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1.1 AEFZROE =
1.2 AHFRD B/
1.3 AERDORERL

L1 ARFZROH &
LL1YRRAT 7V "D ER

VAR, FUSNT 7 ) u P —OHERITE LS VAT T OGEITEN TS, AL A
SNy 7 b y=T Fie Ry b A= 74T IV EER LT 7Y &, O
RSB L o0 b D,

2013 4, ERREFE ALY R~ + — 7 2 (IMDRF ; International Medical Device Regulators
Forum) TiE, Y7 MU =T HIKTH > THEREIRITZY T 2/EN8TTLS 5 AlREEN H
5ELT 12 LAFEHMOEFRBNTHWONE Y 7 by =T, ino/n— KU = TER
BEZRD 1 i e LTEEh T2 Z L 2 HIE LTS DO TIERWY 7 b7 = 7 & RS
~7'v 77 2 (SaMD ; Software as a Medical Device) & EF L7= ', AFHITHBWTIX, 2014 4
DOIFENER G, EFRERFEONE ., AR OZ e OMREICET 5EF BLF, E
FESL ISR EETE) NBOESNIZBRIC, V7 b U = 7 HR TS EEE R O ER IS T U,
SRR 7 1 7T MY LR R EIREE R A OBIHI RIC e 2 2 E RHRL S LTz,

T ULV ZAOFEBITIR, ERES  FEERESRR DT, ke RIBRRORL A H Y | [E
FEMEFRIZIRBNT, 7 VX N ZIEH LTI AALACH A S 02 i3, IRFEITT ¥ 2 1~ L
AELEFEDLNTND L, TUHN~NLVADOHFT, AN L ATEWORFOZE - 1aE L <X
FRIZE RN SN2 /EIT, 70 7T AEREESRICZ ST D, TR T T LAEFEEISRILT
077 AERE LT 5 EEER 7 1 77 A (W) [Tz, v/ T LEiiskLic
FLERIEHR CBERY) . MFZFRLTWD 3, 7ur 7 AERFESROFPTH, IR ET X
WCESEY 7 My =T IRV IRENATOIH-GIE, 7V veT8a—T 47 A (DT
Digital Therapeutics) & FERRESIL, H-eEX VT 4 & LTHEHSALTHS (X 1-1),

1-1: TUZ NNV RIZEET S AEOMEB ST
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TR0y 5 LEERRKS

DTx 81 TiEFR L7=DIX, KEIZH 5 Digital Therapeutics Alliance TH V| Hi%HKIT
DTx % “WRXIIEEFEO T, E=4 V7 BFEETLHY 7 =7 7rr I AL,
TETFVRCESIBENAEZT LY 7 hu=T” LERLTWS Y DTx I, 165, Hh
DOEH, EFELM LD 3 DOBT TV =TI, EAT AU —TU A7 LYLHER
0. HHEOBRET 722880 (R 1-1) 5 8EEZT 5 DTx (X, BXRIZBNT, Ho
Bl &=, WRRBRT — 2 1ck S5 AR OZEENFHisns, Efitkid, Efo
PN S &, BEICLGE S5,

TFVE, TV r—ar V7 M =2TORKRTHY, XY 30— "= LD
WAAPAEE A VA PV ENTARL—T 4 VT VAT A ETEET DY 7 by =T O
ZETHY S, Tul T ATHBBT A, Av— T RFT Ly NETIE 77V ) R
PR RO & LTSN TG 6,

ARBFFECIE, BT — 2 Ic S ot L et zor L, Efickvlish, V7
N =7 CIRIET 27 07T AEFEKEGE “TRRHAT 707 LEERT D,



Z% 1-1 : Category of digital therapeutics?®

Category of digital therapeutics

Treat a disease Manage a disease Improve a  health

function

Clinical endpoints | Must deliver a therapeutic intervention and use clinical endpoints to support

product claims

Clinical evidence Clinical trials and ongoing evidence generation required

Level of medical | Medium to high risk | Medium to high risk | Low to medium risk

claims claims claims claims
Regulatory Third-party validation of efficacy and safety claims | Degree of oversight
oversight by regulatory or equivalent national body depends on local

regulatory frameworks

Patient access Prescription Non-prescription OR | Non-prescription OR

Prescription Prescription

112 VR T 7 V) DR

“DBRHT V7 1, (1) EREE T2 T2 <, VE— MEECERETIZRE LR
g5 2 LN TE D, ZOFEIX, COVID-19 #%5EOBRARE T Ciaa <, flxiE, EF
BREE D471 o TR WU ESRRE R ~ D 7 7 & A3 L Vi B <01 [ A5 (2 B 1)
LERT 72 %M ESEHZ LICHBKCTE A ARERS D 7, 72, (2) BEFO R FEE
WZITAT D 2 EDARETH D, HERDEREREE T Lo 7B O B E AR A LA
Frx=H ) T IBFEERETDHZENAREICR D, M T, 3) BEME~ OFT — X & 5ok
L. fRHTES 2 2 & T, BE— A — ADEE - JERICH D TRl b S v BITEHR 2 feit
THZLETED, @) BONTT—ZIZEMOIEHE - RSN T Z LN TE S, (5)
BEFOEIRGCERMBIS A L CHAT 2 2 L3 TE 5720, BEFIRIR & OMEHRIC
MfF S, B 5 EIEN, EEESROMMER ERE X525, EoZ Lt “TARHAT
TV IIER DO R L 1T R DR E Do TR Hie eV T o L LTHEABSNT
W5,

RIS, ERA SO WE ., AR N ORI D IEFROE 4TI, ER
BERR D SVE . AR OO R DN 200 & O T X 2 R 4R L ofaE DR 4eE
K OMER DB 1D 7o DIZ B BRI A LB BRI T D 8, “TRIEH T 77U 7 1, 1k
DEFEH s & [FRRIC, EROREZHRN E LA THY BRI L7 B0 ITHRE L 72\
AICEE CUIMEME) OEMmBEOMRRICHEL GAD2BZNNH LT, EREREE LT
OHZ 5T %3, VRERT 707 13T o LT, ERMOEHE T EfH D Z
T AIMERNLZ P HA SN THL Z L0 n, ERIOLFIZEIVFEHTE LT
7 o TUWA,



1.1.3 #52331F 5 Digital Therapeutics DEfj[A]

it @ Digital Therapeutics D% 1%, 2021 4F 34 (B KL TH O | FFHIAIRER 31.4% THR
R L. 2026 FFICiT 131 (R F/VICET 2 L THIS ., TOHSGITFELIERL TS % 1)
JERT 2 ER & LT, BHEREOREROBM, EREIH O, PR ~OEH
DEEVRHF D, MZ T, COVID-19 DHFHRIEITIZE V. U E— MAEOLENE
BEE-12Z &b DTx OFEBPFmE->7Z—NEEZBND, COVID-19 fiy T, ERER
~MTE, EMOBRSCERNEFELOA T ) v 7 Exm CERT S 2 & BINER Y
EFHEEAICT 7 B ATERVWEBENTTL 2 2 LGSz, KERMERMLE (FDA ;
Food and Drug Administration) (%, 2020 4(Z Enforcement Policy for Digital Health Devices For
Treating Psychiatric Disorders During the Coronavirus Disease 2019 (COVID-19) Public Health
Emergency % L, COVID-19 #D %] & LTV E— b CTIREZ /[ REIC T 2 AE K FRpE ik
® DT {ZDOWT, —EDFRMZm =TI, KR TH > THRIERTEFFAIT 57K E T
LH L, DTx ®UE— FREICEWTHIRREAEM TE 22 OREZFHEL T D 2 &2
D10,

1.1.4 Digital Therapeutics ¢ [E PN D BiZ&IR L

DTx (&, Al U7 RPN A T, PERDES M & e U, Fipy/ b2 W BASE BT,
BRI CHEMET 2 ZENFAREEE VDR TND, 2070, FUZ A E b O R Z— |k
T TR T IR T IER L Al B TR EOR - XV T4 L LTHER S
L. ERATE K ORZEN DTx OBRFIZIY A TVD, BT rERIZBWTE, TV
ENHIGE & o TNDAX— N7 v I3 & EEBR CHRARRZ £+ 2 2 & 03
REGDHZLICRT T RN L CHFERB L T2 EFRZ 0 1, ENO
DTx DBAFSIRILZ DL IR d (R 1-2),



# 1-2 : EP® Digital Therapeutics D BAFIRIL

PO fife PR Bk - ey fife PR 2l v
FE A R ATV (BMU=2/DT 77 | {EEXM - Z8ET 7Y (SDT-001 :
TAR) 12 8526 7 Akili Interactive Labs) 13

Yawn (RIRJE) (R A R) 14
HEIEEER | BERIET 7V (T v /MICIN) 5 | 2 BUBERIG T 77U (K HAR{EK, Save

Medical) !¢
VERWT 7V (7T AT 72| FETVa—WENFREERT 7
WellDoc) 7 U (CureApp) '8

PGB ST 7" (CureApp) '°
MARRIET 7Y (B—=3 | -
CureApp) 20
WABRAEBERT 7 OLERY | -
S S L W IR Tl T = VI o
DUMSCO) 2!

