform a sleep
assessment for your patients. There are several reimbursement avenues available to
you for this assessment. However, the specific medical insurance codes for
reimbursement and the associated activities need to be in line with guidelines to
enable this process.

This document aims to offer you top-level initial guidance on the specifics of the
reimbursement process if you wish to use digital health technology measures of
sleep, such as the Core Digital Measures of Sleep. when treating your patients.

The full Payment and Coding Toolkit and Quick t Guide is available should you be

looking to adopt remote monitoring.

Remote patient monitoring (RPM) and remote therapeutic monitoring (RTM)
Remote patient monitoring,. also called remote physiological monitoring, refers to the
use of digital technologies to capture and analyze patients’ physiological data, such as
sleep metrics, blood pressure, glucose levels, or lung function.

Remote therapeutic monitoring refers to the use of digital technologies to collect and
analyze data, including patient-reported measures, for the purposes of therapy
response and patient adherence.

Remote patient monitoring Remote therapeutic monitoring

e behavioral
lated

Therapeutic
areas

Data
collection

m FDA-approved medical devices
hich can include

ht scales, pulse d data within apps or
hermometers, and s.

Billing Qualified
guidelines rules: MDs, NPs, or PAs.

© Professional billing

CPT codes 99453, 99454, 99457, 99458, 99091

98975, 98976, 98977, 98978, 98980, 98981

RE MEASURES 4/ SLE DATACC . Dive

for Drugs

DiGA GUIDE

Federal Institute

and Medical Devices

* Bundesinstitut
PR® | fir Araneimittel
und Medizinproduste

Das Fast-Track-Verfahren fiir digitale
Gesundheitsanwendungen (DiGA)
nach § 139e SGBV

Ein Leitfaden fir Hersteller, Leistungserbringer und Anwender

Version 3.5 vom 24.12.2023
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More Resources: Digital Health HTA Processes
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CanadianJournal of
HealthTechnologles CADTH

May 2022

PETERSON

ICERE HEALTH
TECHNOLOGY

CADTH Horizon Scan

An Overview of

ICER-PHTI Assessment Framework for

Continuous Learning Digita Heath Technologies
Artificial Intelligence-
Enabled Medical Devi¢ e

DHT Technology Context

Hist d C titi Pri d D'eveloper
fioke 1 Care e iy Heoryana
ICER DHT
Assessment
Assessment Areas

N ICE Egzﬁga;r:gsg;ﬁegﬁéellence
Evidence standards
framework for digital
health technologies

Corporate document
Published: 10 December 2018
Figure 1 DHTs classified by intended purpose and stratified into risk tiers

Framework

User Safety & Health Budget
Experience | Effectiveness Equity Impact

©2024 ALKEMI LLC, All rights reserved. CONFIDENTIAL.

Clinical Impact Economic Impact

Tier C DHTs for treating and diagnosing medical conditions, or guiding care choices

Includes DHTs with direct health outcomes, and those that are likely to be regulated medical devices

Inform clinical Drive clinical Treat specific Diagnose a specific
management management condition condition

Tier B DHTs for helping citizens and patients to manage their own health and wellness

Health and care Promoting good
diaries health

Tier A | DHTs intended to save costs or release staff time, no direct patient, health or care cutcomes
System services

Marco de evaluacién
de tecnologias
sanitarias: Adaptacion
para la Evalnacidn

de Te E
Saluc
Usua Das Fast-Track-Verfahren fiir digitale

Gesundheitsanwendungen (DiGA)
Health'l nach § 139e SGBV
Framew Ein Leitfaden fiér Hersteller, Leistungserbringer und Anwender
Health 'l Version 3.5 vom 28.12.2023

Guide
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