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202349 29 AFSFFIHA = EUST UAE ARAR o g =it 7t 7Eet
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J2l 4 CIRIE R|2H| reSET 7|51 )

l = | | reser = | | reser

reSET |

If

Select a category to browse and begin a { Report Your Status
veatment module J
)

Have youused teday? @ Yes No

Treatment > {
How strang is your craving right now?
l I Mood Matters > ] 6 L
START YOUR THERAPY Life Skills > What triggers are affecting this u.:nlr
- Sex Health > .
[l I - :
Hep Cand HIV
Review your Report your P > [ ]
progress status ‘
Social Connections > O
Pressune L
. @
[
L ]

) ==

(&X : Pear Therapeutics)

2021 79 7]|E2 2 FDAOA &8t OAE X 7A & oAite] o] 7153
UAE X 8A= 57102 whetEal Qlot. lojeebFE At oFE S5 o F5
aE)al Al A BEHE W 982 27 =2 120l 2]Al(reSET)o] ts] FDA £¢1&
o) ( )

AR

i

L
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t

st ol e AeJHE|E(Akili Interactive)iil= oFs ADHD &8 HHL AU
e Rx(EndeavorRx)E AR R, oF A (Amalgam)iit+= T x50 83t
4= A= ofo]Ao]A|Rx(iSageRx) & & HUT. ofo]Alo] A Rx= A28 TS I3
F 2o Qad Fo oz A Q.
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2 FDA SIS ¥ CIXIE XI2H #8024 62 71%) )

Product Name Company Therapeutic Area FDA Status
reSET Pear Therapeutics Substance use disorder De novo
reSET-O Pear Therapeutics Opioid use disorder 510(k)
Somryst Pear Therapeutics Insomnia 510(k)
EndeavorRx Akili Interactive ADHD De novo
iSageRx Amalgam Diabetes 510(k) Class I

(&X{ : Psychiatric Times)
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FDASIA Q151712 Hhe T8 84| % kel 928 ) /|uhe 22 HlmA 7iaat
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Al 1) Zlo{el2REl A0 2l

- g, 71, ook 59 FE} 2SR 95 A g wolol
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- 3997 9] SAFE tlF o' 127710 AE AAISE A, PAS ARESE EFEe] A&

g F=oll 2715h= 497t B 13t of= Alo] e&5 A7l =gl dr=

Al 2) @ojct Aol Bz offY == 174
- 9uith P (Omada Health)iits i T o T2 I3EH 22kl Tixr
o Z2gHo] o galHolil Fofgo] wrhs AANE IR WE WES
AEH 9F 7)E ool FHS AEd i ks 59% AT 22 St
87%%1 A0 & UERTh F=gt HtiH B2} oW SxpET A5 o wol st
7oz Tyt

Al 3) 52l ME Y L S off ==

- F(Noom)iiti= 4399 A G TA 0l AT S-S tVd o= 2453 At
=Hk 719k gAY A 5AE H4ch 1 Ax 84%0l Yk #AEo] 671Y
FLO] TRIS A A= w2 Fol &S Bl
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(CL| ME9l ¢2d =7t )
AA| QA o] B (real world data, RWD)+= A7} AAAIEHS: 6l AAE Hoejch

et RWD= $210] dH J8s 481, A5 AlPS 246, Mz X 58S
ZHeh= © AR = Qloh dX] FR+= 7HI7 7] & (personal health record,
PHR)3} ©| 27|z E o8] 24 (common data model, CDM) Z-2 A|AELS Es)
RWDE 3kl 2AJstal =t 3l Atlo] Aol BtEd X 55 Algstal A&

A3E AAsH: H Ego] B 4 9e AOR r|ghstar gk



Ir

T3 UAY MEA Tlee exelel U 2okl RS AT TEY U e
= AREE 4 k.t 3 A 2= A2 E(Go Forward)u vl =2 HEo]
AEFE ]9l XRIA(XRHealth) 2 & 4= Qlth

¢

to

ARl 1) 1= =(Go Forward)

J2l8 Aol wat chershi| AR el CIXIE RI=H )

Collaborate Easy Access Anytime, Anywhere
In-person visits Virtual visits 24/7 app
Forward members get 3x Understand your health and Your care team is available
more time with their doctor adjust your personalized around the clock, for
per visit. Leaving you with plan together, from the reaching your goals or
answers and peace of mind. comfort of home. simplay answering a

question at 2 am.

(B 12E)

Atz 2) O] HO| R AEIEY XREA

7k ESE0M AZ2EMHIA HIZ

vl ﬁEE%IN% St o2 X|=E TAst D A=K, ofH 2HFof|A ofH
012 0| A=X|0f Chigt YEE SMOi[A HIS

> 5121, =, O Rof| Chet THEX| 2 MH| A0t QIX| 3, AE|A pi5t S| 7hdid
7|8t X|ZMH|A HS

(X : XRHealth)
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A7 UAE A EAP} 7P 2] 28T Qe ok JA7Z Hol), 58] 4%
AEH A Aol (posttraumatic stress disorder, PTSD)U 3324 -2 HA14 A=
7H&E A (VR) A AELE ARgsto] 2 58 4= QITh(1™ 9).

J29 oS AER|A FO(PTSD) EXIS FHIBIAR 2|25t T )

A 22 obA3H S0 A Al a2 9}1, A5 Areg 24 o, Zadt F9-
55 A S| FAA PASIAMNE EIAQ A 5A Fe Ae &+
Ath= Mol A og FIT 53] Y 208 RHES|A Abgste HHale tAE

A @ARto] 744 S},
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Ag D77} wobr ZAdo] Hojutt, 71 Ao JRe] A9 Het 3 9] H83t
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QIACHAFK| 500 O|LH 12k
Sol~35 80% 60%

(B - Mt H8Y usg)

Lok gAY AsAE Koz A5H AR EA M (clinical practice guidelines,

=

CPG) /37 Z(clinical pathway, CP)E HIFOE A o] 7|2 okt avtet

F/do] & ETHAE 4).