FRHIE Behavioral and Psychological | -
Symptoms of Dementia #&F1 (K H A
EA Aikomi) 2

H

(As of October 2021)

1.1.5 EREESROBRRBEE T 72B)H

2020 fFIZHE R ST R BT JEBRRHEE R IR Tl AL BT B AR T ¢ 7 AT A1
AL, W - IRROREALDO T D DEREM - v AT NEICET DR 21725 L 950
T SARICEY flde 2 SRR S h, FHAMICEY TR T —~ & LT, DTx Th
DITINVEREIRT T AL A« V7 b= T RNEF b B,

—J7. 2020 FOBFILEFERFEIZIB W TIL, ERER T 07 7 LET v 7T — N &R
BETHLOTHDO, Bl -HELT v 7T — FERHEE LIEZbOICT0ERH D |
BATOREMRK N Z b & ORBEREAA Sz 24, B2, 2020 FICFEf S8 1[0
EfE - Y —F T I A—T T D Eil bR BT D ERORFEREEZ ED D 72
DIZ, T VXN OTER %8 Uiz Y — B 2O - Bom EEREiwm Sz, Y
T, AL TO SaMD OBAFE M FESMNE & ik L, BTV 2B H 0 | BEIZ SaMD 7
TRELDDH D Z &0, IR Sz 252,

2021 AEITIE, BRI BEGE R & GO O FEAR T 2021 T, JERYLE Z 88128 B - T kA
DI L LT, 7'u 7T LAEREROBRE - ERMLERET 2 LA I Y, R ig 52
TRHECIE, 70 7T AERESR ORI 2, BREEO TR RO LD,



FAMRH BRI OWTRE L 2D 5 2 & NFEa S 4172 28, slRHIE 7 + v —7 » 720
T, 707 7 LAEFRESROFERALZ R L, AKREAEORELAE X D720, Z DR 2
FRTEEDOB 2 % 2021 FEEPIZEEL - ART D L L HIT, EHWRT 0T AEFKE
WERTE LELEEONG LT HHES, 70T AERBEEIORIEE B E 2 7872 7ok
RFERBIE OB AT TREZED D Z E ARSI T 2,

2022 4F, TEIRNZ T B EROE D _E D725 O FERFE IR ORI 2R 38 K O K O e (2 [
25 HARGHE | T, T4 SaMD 8 EH SN TRV | BEF O RIS & OFEDE TE
HU., ZEAMRECATEBRAETITO ZENBETHDH T & A/ X— a3 O 7237
DOHEFEDBLS TIHF L OLRROKIED 5| EFeE KO BN D Z ENFLEI TN D ¥,

LLED X 91T, 2020 D & mlin bt O YLE xR 2 A TR 72 Ao BRI O 4%
EDIZD, TUANBWEIER L7 1 7 T AEBEIE~OIARFCERTILIES L 2o T 5,
— 05, REREIFEE L I, BRICAE L2255 SaMD 7 7 0Miffil « FARAHI~DOBE R bR
SINTEY, HE LT, Hilen 7 DX NVEREINHEED T, 7'a 7T AEREGRICHT 5
(RHlsRAL - HHEE RS IS T 8t 2 R LT B,

1.1.6 717 T AEFRESRICET 2 EROBA

EROB X L LTE, 2019 F12 DTx OBAFSICH Y fHIe L =28, 7 A7 7 AR HEHy
FHRGK R HAREARIRD 4 408 TSRS D& )L~ L 254 | 230 BTz, SaFRaT
X, T VXN E T Ea—T 0 7 ABRBIZBITHEE E LD TEY | FetE a2 B E 2 725840
. RBRERICB T HHIERE LEZREL TVD 3,

I 5T, 2019 FFIZiE, DTx OHGE K OMED M =, DTx OEREERE~DE K& 48 U
T, BEIASOHTRIBRORPIL 27T 5 2 L 2 BHIIC, 7 VX VIRIEHERETH
5714 (T A U ARASt, 7 AT T ARERAS 2 A MRS, Rk
Sft, W0 ZZERERASt, AT 7 —~vHASH, ST oA T L) NEE
D, [FVENETEa—T ¢ 7 AMEEIS) 230D BT 2, YEFRa TR, 794
N TV a—T 4 7 ZADMME, BIFIZIET 58, S COFERIEERE L LT, TV
AN TEa—T 47 A B R SEDL-DOEHZIT-> TS B, 2022 4 3 Hizid, HK
TULNNVAMRER T VXN T Ea—T 4 7 AHEREEBEOF L. T VX L7
5 CIXOAME 2 BRR A B 26O A ME & 0 Cll EICEFl L, & DICHifiERIC 5
FHRMED B DI - B2 & OBRERE A BT TART O Z VANV T IAT A R
VAT a0 A

2020 4, ASMEENERERE v 2 — Tk, [F VXN~V AL AR 2 - ER
WORREIRDOH 0 FICET D988 23b B, IBEAT 7V 28T Al T VX L~
IV ADHEAZ RAIRZ T2 T 7 R REGE B BT 2425 & L THREEICE LD, Tl T
I EIFREAR T 0T 2 BT ORRERTE 31T S A TR L7 35,

2021 X, BAA =74V VAt BAT V28T B a—T7 1 7 At



MRS T, MRS A ARREEFT LD [EROT X MUICBIT AT VX LET B
—7 47 A (DTx) HAOHEMEIZET 2425 BHE I, BUTORFRGE - (RIRERTE
BT AEMEARTERINLTET L Z LU (RREEDO T RIEICES03 % 0 . DTX T
BT DR DB PHEIAT < WERED B 5 FHED DTx (2T AN R Sz 36,
LEDZ EnD, BRIZEBWTIE, 2019F X0 DTx 2587 v 7 T AEEHEIRICEST 5
FESEBDEFAL L T D, BUTOIEEBIHIOIRBREEE 1T, 76k 0 R 2488 L TR
ENEHLDOTHDHD, DIx &7 07 T LERESR ORI E 2 HIE & 1335V
LVEARTROONDZET VA LUL - FHIFIEIARAETH L Z L0 b, DTx DRSS
ZHEMET 512132 < OS> TWD Z &5,

1.2 AHFZED BHY

WMERT 7V 2Gte7 0 77 AERERORIEIL. BE LTHOHRERFELEZATE
V. BRIREDCT-ORKICE VA TWD, —H T, FILWEINTH L “tBENT 7Y %
B0 25 < B G T, RIBEDE S I II AR 2055 © 2 < | BUR OBLHISCPRER I AS “V6
WHT 707 ORI T7ar T MAEREHRIZAIL THW RN Z RS Tng,
AWFZED BEE, BRICRIT D VREAT 7V 7 (BT 2 B & LiGEn LiEw 2 85 5 2
23528 (F28E), BRCTAREINL BWERAT 7Y OFFINs, ERLESNTEE
T AE I DT 5 2 &, FRERKREERT V1 o) AOMEENLZRMEOFHmIC DWW T, Bl
SROFF Z RO AT L, VRIRAT 7V 2B T HBEO—BE R 5 IR A S35 =
& B3, HROBRBRHIE, FERNALE L, AACBIT S Y9BEAT7 71" O
AT 2L (BB4E) THDH, AMFRICEY, YREMAT V7 OB NMEEI N
L2 L EWIRT S,

1.3 AFHOHEAK

KL O 2 LU R d (K1-2)

F2ETIX, AR DBEMT 77 IZBET 2BOR « ARSI - AKGRHIE 2B 52\ L,
BUHIEN A OWTIRA L7z, BROHRI OB KRB OMNE~D AL, FIALTED
X9 RBERRIY FHADBVEL & S D DN DWW T Uiz,

HIETIX, BRTARIN VBFEAT 70”7 OBKRRERICBE L T, Effb =i
OB B, KO BKCTERB I VBT 707 BRREBRT A >, AR OV etk
DR 2 MERRAC A Lo, PR A BB, KO VBRI T 707 ORERRER 2 FE
Mg DB, BRI T A AL TCHBEDO—B & 22 H 2 G L, BRRSRBRIC VN TF
BT _REEFH IOV T U7z,

FA4FETII, RO YREMT 77 1T 2RI E XK OSHAE 2 Lz, “TaH]
TV ORBRHIE EOREZH M U, B R ORBEEM S - BORIZ W Thn U,
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BE2E Ao YRERAT YT OBBNCET SRE

2.1 AEDHH

2.2 FAEFHE

2.3 XKEIZRIT B 7 vy T AEREESR OB

24 BARIZBIT D707 T AEEER O

2.5 RN KR OZE DMOEIZIT 2 EEEER T 7 7T KRBT 2 HiH
2.6 BXRIZBITD “WERAT 7V OEBE

2.7 BE

2.8 /NE

21 AEDEBEH
H2ETIR, B VBEMT 7V Gt u /T AEREMEIICET ABEE - FBEMH -
AGRHIEZ I L, BRIZBIT 2 OEWEZHLN T2 E2HE L,

2.2 REFHE

Google #5812 T FDA | JNZATEE N BEHE G RIS G H4% (PMDA ; Pharmaceuticals and
Medical Devices Agency) M OVEA 57744 (MHLW ; Ministry of Health, Labour and Welfare) @
R—b_—T BT L, 2021 4 12 A 31 AR TAR S TW 2 ERE b LI, T rnr 7
L ERES SR BT 5 R R4 | BOR - AR - AAGE M B2 12 B9~ D A IEE L7z,
R SN FRIC OV T, BE T 2SO R — A=A HZH U CHEZT

-7,

2.3 KECEIT D7 v 7T AEEEEE O
231 Fu 27 AEFRERICET S BR

KETIE, 2016 FIZERS - EFRERFEOEKARLOMELZMESE, IR, X
0 ZhHAN B L T 5 BEITH LW IR FIEL Ja T 6415 K 91T the 21 Century
CuresAct (UL, CuresAct) ZHifT L7z %, CuresAct (X, A / X— a3 > OHEMESTRRR ML Y
HEHGBEDOBUHIFREM ZHEET 2N 2% < E ATV D, FDA I3, 2017 4 Cures Act Z [ &
R\ T I H NV BT 2 HI#E R 2 HA9 & LT, Digital Health Innovation Action Plan

(LLF. ActionPlan) Z%&H L7238, ActionPlan |%, CuresAct (23T 57 1 7 T AEEHKa
BT A HEZBAREIRT 720, T OF NIV ARCET DHTZ A KT A OVER UL
MEFOHA X AT HTHZ L, EREEGR T 07T DOREZ I E 2 T8 T I g A
AT HZ L, LOERBES - AR RBEE % — (CDRH ; Center for Devices and
Radiological Health) D{&fil5R{ka HAY L L Turiz ¥,

Action Plan Ti%, Cures Act D FEHZAIY | 7V Z NN~V ZADHENZIBNT, A /) X—

11



3 ERET H7-OICIE, VAZICESL T e —FRRETHY | (kO EEL ol
PRSI 9 2 N AR R FHRGE - BAE R QW RN TE 57 1 7T ARSI I30E
LTV EHIBT LTV D, TEROTHTRATE H - FESIE TR, HICEE~D Y 27 HMEN
EFREIE~DEET 7B ARG TONTLE I AR L Z LA LT, Trn s
T NEFEHESR ORI B E 2 R 28 AT 52 LT LT X Vb2 V2R Y
27 DR BHEGBE TR X T 52 L2 WFF L CEHE S 41TV 5, Action plan @

(1) A X ADIER K OV HT, (2) Pre-Certification Program K U8 (3) Digital Health Center
of Excellence ™ 3 DDtk LL FICFL#ET 5,

2311 HA X v AR KR OED
Cures Act TlE., BEEEIZANONE Y 7 F 2T RBREOE LT — X DFRR - RE.
[RER 72 lgR EOBRIREIEY 7 b = TEIIEREGN ORI D 2 ERHTE S

TUW5, CuresAct EBEFOTA X AD—BMWE2EL, HIENEZ XV AIEIZT 572012,
TSR T 6 DDOHA X2 AOFH XIIER N Shi- (38 2-1),

12



Z% 2-1 : New guidance for Digital Health Innovation Action Plan

A K A% B
A. General 21st Century Cures Implementation Guidance
Policy for Device Software Functions and | Mobile application ™ &% & O FDA D il 5t
Mobile Medical Applications® RERDT Ty N7+ —LZRLTND,
Medical Device Data Systems, Medical Image | [EHZRT — % > A7 A (MDDS ; medical
Storage Devices, and Medical Image | device data systems) OEFE& OHIHIIZDOU

Communications Devices* T, &FTD FDA OHRZ R LT\ 5,
General Wellness: Policy for Low Risk | —fixf972 7 = /L x ZA8MITxET % FDA @
Devices*! FRH ORI & 3 FE%H‘ LT3,

B. Clinical Decision Support Software
Clinical Decision Support Software (draft)*? BRR EoBEBIES R Y 7 MU = 7 OFffEE
AN 3 e e N PRV

C. Multifunctionality
Multiple Function Device Products: Policy and | fEDEERED> AL S 4T 2 [ERHERR O

Considerations*® JREL, THRATOFEDE 2 7, eI
R LTV D,

D. Finalize guidance on Deciding When to Submit a 510(k) for a Software Change to an Existing

Device

Deciding When to Submit a 510(k) for a | EIFEIRD Y 7 b =T 2 EE T HEOE

Software Change to an Existing Device* BFHEE, S10kDEL, BEx HarmLTn
Do

E. Finalize the International Medical Device Regulators Forum approach to clinically

evaluating SaMD.

Software as a Medical Device (SAMD): Clinical | IMDRF CT&E L7ZRAIZHHA L TCWbH H

Evaluation® R LTW5,

2312 TUENANNVAY T MY =T ERRBIET 7 S T A

EFER T 0 7T AOHEFFRRE Y R R BT D120, 2017 FICT T H ANV RY T
b = 7 HAGRRE Y 1 27 F I (Pre-Cert ; Digital Health Software Pre-Certification Program) %
Pilot & L CHE A L72 %, FDA I, [ERHEIR T 7 7 T A IEBHREE A REK O ER S & i
LTCH<, Y7 My =7 OEHMPERFE S D720, ZOBR « iR A B — RICTHHID %
ST HITIE, R 2 L ICEAE A T 2 BUROBISI A £ O F FEREEER T 7 7T AITHEH
THZEIFHLNEEZZTND

S 1S TA‘E%O)E%%’%“”@; INAEBI R 2 BT D O TR < | BIRAEEBIKEZRT
fliL, MfkOESH =%, WALONE, BEOZEMN, WK, VA4 \—tX=2U7 1, 7

13



07T 4 7 IS DBRN D EEERE LREEL 52D, BFEESR T 07T L0OH
il & LC, Pre-Cert DK 72 HEETdH 5 Total Product Lifecycle (TPLC) O 7 7'v—F % )i
THZL T, MRBERR ORI DT A 7Y A 7 NV EEE X TZERESR T 0 7T LD T HE

(2720 | FRRSREA RS- AEZEIE, R KD bR RBHI O b & EREG T 7 7T LD

cRICHD T 2 L3 TE D, Pre-Cert Tid, MillATM I, BEOREL~L, B
DY ZZIS UT, EBIRLE OB DEIALUTEM SN D, EFRESR 7 1 7T A3, 1k
%, WHNCE =2 U 7 TETWVIUT, AEREXCAHERRELEEDBENH - THETH,
TR TE D EEZXATEBY, BREETHD I L% FDA NFANIRE L. REINT
REOEFHHOFEE LML LIZHE ThoTH, WOFEIMER L RMETEROE
IR EF L LIRS 2 2 LI RETH L LB TV D,

BULE, Pre-Cert [IZBIMML TV D DI R L U THE S 4172 9 £ (Apple, Fitbit, Johnson
& Johnson, Pear Therapeutics, Phosphorus, Roche, Samsung, Tidepool, Verily) T& 5, i
£, TN b D4EFE L FDA T Pre-Cert O FMLICIAT 7o MRk 2 M L Tk Y . FDA L, 20
B LW Td D Pre-Cert & JA < —fXAVIZHRfE L T B 9 72 Working model, & Hl# %
ZFEMAICABA L, KD XVHIEL L TEHTE D X HOMRRAICEREZZEL TN D 4748,

2.3.1.3 Digital Health Center of Excellence
2020 “FiZ, FDA @ CDRH WIZT ¥ % )L~V AfF%¢& o % — (Digital Health Center of
Excellence) 733% 3. & 4172, Digital Health Center of Excellence (%, SaMD X°77 = 7 7 7 /LK
FLWo Bk T 7 /) no—2 BREETTN D, FME - HE LA A— =y 7%
FONT VLNV ADREZINRSED Z & TV F NIV ADTBRE 2 D, FEFUT A
NFTUT 4 AHETH L BRETHIMEAHR L S0, @R ZEZ TN 2k
ZHME U TBANL S LTe, SaMD 265 U X )L )V AT 7 ) 1 o— O BFRHEZ 8] 1 CTRH 53R
EZ XY OFRR 2R EY A2 FEfE L TV D ¥,

232 Il T AEERERICETITA XA

KETHEH SN 0 7T AEEEGHCEET DA X AL TIORT, 2021 412 A
FE S E T, draft 25D 23D HA XU ARFEHINTWD (F2-2),
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Information for Healthcare Organizations about FDA's “Guidance for Industry:
Cybersecurity for Networked Medical Devices Containing Off-The-Shelf (OTS)

Software”

Guidance for the Content of Premarket Submissions for Software Contained in Medical

Devices

Cybersecurity for Networked Medical Devices Containing Off-the-Shelf (OTS) Software

2010 4£

Guidance: Acceptable Media for Electronic Product User Manuals

2012 £

Computer-Assisted Detection Devices Applied to Radiology Images and Radiology
Device Data - Premarket Notification [510(k)] Submissions

Clinical Performance Assessment: Considerations for Computer-Assisted Detection
Devices Applied to Radiology Images and Radiology Device Data - Premarket Approval
(PMA) and Premarket Notification [510(k)] Submissions

2013 4

Radio Frequency Wireless Technology in Medical Devices

2014 4

Content of Premarket Submissions for Management of Cybersecurity in Medical Devices

2016 4

Post market Management of Cybersecurity in Medical Devices

Applying Human Factors and Usability Engineering to Medical Devices

2017 4£

Medical Device Accessories - Describing Accessories and Classification Pathways

Software as a Medical Device (SAMD): Clinical Evaluation

Deciding When to Submit a 510(k) for a Software Change to an Existing Device

Design Considerations and Pre-market Submission Recommendations for Interoperable

Medical Devices

2018 /£

Content of Premarket Submissions for Management of Cybersecurity in Medical Devices

(Draft)

2019 £

Clinical Decision Support Software (Draft)

Changes to Existing Medical Software Policies Resulting from Section 3060 of the 21st
Century Cures Act

Policy for Device Software Functions and Mobile Medical Applications

Medical Device Data Systems, Medical Image Storage Devices, and Medical Image

Communications Devices

General Wellness: Policy for Low Risk Devices

Off-The-Shelf Software Use in Medical Devices

2020 4

Multiple Function Device Products: Policy and Considerations

2021 4

Content of Premarket Submissions for Device Software Functions (Draft)
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233 EREHROEE

KETIL, EROAREEDRELLIOM EE2X 5 Z &% HPE T % Health and Human
Services FTE OHEFBUNEEI T 5 FDA MERHEIR OB EIT > T\ D, ERMEOBH 2
BEET DB, EFRES - BRI ¥ —TH 5,

FDA %, Federal Food, Drug, and Cosmetic Act (LLF, FD&C Act) & " Medical Device
Amendment Act (ZHD & | HEMME ITHEL KITTV 27 ORI K> TERESEE 3
DDIFTA (I TALI~7FA) ZHELTNDE N, 7 TR OEEERDOSL 1L, ER
B OARESYDN o> Th, EAFICKRERAEELEZ D WREMEIRW 2D, mdilkaiE

(510(k)) 1IAELE N5, 72720, EFEEFRLOMEEEHAI (QSR ; Quality System
Regulation) O—fREENRDOND, 7 7 ANDOEFEKIEOL 1L, EFEERICREASE
Dol Gh, BEDNAETLRERHL LB 6N, VAT IIR~PRELZZ LT
W5, 7 7 A2 OERBERE, —RE B TR BT AETE ) S10008 0 E 72 %,
510()IFFEAEDH T, BEFORE & RENRASEZ R UENH 5, BIFOERKS & E
AIRISEIER N Z RN DD, U A7 PME~FRREDORGEIZSUWTIE, DeNovo 71 AT K
STHRAEN I, KBEH/LILEND D, 7 7 AMOEFEISRIL. NME~OREESY 27
D < BEEES AR BESEN b o oA, BEICRA R EE I E L RN & 5
URA7 D WL 5, EmERERNER S, @, —REENER I, ikATAR

(PMA ; Premarket Approval) %G5 LENH 5 (K 2-3),

#2-3  KRENCBIT DIEREIRD 7 T A5 %E

77 A1 77 A1 77 A1
BB B General controls General Controls and | General controls
Special controls
Ein otk Listing and Registration | 510(k) Premarket Approval
3% 510(k) b % De Novo
AR - FDA XL =# 1 | FDA
B (& &k E X
FDA)
Bl iy, GRRAIES WA 7 EEE | N0, N r—
M F 45 VHT =T IV