XHIZ

HIZ2 |2 Fof| I3l 53% 22, U2 21%, Hel oz wEe
13% Z=QIC} M HXF| X| 2 8K} 4= 18.5% ZEASGHC
21 7 H|2 Hzd2 510t 6782 2{(8HRF &

=
2,05922)SCE. Oli= F2 2l U ST Y2 220 T2 HOICE

Rl
fol
1o

- EHES 25t

ol

- AB|AEE A IS 9% & "W IS "7} 37.2% SOk

REoZ Ho

oo
rok
ol

ikal

- 8t} 4% & 5 0[AH(26.6%)2 ISI M4} 8 0|2t 2 Ho{X 2HZ0|

- £Z M3 7= SO HIEE TAH|Q| 31.5%0M 7.3%E E0{&.
X

% IS E=(Insomnia Severity Index): & 2MZ x|

(&X : Pear Therapeutics)
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@20 zelof| #¥Fo|ct 13.5%
Z olsfista plett =lof FYEo|ct 1%

E REXZ0| SYEHOICH I 42.5%

Zofaifata Sl e T =0l SFHo|ct 20.7%
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Freespira
Panic attack
symptoms; PTSD  MindMotion GO

Opioid use ;ﬁsorder Neuro-
P rehabilitation

Somryst

Pivot Program
Chronic insomnia

Smoking cessation

EndeavorRx r 1 Kaia Health
Attention deficit [} Musculoskeletal
hyperactivity disorder pain
WP (ADB,D} 0 ’
Y | | @ n

— » S#verclnudf Space
om Depression
mEE Mental health and
behavioral disorders
Gam

Parallel
Irritable bowel
syndrome (IBS)

NightWare

Post-traumatic @ Vorvida
stress disorder 3 mEE i
(PTSD) u . FDA De Novo (US) Il Breakthrough Devices Program/ Alcohol use disorder
@ FDA510(k) Premarket (US) Expedited Access Pathway
S CE Mark via MDD/MDR (EU) M Emergency Use Authorization
re HRTIRS : .
Substance ® @ @ CE Mark and DiGA (Germany) By Prescription in Some Countries @ anm Deprexis
use disorder @ MHLW (Japan) Il NoRCTs Depression
Mobile App M Single RCT
Garne W Two RCTs
CureApp SC . Il More Than Two RCTs Velibra
Smoking cessation mmu@ I WebApplication B Real World Dat. Bumm Anxiety disorder /
(nicotine addiction) @ Virtual Reality sk 1'% panic / agoraphobia
W Cost Effectiveness Data
Other Interventional (Non-RCT)
Vivira B Permanent DiGA
Pain (unspecific back, Ll @ Ll =
knee and hip pain; ) Delivers cBT Elevida
osteoarthritis in the knee, Fatigue in

hip and spine) Multiple Sclerosis

Selfapgs

Mental illness (depression,

anxiety, eating disorders
and burnout )

Somnio
Insomnia

Mika

QOL and psychological/
psychosomatic issues from cancer

iagnoses esp. cervix/ uterus/ ovary

M-sense Migréne
Migraine

Rehappy Mindable
TIA stroke; SAH or Panic & agoraphobia
intracerebral bleeding/ Kalmeda Tinnitus  Zanadio
hemorrhagic stroke Tinnitus Obesity

(&% : IQVIA Digital health trend 2021)
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229 YAg 2 2A483]¢ DTA(Digital Therapeutics Alliance)= X 2 AJAoll A
=AU 7 SQ gAE A gAol tis) 2AR. 2 23 HAE X BAE
g8sto] (8T 4 e W= 79 BE Ao 3dEE= A oR Ty} o=
A g4 {28 5 e A HeE ofgA Hivol uet X 59 onje
goig 4 Atk Seolth

Qo] of8) 5l7ke|aL welEn, ojrtel ola Abgo] AHEH: B4 2k Qrk
whbA O} s e 4 Qi AT Egoleks Hols BEstThE AN BE

Aol 282 4= k= Zo] W27 odolth (| 13).

(o, EEEELEEE e )

What diseases do DTx products target?

+ Alcohol use disorder
« Attention-deficit/

hyperactivity disorder

* Autism spectrum disorder
« Cancer
+ Cardiovascular disease

- Central nervous system

(CNS) disorders

+ Chronic obstructive

pulmonary disease
(COPD)

* Dlabetes, type 2
- Eating disorders

- Epilepsy
+ Gastrointestinal disorders

* Immunological disorders
« Inflammation disorders
*Insomnia

« Irritable bowel syndrome

(IBS)

* Lupus
+ Mental health disorders

* Metabolic syndrome

+ Opioid use disorder (OUD)

+ Pain, acute
+ Pain, chronic

+ Hemophilia « Panic attacks
(ADHD) P
) * Hypertension + Parkinson's disease (PD)
+ Anxiety
+ICU delirium « Post-traumatic stress
 Asthma

disorder (PTSD)

+ Respiratory diseases
* Rare diseases
+ Schizophrenia

(positive symptoms)

+ Skin disorders
- Sleep disorders
- Stress-related chronic

. _ diseases
+ Coagulation disorders - Migraine
. + Stroke
+ Cognition + Movement disorders )
. + Substance use disorder
* Depression  Multiple sclerosis (MS) (SUD)
* Dlabetes, type 1 + Obesity « Traumatic brain injury

(TBI)

(X : Digital Therapeutics Alliance)
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