2.3.3.1 ERBESRRL M

KETIE, FD&C Actsection201(h) ClX[EEHEARAZ T2 R, 2o, HE, Bk, &, 1
77 2 b invitro REE, E 1T OMOTELIE 7 IIBNE S S50 (ARG £ 72T B A
ZEte) T, NEZBWORKETITEROZE, 16K, &, T PHICERT 5] &
EF LTSS, 7235, FD&C Actsection 520 (o) IZ X VRSN SN2 Y 7 b U = THEREIZ &
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TNV E L TWA, FD&C Act section 520 (o) 1%, 2016 “EhtifT X7z Cures Act T, [EHE
MWD 7 7 A1 &7 T AN OEyRIEFIREFIHEE D 7= DIEIE X 1172 section (ZdH7-5 5253,
FD&C Act section201(h)D[EFER D ERN ORIV SN Y 7 U =T Z#LITFIZRT (R 2-

4),

7% 2-4 : the 21st Century Cures Act (ZFB W TEFRBROERMN ORI NIZY 7 h U =T
A) WibEiR EOREROFERHY 7 b =7

B) A & RN R WM I 5 Y T b T =T

C) ETFAINTHEY 7 =T

D) M&ET =X OEWERLKFRLEDY 7 vy =T

TR 70 R AR U ME D 2 J71%, EFC. FD&C Act & OF Cures Act IZ/RSHL TV 508
DTHDLNR, KETIE, Y7 by =THERIEST T v b7 4 — LS EFEERRORAUE S B
B - BERERINC B L . BBk L CEBB R UM DB X FEETA R4 L TRLTHD
LT ENRETHD (3R 2-5),
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325 AL LMEICEE T A A H A

T 25 BHHDOEGE

HA K A% PSES EERRBE A (R PR R IR
General Wellness: Policy for Low Risk | fEE(EHEZ HAY & LU | FRA A3 2 IC L TY 2 | @ERREELZ T2 BTl S 256
Device Y7 =T I ARIE D T O YR FERY 72 AV 2 HEE

Medical Device Data Systems, Medical
Image Storage Devices, and Medical

Image Communications Devices Oft-The-

G SRl
L PRE LB FOR
THZEEAMEL

BEOT =X i b~ TS
77 4 — RO RRIEEICH WS
V7 =T

BAERRELR, BEIT -7 2008 L TR
Fo%E

Shelf Software Use in Medical Devices Y7 ho=T
Off-The-Shelf (OTS) Software Use in | —fXIZEHIND YV | - Windows, A~— k74 %
Medical Devices 7 hu=T
Clinical Decision Support Software BRR EOBEBIES | HZLOFRMFITEBE L2 b D UTOFERME T 7 v =T
"y 7hr=7 - 2 AR D EIREER 0 O OZ MR D

DAFH &3 L7g

- BEHROERERE R RT D

- ERBAMRAE TR LT, PRI 2, BRIV THE
BINDIFEFIEERTRT D

R EOBEEREOBRC, HELERIL A RRT D

Policy for Device Software Functions and

Aw— N7 VT

BET =2 O3 - WY, EHR

IR REFHERO LR, EREFHD FL—A

Mobile Medical Applications Hno7 7Y s~ IHRRILE T 2356 | 7. FBIEEDR(L, BESEEICER SN 56
Medical Device Accessories-Describing | /@ dh & LA S | EFEESR CHLBMB 24T 5 | - IEHINDG Y 7 by =7 ThH5E
Accessories and Classification Pathways | #115Y 7 b7 =7 Gty
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2332 TUFNVANVAY 7 VU = THERFRBIET RS T A

2017 4E\Z FDA TiE, "D T A TV A IV EBEZ, V7 b =2 T ORERE 27268
BRI 72 BLHIAR ] 2 A58 T~ 5 72 12 Pre-Cert /34 By hCHALTWS (B:23.1.2 1),
BITE, Pre-Cert (2L CWAFEE, HEFMEIZ AT 723 R 2 T 5 72912, Pre-
Cert & 510(k)D i )7 2 AT L CTHRAE S, SI0K)DOHFE TEE SN D HIEN Pre-Cert (ZF0)
THHEUNFHEA TE TN D0 %5 Pre-Cert OEBLAIFEMEZ - T D, 2020 4121,
Pre-Cert #i] £ %, & | Pear Therapeutics £ Somryst 23] THAGE X4 CTE Y | Pre-Cert 352
HIZANT CTHE A ERFEDSHED LT D %4,

23.3.3 FDA NEBHELZITHET DY 7 b U = THKEE

“VRAT 7V G ERAOT 7 VIS 2 KERA OERESR X & LT [Software
functions for which FDA intends to exercise enforcement discretion] 23% % ¥, ZOH 7T IV —
IZHEM T2 Y7 MU =7 OWRRIL, EEEERCZEY T D RN H DB TH v | RS
Tholz LThH, BEICESTY R BRWBERENZ YT 5 (R 2-6),

Enforcement discretion (Z5% X4 9~ 2 H4HE C & A 554 iR ATE HH S10(k) X5k S 415 23 . GMP
ot — B BBIH] (General controls) Ziifi7= 3 Z L A BRI D720, EEMRE LTO
—E DS EEE =T,

% 2-6 : Exercise Enforcement Discretion (Z7% 47 A HHE— B

BEPRRARIZRL 2 T D ATREMED & D 1 RE

L FERZR IR R DR E 2 I IS, BB TRASOREZ LT 2P A 2 b
T5Z & T T 58

2. BERUEFEEOMG 25 27 2 HEMELT 285

ERERTH->TH, BEITL > TY R DMERVHKRE

1. W72 7 V=77 2T 5 2 LT, BEAECTO, BE OREIREL EFHT
52 EEYAR— Mo (OFEE, A, FERP., EWEE ORE - 528 - EH)
BELR OVRFEE B 2 Y AR — N 5 i)

2. BFEORREBLRAECTAIFRICEE L2 FRICT SIC T 78 A TE HikaE

3. EEBRBICOWTEREHEFR ICHBELIEL-DOMET — R EEL%E L THE
FEEFENEEEN I a=r—var b2 YR — M HHEE

4. [EFATRAOHRTHEICIN I TV LB HRFHE L T 2 e

2.3.3.4 Breakthrough Device Program

Breakthrough Device Program (% Cures Act (2 X V%I G- HIETH Y . BFER XL AR A]
W) T R ARTEIC 3 LW 2 RT3 BRI 2 18R TR W3 2 SO 7 R R AR 2~
DT 7' AERH LT DT DT 0T A ThD, 510(k), DeNovo, LT PMA HF5E%1T 9
=R 03 k52 & 72 0 | Breakthrough Device Program [ZH6E S L7813, BB E OISR
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L7253, “YRIE M7 7V 7 C Breakthrough Device Program (273 € S #1172 D1, Pear Therapeutics
#1: reSET-O } " Nightware £1:0 NightWare @ 2 #L5,CThH 5 (3 3-1),

2335 Ful T AEREROEEFRHEEIZONT

KIE T, RO TIR% OE T FHi X 1X, 21 CFR 807(a)(3) DB FHEIC LS X | BEIC
JiEil LT D IR ER ORR R < JRAPEL - SUE 5 1R R OME ) BH#9IZ DWW T, R T HE
ERSNDHEEIE S0 ERHTA2LENH L E LD, etz T XS \ERRALE &
X, IR O AN T L BV R E e B2 RTINS 54 H, KOMEH %
EETDHGEDENET D, 0B, 510K EHELTLH)0E ) NThnrbod ., EE N
TR, BEER L, REEREISROKRG - WIEOLE R OISR~ A ¥ — L a— FOLHE 2L
ENTHEIEDOLNTEY, RBREICL > TI_RTOLEET R IMIESH TV DL
ERHHELTWND,

FDA Tld, BEEDO T 1 7T AEFBEIRIZHOWVT, 510K EZIRHTRE Y 7 F Y = T OLHE
IZOWT, ERROIARI 2B 2 5% 0 BIHEIZFLH L 72 7 A & > A [Deciding When to Submit
a 510(k) for a Software Change to an Existing Device| Z¥&H L TW\5 ¥, ML A K74 T
X, ERAREFIZONWT, FIZIZTAEFERIISC T, VAZEBKT 57290, BRERZ G
ToH0%F, BEEXE L TERBSHREOA MR VLRI EL KT 2B LT
BEEINTZHEEIE, SI0RBALEIZ/R D AR @SN ERTER S TW5, 72, FHl &
LT, U RZIZHES T AEZARE L TB Y | BEENEREROFNIER LM ED
KON ET L0 E5HE L BEAF U R 7 OB ZFEE LTz £ T 510(k) D ZAT 2 H] B9~ 5 22
NHHELTND, Y7 M =2TOERIZBWTE, AN —T 4 VIV AT LAOEETH
STH, V7 MU =T7Oa— RCEMURWEERET LM S & 5700, REEEITE
FILE S THELDZTRTCOFBEEZZ HVNEND Y HEOEENELL551F, TOET
WKL TYU R EAT O BB DD, Ui& A KT A4 2Tl — 17 a— PR A Y
U7 R, TNAI ) XRLOERREOEE S 25O T, S10(k)OFEH B LI/ FH] 2R LT D,

2.4 AARIZBIT 57 v 7T LERBEE O
241 Fu 27 AEFRERICET SBR
HATIE, 2020 4F LY ietind 7' v 7T L ERES O PR 2 REST 5 72oic,
Digital Transformation Action Strategies in Healthcare for SaMD (DASH for SaMD) 723MAHE) L |
(1) BRI — X O RMHRE - FEOBZ T2 RAEKTH 2 &, 2) HKERO—ik, (3)
FAMEDONRN, (4) FHFEROTZD OERI 2 4615 7= 56,

2.4.1.1 HFEH T —XOBREIE - FEOE X FDAK
BZERY > — X O RHIHRIC OV T, BIFE, EAES#A S PMDA LEEEL, a2/ T A

RIS (B3 5 E A ORI A & T2 L T D,
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T ST NERERORME AR E 2 T FEDE 27 O - AFITOW TR, BIE, B
. PMDA, [ESZEESE RS EAEMIEFTANEE U, ITEVER T 77V & b G IR AR s
P RS A ER R T D, 2021 45 3 HIZIE, 580 2 A IRIAREERBERR - FFA s i
SR AR E R 2 ATEVAE R AL 5 e 7 1 77 M7 2 EMEEREE KA
SN TEHY, KREHTIL ATEER LS ERER T 0 77 LOER, (THEREZMND
EWRESE T 0 7T AOBEIZBWTEE SN DA, sBNEOITEVER 2 ) ERERO
BAaLEr T LD TND Y, RREEL S LI, 2022 4F 3 AR IHRGEEHEEE (%) 2580
B mEENAR S, 8, 2022 4 6 AIZRHREHEEZE N AR S 2,

E7o. ESIAFFEB S E N B AR A JE B S A 3 BRI - FEARAFJE S 3 T,
BRI DT VA NT 7 7 a Y —OEER 2 RETT D720, TAL FEO et 2 FIH L2 %=
IR T 1 7T DTN 2 IKEHH OLEY FICET 050 2 E P ThY, e T
AEFERER ORI E X TR EDOBEX HF 2 - ARL TV TETHD 9,

24.1.2 HREBDO—fb

2021 FITH T2 72AHFEIX 7y Td 5 SaMD —JuhIFHRRZAE O (RS 7 1 77 ARG
23 PMDA (ZHa% S 7z 6, IR 7 1 7T ARG FRER T, IR ERR L S M IS B3 2 FHER
SEEBAF BT DA, ERRBRIZBE T 2 HHRRIC DOV T —Ie BT B LIAZ D T & DX
3T D, HERE TIE, B IRICERE L Y PEFERR . PMDA IZHEFBAR DMK, EHE
ZEFRORIRIC BT D FHFE & & B RIS 2 [T 2 BN H 0 | HHIR T 1 & R I3EAE
Th o7z, Fax SHT-FERTIX, SHHIL BB 2 \IZHRHET 2 O Tidie < | ERERRL AT,
SFEBRE, EFRRERIZONWT, LD THETPMDA ICH LA Z N TEDL L HITh-
Tz Eio. BN R OMBIRHIA LDV | EERESRZ YRR IC OV TR, BATBE =
FE - AT BERRE - RES IR, EHBRRM ROV TIZ, PMDA O 7w 7T A&
REIREA S RO OWTIE, sl&ks, BEAS@E EE)R REHE (2022 4
X0 TRREH) 20 [EIREER - ERERAEM) ICABREETE) MY T 52 L1
o7,

COMMREAONTE I LIl2k b, LIATE VS 72 > TO =B EGEFIRIZ X 5 EF
FRZUVEDHIWT EIEDIT S DX ITHOWTIL, s UMW DAk & JEAE T B 3 - A0S
bR ESORFEE « BREERAICERN Lo 2 & T BRSSO Il iC — B2 MR T Dk
KHNZ o7,

INA T, Bk AV EFRERR 7 1 7T LA T, BSHR CHYEHZE IR 22 500, #
FIY R CEET S N TE D LI, RN OHRRERZ RIEX - —H L
THRNTED Lotz

2.4.1.3 HBEHIE ORI
2020 4T, EFEHES ORHEICIG U2 A&GRHIE & LT, BN RA TN D EEEERIC DN
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T, G %%E@ e THERS L, FHil S AU 72 #iPH oo o T 22 AGE S IH O —H A 258
HH LI #Lmbtﬁﬁﬂ%T & D RGEBIE AL TEEMRAE AR 28 SR e RE R s
(IDATEN; Improvement Design within Approval for Timely Evaluation and Notice) | 72372 (23
A STz 2, LRI, AT 2951 U2 BRSSO K 5 IS TR IS IS HERE S 3 A b
T R, TTIRBICINE S ND U T AT — )L K7 — % 2R L R O S R,
YEf EDTZd DA TV a Vil OIBNENEE STV D,
FEIRCERBEROL TN S o 2B, PMDA (X, FRIICEH S ZHFHENIEWAET
ﬁ§%ﬁﬁéﬂfb\éﬁ) TE STV S D RERDNE YN SN TV D 2 T
DDOIHIIRY | EEOFAE L L, MEERBIH RN SN D720, R OREIFEH ) A6
%, V7 bU=T MM Lo T, IR, ERANICHERER T v T — o
HHEESND0, EFREROSKE - KR 7 a B ARZLYTHLIFHIT A2 &icky .,
g DR - PEREZALICORE T, Mk e B 2 AlRE & T D AMIE L WA D,

2.4.1.4 BHIFER{LOMEHTR{E

JEAEGHEE TlX, 70T LRI ORI & I E 2 72 KGR A I & OVKGR R A I
DAz HRgE LT, 2021 4F 4 HIZHIHIRE RPISHT 72 el 2 5 iE L7z 6, 1RO ERE

MOFELFHEL TV DIER - AIEHAR ERESRFEREHRIC T 1 7T A EREREMN
DOEEEHE [0 7T AEFRERHFEEIE |, PMDA IZIE, 7’07 T AR OFE

WHHE LT [0 75 AERISIR R AT E ) NRE ST ¢, MERDERMERS & 1T 587 5 Rtk
ERTH7 00T LAEFRERICFE LEEMREARET S5 LT, I'r T T AEREEGS
OFEMEINRILIND Z il oT,

F 72, BrEEHE R O RENE ARG DRI & A i D 3KE - R RS E R - (RS2
s () 18 17a 7T AERBEEGHES ] BNRE I S, YiZia OdEFEFH
DHH, Fr s T AERERICET O FHEZRE - FET D, HASOREFHEFHIZ O
T, HESOHERE L > THEOMEIRE T2 LN TE LRI T2, 70 s T AER
BEERIE, EREIR DO T A TV A 7 VBV TA LD U A7 BREkO EFREE & 135872 50
fEHoTEY, ZOFMOY R ~R VA NI a7 T LEF#E O 28 E 2T
FHiT 2 MEND DT, EREERT 7 7T MR LB O SO IIE SR E S
HZlllrolm,

242 7u 7T AERESRICET 2 BME

ERMR T 0 7T AT a7 T AEFEA T 2@ TS 2 LT ICR T
(F2-7), EEBEER T 0 7T AT 0 7T KEFRBEEHIEIT 235 UL F B ERS 1L 20 14
bole, DG 14 EEA, 6 hNFEEKE Tholz, FHEKD I H 2 HIEEEESD
FHAEAT 2D THY, 7'v 7T LAEFEGROBGNCE K L TWD I - FEHE X

1S CchH o7,
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F2-7: 70T AEREEZHCEET 28 - FEES 5

FATH

GV 53 ¥ 2

=

2014 4

Tu 7T AEFEESFEE 2E ORI OV T (KH)

7'u 7T LAERFESRNRE 2 O F oW T (KIH)

EWEHEE 7 1 7T AOFERNZHOWNT

SRR KRB HENOH CEE TOREIC L v EALERE N R
m#émfﬁﬁEﬁw BB AR O R R (5R) RN
AR RS NHOBEIZ LV IEAEFBRENEE T 2 R ERTE
HERES (5R) ORMTIZOWT] FOWIEIZOWT

EFER 7 0 7T A ORGERGERRAER G5BT D BV Mz oW T

EWRESR 7 0 7T AORHRWIZET D Q&A 12O\ T

2015 4

RIS 1 7T AORLERGE AR GRIE) HiEE M R EE O
FHNZHDOWNT

ERHEEE T 1 75 AOBFEOFIR NI HOWNT

S 7 0 75 AOBROIZET D Q&A ICHOWT (2D 2)

ERHEIRIZ BT A A N—t X 2 U T ¢ OFERIZHONT

2016 4

PR 7 0 7T AOEKGRBFEICET D0 A X ADRAEIZHONT

2017 4£

ERRIEAR 7 0 7T DO —EE IS D B T S FE O B\ T o
WT

%%@“ —E A IET HIEEL OEFEEO -2 W ET HIE#ED

WZRE O BAFRECS O R 2 K OV HS & 12 B3 2 Bus OFETTIZHE D
Fa'e'%ﬁ‘é BOEFHEIZET AT O —H 2 RIET 545 O R OHEAT
[Z2>W\WT

2018 /£

ANTHEE (AD) W2, BEREOXEEZITY a7 7 LAOHH
EERES 17 R2OBE & ORRIZ DN T

[7'a 7T ADEFEEEG~OELIEICET 2 AN R2E 2 Fizon
T O—¥LIEIZDOWNT

O

WA 7 1 7T L OBERERRZ SR SN T

ROV A N —t X2 U T 1 ORERIZEAT 20 A ¥ 220 T

2021 4

70T AOEREIZUIEICET AT A RIA4 1250 T

B ZMREER - S AZ DR WEEFOER B 7 — 2 F 42 v
2 W A = e O PEBER A AR 0O el N 2DV T

OO0 |0O

ERFREIR DY A N—t ¥ 2 U T 4 OFER L ORUEIZSR D F5IFIZON
<
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243 BFRHEBOFRE

AFRTIE, EEEIRIEL. VA7 LVLISE LT, 4207 TA (77 AT ~IV) I[ZHHES
A, BN EBRE 7 T ABITE U THERTFRENDRELR > TND € 77 X T IE—RIEFEKS
ThY, EREESOREENELTH, ME~D U R 7 e TRV & 72, PMDA (2 T#
H 275 0HThHDH, 72720, 17T LARRTREREIE Y ORI, BRI
ML 7T AMNTEHERERICHT 0, BT RESNELELETH, AR~
DY AT PR EEZZ BN TEY | RBREAHED H 5 ROV TIE, 5 = HRGE
FERAIC K & TRRRE] MBI 5, ks, —HFRREAEN 2V, REEEEICAE L v 7
A M ORI DN TIE, PMDA THAENIND, 7 7 AMBEOINV O R 5 S
R TH Y FEENE UGS, ME~D Y A7 PR E O SUTRE ~OREME)
B < AREEDRELTSGE . AMOBERICER T 2003 & 5720 AT BRED 7K
NULETHY | YiZEREIHT PMDA ICk > THASND (£ 2-8),

#2-8 : HARIZBIT DIEEMIRD 7 7 A 05%E

77 A1 77 A1 7 7 A 77 AN
ap| —iRERSE | EEER S R PR R | o R B E R
P Pt
AR Jea FMLE PN v

PMDA THA S5 ERBEIHE, FTMEORRE IS & - €, REEBGEARRHRFE O X 31E THr
AR TR ERRR ). (R ERE R (oS %, JRANE LT, BIAGE EFR %
& FEBERIRIEMEDN RO LD GE R, R EFRERR ) . FBMEITE < 220, BEARGRIE R
5 & FEERSEME R RV O, R EFREERR ) BERGRE e & s, O 1%,
BIRE « N SUTMEREA A H 2N R 2561, TiiERES) & L CRANFER SN D, 7
FANOEGTH > T, PEAREREE & i L, FiEAE WAL, PMDA TOHHE
DB | FiEEEGRE L TRESND Z LILR D,

2.4.3.1 EREEZ LM

AFTIX, ERMBEFEREIECI D EREERT. TAE L TEBMOEROZE. 15
A LI TPRICER SRS Z & XIIAE LIZEMOHIROMEER L < 13HREIC 2
ERFTZLENRAME SN TV DA RS (BAEERSHRLZER,) ThoT, BT
EDDLHD] LERINTND S, L, BREEESR T 17T AIONTIEL, £ OMEEN —
IXEIRBERRAR S D U 27 Th 256 ERERRICIIRZYE T, BN EREIREEICES<
B 22 T VRV E > T g,

2014 T [0 7T AOERBEIRA~OFE M T 2 EARMN/2E 2 712 o0 T 3% H
SH, EFEER DO UMEO RN H T > TORARI /2B 2 HFR/RSNTW e, T VXL
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BAfrosRICED, WA B a— 2R RICA VA M=V L THEAT 5717 7 A
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Wi a— NIZEE4 T2 BT U7 139 8ih& 572, 1eSET (Pear therapeutics, Inc) 1%
FEAA PMRIFIEZ FR < EMIEIHEZ G REBE L L, 62 DL vy 2 biEK S, 7%
ARNRETAELWE L CRMMTIMEEZRET 27 7Y Th o7 ', reSET-O (Pear
therapeutics, Inc) (%, A4 A FMEKFIEREZNRLEL, 7TFAILT = A= a 2@ 0
TRBEMTENERILE 2180695 7 7'V Th v | Breakthrough Device Program (25 7€ S 41T U7z 9293,
Somryst |E, BMERIRIERE 235 & U, reSET & FERICRAITERIEZ I+ 5 Z L TR
i %Eﬁ% SHBH7 7Y Tho7= %, Somryst (Pear therapeutics, Inc) 1%, #]& T Pre-Cert D %,
WCHKR SN T 7Y Th o7z 42, 1eSET, reSET-O, & U Somryst % Pear Therapeutics, Inc.
TR VBT S AL, reSET IEBEAFERL AL & DR RT3 TE 72U 72, DeNovo HIGE S UK
%ﬁfnéomﬂTo&USmmmm:mﬂT%%ﬁ & U ClRIZE MR 23 F2hE < 41, 510(k)
TH#FA] 7=, EndeavorRx (Akili Interactive Labs, Inc.) 1. 38 K - Z8hJE (ADHD ; Attention
deficit hyperactivity disorder) O/NEEZEZXGE L, €T 47 —L%T5HZ LT, MOER
ez ESEDT U Tho7 %, EndeavorRx & DeNovo HIFE THEFE I TV 5D,
NightWare (NightWare, Inc.) 1%, DAJSMEZ X~ L A [&5E (PTSD ; Post-traumatic stress disorder)
CHESSEERERELSRE L, 77U Ty 7 AU+ T, iPhone NMOMR S LD F v
MU TH oo, BEOERECLHOEE ) G EE LT 5 L BEIZT Yy IV + v F
EEL TN T L—varaikd L CREOBRASGESE LT 7 ) Tholo %, Mik7
7" V1%, FDA IZ & % Breakthrough Device Program {257 & 41, DeNovo HIFE CAGR I LTV
72 9798 Parallel (Mahana Therapeutics, Inc.) 1%, Lﬂﬁﬂ‘iﬂwr Rt 2 x5l & L, BN
EENT I AT SEELA T4 vy v a U EBL CRITENRIEZItT 277U Th
572 910 Luminopia One (Luminopia, Inc.) (%, 4 05 7O HROBEERE L, £
HOMRIZE HM8 (BRNEN D L HOBEEINBG) 27852 & T, miREYIC
HE LN OEET 2 R— 3528 T, HNEZEESELAA—F LY T U T
4 — (VR ; Virtual Reality) 7’7277 LA Toh Y, DeNovo Hih THEGR I L7 10102 RelieVRx
(AppliedVR, Inc, 7KFBIFOAFF : EaseVRx) (T, 1B MENERE B 256 RIT, 1TERE, FERDT
BV FI¥—var, MUK 7/1/2\;43;«.%&%:72\%~/% YTy vEEET
DL THRUGELZIXN D VR OEREh 7 m 77 5 ThY ~y Ry b, arbr—7F,
K& ¥ breathing amplifier 2°5 725 % >~ MU TH 72, %4i% VR (X, Breakthrough Device
Program (Z#57E 41, DeNovo HIFE THGR S 4172 103194 Regulora (%, MR A & DB
SEBREA R & U, b S T IR A Y T fiiRI%7E  (GDH ; Gut-directed
hypnotherapy) % J (2 TENRILE 2 #2457 7"V Td - 7=, Regulora (metaMe Health, Inc) 1%
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Parallel % BEf7dh & U CIRISEMERFMASSEM S v, 510(k) TR Al & duiz 105106,
KETHEFEINZTXTO “VREAT 7 V71X class T OEFER TH o 7=, F5th - fiRieE
Bk s WWEAT U7 8 6 Wi 0 | THLEREES 2 B, IRBMEED 1 ] Th o
2o TRTO YRFEAT 7 V7 137 7Y B CHRE 17T 5 B Cide < . BEFOIREIIIN X
TT7 7V EFRALTHERATLARETHY . EMOLFIZI>TRENMEAT 277 Th
S7 (F3-1),

332 BXRTERBIN VBERATFY”

HARTIE, ERICEREISR 7 1 7T L LR B D —RAIAFRE 182 fFH v | B2
Ta s 5165 M, FRIBEAT v 7T A 16 1. NIRHEEERE R 1| tHoaEcE i,
WIRZWH 70 77 DI 572007 a7 A TholoZ &, BIRIREHR e /7 A
D 15 HTIRRERT 5348 7 1 7T b, FIXRERISHET 57 r /7 A TholeZ L
B REAT )T AZIEEEE Lot IR T 77 ISR T o RmIe R 7 v 7
T LO— AR TEIMEEIREMEI 7 2 777 A 13, ATHEREZMRT Z EFICL Y, &i
JEREDIRIE D —H & L TATON D ATEEEOREE LB T 5 BFEEIER T2 77 A THY |
“VRIEHR T 7V 1Z5%Y Lc, MBI T 5 R T [CureApp HT @il £
1R8I 7Y (The HERB Digital Hypertension, LA T, @ilLET 7 V)] Tholz, EiLJE
77 VIE ATRER~OBES T ROREICAR E SNHAEEEEGERE T v /T L x iz
g 27 7V Th o721, MR A e B Th 2 — B4 PR AR > 2 7 A )
X, COF =y i—&7u T AERESHR TR SN TEY, Y%7 v /7 AEEFEES CTHR
FRIRFET D200, “TRIERT U7 284S L (M3-2), S —KAIAFRCZ YT 5
RIS [CureApp SC = 2 F UMEAHEIER T 7V Y CO F = v 51— (The CureApp
Smoking Cessation system, LL T, Z8d7 V)| Thoto, 2T 7V IT=aF AKIFER
B aXGIT, R 0 7T b FERE RS, SRR, T v v MEREZ IS L CRRAMTENR
BERMET 277 CThote, BHET FVIE, COF =y —LT TV MBIERESND F v
UL Td o 72 108,

Fo, @IMLET 7Y RO Y 7V X, 7Y BATTIER T 5 O Tl < BEfF DI
EEPFH L THERT27 70 TH Y, [ERIOLFIZE > TREMEHT 27 7Y ThoTe,
FILET 7V R OSET 7 V137 7 A 1 CRE MR X 5 O R5h T b o 72 (3 3-1),

36



3-1 : Flow chart to identify the product codes related to therapeutic apps in the United States

Identify 148 product codes in FDA Product code classification
(“digital”, “mobile”, “application” “smartphone”, “virtual”)

l

Identify 54 product codes in FDA Product code classification

(“software”)

l

Identify 11 product code in FDA Product codes classification

QMY, QMZ, QFT, PWE, QQU, QRA

(“therapy™) 5 product codes excluded
+ QDK and QLG (use for diagnosis)
l 4 * OEO (detection for genetic mutation)
+ QKB(radiological image processing and
analysis tools)
Product codes + QOK (use for estimating vital signs)

Product code

Definition

PWE

QFT

QMmy

Qmz

QQu

QRA

The device is intended to provide cognitive behavioral therapy to treat substance
use disorder.

A digital therapy device for attention deficit hyperactivity disorder (ADHD) is a
software intended to provide therapy for ADHD or any of its individual symptoms as
an adjunct to clinician supervised treatment.

A computerized behavioral therapy device for treating symptoms of gastrointestinal
conditions is a prescription device intended to provide a computerized version of
condition-specific therapy as an adjunct to standard of care treatments to patients
with gastrointestinal conditions.

A digital therapy device to reduce sleep disturbance for psychiatric conditions is a
prescription device that is intended to provide stimulation using a general purpose
computing platform to reduce sleep disturbance in patients who experience this
symptom due to psychiatric conditions such as nightmare disorder or post traumatic
stress disorder.

A digital therapy device for amblyopia is a device that incorporates dichoptic
presentations on visual displays through therapeutic algorithms to treat amblyopia
or to improve visual acuity of patients with amblyopia.

A virtual reality behavioral therapy device for pain relief is a device intended to
provide behavioral therapy for patients with pain. Therapy is administered via a
virtual reality display which utilizes a software program containing the behavioral
therapy content.

The definition of the product codes as defined by FDA
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3-2 : Flow chart to identify the Japan medical device nomenclature (JMDN) related to

therapeutic apps in Japan

Identify 182 general names in PMDA generic name database

p ] - - 165 general names excluded
software as a medical device (in Japanese)” g

because they are programs for
treatment planning

} —
15 general names excluded
because they are program for assisting
treatment decision

Identify 2 general name as a therapeutic app
“the smoking cessation treatment aid system”

JMDN Definition

Smoking cessation A system that includes an analyzer for measuring expired carbon
treatment support monoxide concentration and a software that assists smoking cessation
system treatment by promoting behavioral modification.

Hypertension A program that assists in lifestyle-related guidance, etc., which is
treatment support performed as part of the treatment of hypertension by promoting
system behavior change.

The definition of the Japan medical device nomenclature as defined by PMDA
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F3-1:

Therapeutic apps approved in the United States and Japan.

39

Device Target Function Medical Special review Compan Appro 510(k)
Name patient Specialty P pany val /DeNovo
the United States
Substance Cognitive behavioral therapy modeled on the community Pear 914/
reSET use reinforcement approach. The content of the therapy lessons is Neurology N/A Therapeutics 2017 De Novo
disorder delivered via text, video, animations and graphics. Inc.
Opioid use .Cognltlve behavioral therapy modeled on the community . Breakthrough Pear ' 12110
reSET-O . reinforcement approach. The content of the therapy lessons is Neurology . Therapeutics 510(k)
disorder . . . L . Device 12018
delivered via text, video, animations and graphics. Inc.
Cognitive behavioral therapy based on principles of insomnia,
. . . Pre- Pear
Somrvst Chronic sleep restriction, and other proven psychosocial treatment elements. Neurolo Certification Therapeutics 3/23/ 510(k)
vy insomnia The content of the therapy lessons is delivered via text, video, 9y P 2020
L . Program Inc.
animations and graphics.
Attention Video game is built on Akili’s proprietary, patented, technology Akl
deficit platform and uses adaptive algorithms to deliver stimuli that are . 6/15/
EndeavorRx L. . L . . Neurology N/A Interactive De Novo
hyperactivit designed to engage the patient in a manner that improves their 2020
. . . Labs Inc.
y disorder attention function.
Smartwatch based application that senses physiological signals that
Nightmare are consistent with a nightmare utilizing the heart rate sensor, NightWare
NightWare disorder accelerometer, and gyroscope, When the threshold of stress index Neurolo Breakthrough 9 Inc * 11/06/ De Novo
9 related to (device specific indicator) is exceeded, the smartwatch is 9y Device ’ 2020
PTSD programmed to provide vibrotactile stimulation on the patient’s wrist
to arouse the patient out of the distressed state.
. Cognitive behavioral therapy (CBT) to influence the communication
Irritable . . . Mahana
between your brain and gut in order to improve IBS. The therapy Gastroente . 11/25/
Parallel bowel . . . . N/A Therapeutics De Novo
provides guidance based on the personal biological, rology 2020
syndrome . . . Inc.
environmental, and psychological aspects of patients IBS.
Luminooia Therapeutic visual stimuli are presented using real-time modification Luminooia 10/20
P Amblyopia of patient selected, cloud-based video content (e.g., television Ophthalmic N/A pia, De Novo
One . s - Inc. 12021
shows or movies) within a head-mounted display
' chronic VR experlgnce that helps patler?ts learn skills tha't modula"te multiple Breakthrough AppliedVR, 1/16/
RelieVRx lower back brain systems through mindful escape, pain education, Neurology . De Novo
. . . . . . Device Inc. 2021
pain diaphragmatic breathing and relaxation sessions.




Irritable
Regulora bowel
syndrome
Japan
The
CureApp Nicotine
Smoking dependenc
Cessation e
system
The HERB
Digital hypertensi
Hypertensio on
n

behavioral therapy through gut-directed hypnotherapy for IBS
patients with abdominal pain. The therapy provides the treatment
sessions to induce physical and autonomic relaxation.

Cognitive behavioral therapy accordance with the national
guidelines for smoking cessation. The content of the therapy
lessons is delivered via messages and educational video,
counseling chat sessions and diary.

Cognitive behavioral therapy for hypertension to manage salt
restriction, control of body weight, regular exercise, and alcohol
restriction etc. The content of sessions is delivered via messages

and educational information etc.

Gastroente
rology

Respirator
y

Circulatory

N/A

N/A

N/A

11724/

MetaMe
Health, Inc. 2021 510(k)
CureApp Inc.  8/21/ Brand-
2020 new
CureApp Inc.  4/26/ Brand-

2022 new
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3.3.3 BRIRABRT ¥ 1~
3.3.3.1 ERIARABRBEE

ETO VRERT 7V OEKRERITT > & MU EGERER 3 T S 0Tz, REI TENE
EERMET 2 V5T 7V ” (ReSET, ReSET-O, Somryst, Parallel, Regulora, 257 7" U |
FIET 7)) KOS5 2%t 5% & 95 Luminopia One D EFRFRERITIEE MR CEM I T
VN7 102106109114 ADHD fE# % %152 & 3% EndeavorRX & UNPTSD (233 < AR EBEHE &
%152 &9 % NightWare, [BVEEREE 255 & 3% RelieVRx OFEKRBRILIERL S 72
BRC M S ATV SIS, ERGRBRITERRO 27% Th > 72 (% 3-3)

# 3-2 : BRARRBRT 1
RERT WA v (T & 2B EGRBR) B ek
100% (11/11) 27% (3/11)

3.3.3.2 JEfFIEK
H K CHEME S 72 B IR R O - RPEGER OGN 2 MR T 2 72, 95%IEEIX ] 2Rz,
SEEPREBIEE 402.8 BITH V| 95%EHHIX[H (198.0,607.6) ThHo7z (3 3-3),

# 3-3 : ERRRBR D IIFEHIEK
SELE S 95 %15 1 X [#]
402.8 198.0, 607.6
AMRZEH92,920,0 FEHERRZE 91.9, t i 2.2 (SEFREE 0.05,H B 10) FEBMEDFRZE 204.8

A >k C 5 S A7z B PR ERBR O S IE FIE D 72 SRR E B EDN D D120, HEK
% 5% CTHIIFRE D Student T EEIT-7-, HHE 9, tfii=0.41, p E=0.69 THV, HXKT
FEhti S N7 BE IR AR O SEEPE BRI A B/ 22T 2o T2,

3.3.3.3 wPfREE

SEMMRIFIERRE Xt & 95 1eSET, A A A NEIFIE R 255 & 3% reSET-0 OFfAK
FRIBR CII R HRBEICAZAETER 2 58 LTz 1910 reSET OFBREETIL, EHEIRE LD bIE
WEUFEIC L DIBFENAZIS Lz LT, 77V 20T B REAR0E L, EEUEIEIRRE & ik
THZET, 77U OIEFENREERGE L Tz 1, reSET-O OHERERIL, MEHETEHICT 7Y
AT OEZRELTRBY, 77V 2T 52 L0 EREZRELMIEL TV 199, 55
R % x5 & 3 % Luminopia One D RFRFER Tl XTHRBEIZIRFEHAA TR Z2HEHT 28T
BV BEEREEIXIRE A A R 2 2T, Luminopia One % {# 4 L, Luminopia One ® - 3eH%)
REMGEL Tz 192 SiERE 2 MG ET2RMET 7 OBAKRRCIX, RBECAE
TEHEEZ O DA RE L, BRI T, AEREICMACTr 7V 2L, it 7Y
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D R NRAFRGEL Tz 1070104 @M ARIE BT 2 XI5 & 95 Somryst 1L HREEICT &
Zvay ba— VAR RGE L, B ITRAR T ACIEIR 2B L 72 fme 4 b 7o ey, B
DERBEVOXDTHZIEDTEDLF L TA TR TTLEGTHANAT T EFIAL
TNz N2 SR IR IE R BB & x5 & 95 Parallel 1%, Parallel & [ERHEHHE O/ NE
DOV R— N 5T DAL, ERAEER X D ERIC L D TERIE 20T D 8E, fE1ER
PEREOD 3 BELLIGERER 2 FEhi L Tz 10, SEBMERGRE R EE 2 XI5 & 95 Regulora DRGSR
TIEL, XHIRBEIC U B — NEREE P CRtiEDNIRIE SN D BEZ R E L Tz 100, = aF (K
(HIEREZRGET 5T 7V OXREEZIE, v 27 7V ZHW =, ¥ ABEZIE, CO
Fxy—FRMENT, ¥ AT TV BRICTFET a0 TV EFATRWI ST
HBEIZHA LT > T LE HDIHETH o 72 10813 ADHD B34 % 5% & 95 EndeavorRx I
KBECIRIEDROH LT NI AL G ERNET A —LATHL VXY LT 7V ZHN
U5 PTSD (285 < EA R E B % k15 & 35 NightWare 13, MEIRFF AN AZ LRV
¥ LT T BT 0, [FERIC, BRI A x5 & T 5 RelieVRx OERKHERCIE, it
WEECIRIEDI RO VAR R AZ RS2 D> v 5 VR BHW BV 11 (5 3-4),
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3% 3-4 : Clinical trial design of the therapeutic apps

Clinical design

population

Subject group

Control group

reSET

reSET-O

Somryst

EndeavorRx

NightWare

Parallel

Luminopia One

RelieVRx

Regulora

The CureApp
Smoking
Cessation system
The HERB Digital
Hypertension

open-label, randomized

open-label, randomized

open-label, randomized

double-blind,
randomized

double-blind,
randomized

open-label, randomized

open-label, randomized

double-blind,
randomized

open-label, randomized

open-label, randomized

open-label, randomized

507 patients

170 patients

1149 patients

348 patients

70 patients

558 patients

105 patients

188 patients

362 patients

584 patients

390 patients

Web-based reSET and reduced
treatment as usual
Web-based reSET-O and treatment as
usual

Somryst

EndeavorRx

NightWare
Web-based Parallel with minimal
therapist support and treatment as usual

Luminopia One
Wearing glasses full-time

RelieVRx (formerly EaseVRXx)

Regulora

The CureApp Smoking Cessation system

The HERB Digital Hypertension
Standard lifestyle modification

Treatment as usual

Treatment as usual

Digital control: Health watch contained health
and lifestyle web program without specific
mental health or sleep-related content.
Sham control: the sham app without effective
algorithms
Sham control: the sham app consists of the
same components as NightWare, but never
intervenes during the night.

Treatment as usual
Therapist-delivered cognitive behavioral
therapy via telephone and treatment as usual
Wearing glasses full-time
Sham control: 2D nature content delivered in a
VR headset without therapeutic effect

Digital remotely-administered muscle
relaxation therapy

Sham control:
a sham app without specific mental
intervention and mobile CO checker

Standard lifestyle modification alone
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3.3.4 FEER R 2R
3.34.1 FEFHHEE

FHEFHE E ICHOW T, BEEEL O EBIEEZRE L TWARBROME TR H -
7o (3 3-5), FMIRIFERE 23R LT D reSET IIRMAEKR 0T V2 — VISR & E it
LT, TR¥RBA4A 9 IH72 5 12 38 H OZEBRMkE R, @boikie R 27l L Tz 9, A4 A R
IKAFIE B 2565 & 3% reSET-O (%, JRFRE A Fhi L T, sUBRHI M C D &R O EEBI ] 4 5F
i LT e B =3 F UARFIERE 2R L 287 77V 130945 CO JREAME L, 9~
24 FA M OMRFGEALIE R 2 571 L C\ 7z 198, ADHD (835 % %4t & + % EndeavorRX Tl%, ADHD
BELZZES D L X HEHT 5 TH 5 Test of Variables of Attention (TOVA)!!S z FHU T,
Attention Performance Index (API)% #FAfli L 7= %5, 9508F % %5 & 9% Lumiopia One TlI,
712 H7E 7 % amblyopic eye visual acuity 23534l S 4172 192, &l 7 7Y Tidk, 12 B#RFA
T 24 K H BHATE) FIEHIE (ABPM ; Ambulatory blood pressure monitoring) (2 5 24
e DN M)+ (SBP ; Systolic blood pressure) D FEEMEDSN—R T A D O EN E
PRHTE H Td o7z 107114, RRRICEEH L 72 S O BRIARRRER Cid, BBIRFEIE 2 -V Tha)
PEDSEHI S 40T,

MEPERIRAE R 2 %5 &35 Somyrst, A FRELRE X5 L 3% NightWare, M
SEREBE 250t & 95 Parallel, 18VE&EEE 2505 &% RelieVRx, K OBBUEIERE
R 2 x4 L 9% Regulora O EFRRER CILEEAHGE B I FBEE Ch 5 BERET
7 k71 2 (PRO ; Patients reported outcome) % fHWCTHZIEAZFHME L T\ e, BERET ¥

A EE, B OFER° QOL IZBAL T, HOBH THEL, TOMEIZEEZILILD
LD H DR —EISAE LR & WD B G 1L TH 5 10, 1BIEARIRE B 2555 & 3% Somryst
DREFERERCIX, FEFME B IZERBLE 6 W HH%O 5 DR ORI S5 Patient
Health Questionnaire-9 (PHQ-9)'20 Z 5% & L T 7z, FDA OFEIZIHBWTIE, AREFmE L
T, BIREHmSE B OARIRESEE 2/~ 9 f815 CTd % Insomnia Severity Index (ISI)!21122 & 87
B & L CEREA TOIL T %, PHQ-9 L TVISI W, BFE O EEMRHEICES< A
FHET U ML THY, B ORGS0 O MEIRCCE A4 5 L Ty 7=, NightWare
DOEFRFER Tl FZFHREE X, MEROE %2 X 565D Pittsburgh Sleep Quality Index
(PSQD'Z ZHW Tk v, BEO A RAERICHS < FHlA STz, Parallel DK RER C
(3, FEREAGE B X Om B RGAE GE R ORGSR 2R E R 2 B9 2 RUEE 0 IBS Symptom Severity
Score (IBS-SSS)'2* Jz OS2 MEIZ K 0 & U DAL S ERE D55 2 §TFf 32 RE D Work
and Social Adjustment Scale (WSAS)'25 0> 2 -5 D EHFEAMHIE H 23 8% & &4 CU /=, RelieVRx D
B AR EER Tl TR A D IR EE K& O BRE 2 9/ A & 5l 3~ % 72 912 The Defense and Veterans Pain
Rating Scale (DVPRS)'?® 2 TX the DVPRS interference scale (DVPRS-II)!2%128 75 F{u~ &5 41 7= 116,
Regulora DERIKFER CTIX, @BIMEMIEGEEICAE S FIEHEE 2 7l 9 2 72912, Numerical
Rating Scale (NRS) 2 23H» b7z 130,
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3.34.2 READM

RWADEC OV TR, BWIRAFIERSE 2 %5 & % reSET, BIERIRIERH 23R &9
% Somyrst, ADHD 55 % %14t & 3% EndeavorRx, i IGIE Wit B8 % %15 & 9% Parallel
KO=aF ARFIERE ZRRE T LT 7Y TRl ST (R 3-5), HEWKAT
JEBE Zxt5 L 95 reSET 1L, AWM (12 M) OEEER, IBFEEERITERD LN
DD, B TH% 3 A, 6 7 AREETOAMEITRD Hivieino7 1, ‘lﬁ‘fiﬂiﬁﬁr%%%
®5 &35 Somryst IFTREHE T 18 I AKRFRIZEB W THANEDHERF SN TND Z &DR
7z B SECEEERE 2 X5 & 95 Parallel 13, FEAMEFHHIEE & L CIHEEK T#%
9 W ABADMEERE L THE Y JRFEE THE CHOIRRERPHERF SN D 2 LR S 110,
EET 7 VAL, IR TR 6 U H R CORMIAZMED /R S, 10K TH% T HIRRMED
MWt 2 2 L MR ST 18, BMEEYR R 2 %5 &35 RelieVRx Tl 16K TR 6 4
AETCOREMEROLEME T+ —T v 7T 5TFETHY, BIRFATIHRFERK TR 3 VA
REAUZB W T HAMMENHER STV D Z LA RSz 198, W IE Rt s & k5 &
3% Regulora (%, 1GFHETHD 1 A OFIMERHER STV D 2 & D3RR S 4Lz 106130
ADHD B3 % %15 & 7% EndeavorRX 1%, AR Z Mkt L 72 BR DA N2 IRFET 5 729D12, 4]
E/Afgﬁﬁfﬁf%é 4 M OIERHE TH., 1 1A OIRFIRIEHIM 25T, £ 0% 2 [BIH OIR%

T FEHE U 7-BR DA MEZ R L, IRFRIR IR L O 2 B H OIREICB W T HIERDD

S'Eﬁwénﬂ\é AR LTV 132, A A A NMEIHERE 25 &5 1reSET-0 &
EERERE Z x5 & 35 NightWare |2 DWW CIEBIRER Tt BB ZIMEORHE 2 T
7270 7o, SRS 2 %15 & 77 % Luminopia One TIE, JREK T % OEHA I OWTIE,
A S AL TV RS 7 12 @IALET 7 VA DWW T, BRREER Tl 24 B O L2
AIMEDFHM S A7z 08, FERRIR Tl ATRUCES LB R BE T IR 2 [REE I &
NO-MTH D Z b, 1BHRE THRORIAZNETRHE S 720> 72 107114

3.3.4.3 ZEMFHE

BZEMEOFHIHZ DWW T, TXTO VBRERHAT 7Y OFKEBR TAET LT X TORESR
GOREZFHN L Tue, HEERIRHBRICK T 2 A FFSIL. reSET, Somryst, NightWare,
Parallel, 287 7Y | &iiET 7Y ORFIRGERTIL, #eidas ZBdE T 2 AFFGIIIEL
TR0 T OLIIBIOTIRI0 - reSET-O D EFIRFAER TlL, AEFLIT, B L FRETH -
7o 2 &3 S 472 3, EndeavorRx OFFRFRERTIL, 7T X hL—3 3 O 3%) .
i 2%) FEE2ELAEFEERPBELEDN (%), —Ki7e b D Th -7 %15, LuminopiaOne
DOEFARFBRTIX, BR (8%). LW \ARHH(6%). KT (6%) E2 5L AEEFRNRAEL
7oy (20%) . xR & AR Td o 72 192, RelieVRx OEFRFRER CTIT, HE& (9.7%) 234
HEINTZN, WITNLEERLOTII o7 18, Regulora OEFRRERIZIVCIL, 98JE

(0.5%) . #2575 (0.5%). THEEBIE (0.5%). B (0.5%) DA Th -7 19, 2T ORFKHAER
IZRBWT, BEERATERIIMB S NRIN-T,
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NightWare (2 OW Tk, ZaMEFHMEER & LT, B#HERTORKEZTHME+T2RETHD
Epworth sleepiness scale (ESS) 133 & B & EJE RN R E Td 5 C-SSRS (C-SSRS) 34 A %24
PEOFHMIEHE & L TRE LTV /= %, Luminopia One (ZOW T, BRRREREIHEOF EHS
DOBER OCEEE 2 LZEMEOFMEEE & LT 12 (% 3-5),
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F35: Efficacy and Safety of the therapeutic apps.

Efficacy Safety

) . . Long-term efficacy .

Efficacy endpoint Treatment Duration after treatment Safety endpoint

reSET Abstinence at 9-12 weeks and retention in outpatient 12 weeks i not prescribed

therapy

reSET-O Longest continuous abstinence 12 weeks - not prescribe
Somryst Patient Health Questionnaire at 6 months 9 weeks 18 months not prescribe
EndeavorRx Change in the Test of Variables of Attention -Attention 4 weeks 1 month not prescribed

Performance Index at 4 weeks
Epworth Sleepiness Scale and
NightWare Pittsburgh Sleep Quality Index Scale at 30 days 30 days - Columbia Suicide Severity

Rating Scale

Parallel IBS Symptom Severity Score and Work and Social 12 weeks 9 months not prescribed

Adjustment Scale at 12 months

Change in amblyopic eye visual acuity from baseline at frequency and severity of
12 weeks -
12 weeks all study-related adverse events
The Defense and Veterans Pain Rating Scale (DVPRS)
for average pain intensity and the DVPRS interference
RelieVRx scale (DVPRS-II) for pain-related interference with 8 weeks 6 months not prescribed
activity, stress, mood, and sleep over time (baseline to
end-of-treatment at day 56)

Numerical Rating Scale (abdominal Pain Intensity) at

Luminopia One

Regulora 13-16 weeks 12 weeks 1 month not prescribed
The CureApp
Smoking Continuous abstinence rate from weeks 9 to 24 24 weeks 6 months not prescribed
Cessation system
The HERB ngltal The mean change '|n 24 h ambulatory SBP 24 weeks i not prescribed
Hypertension from baseline to 12 weeks
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34 BE
341 “VBRAT 7Y BREK
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