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26) IEHGEHIIZERT (JILIS) MEEHEHG IS s 4 2 7 7 + — A https.//jilis.org/taskforce/ (2020.9.12 )
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3T 4E. Digital Therapeutics 2571 H % £ T W
%o 20104F 12 WellDoc 4L 23HE R FR & HLH 7 7°1)
“BlueStar” D ##2 % Food and Drug Administra-
tion (7 21 7 &MEZREME LT, FDA) » 5 H
81 CLIFE, FI1KECDigital Therapeutics (LA
T, DTx) OFZEINELTBY ., il TiE2020
6 AIZ/NED ADHD  (FEEKA - Z8)E) O
ERETUET LT L RX—ADDTx ThH 5
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HHT © PubMed, Search query : “digital therapeutics” or
“digital medicine” (/£ #), Search query : “digital
health” (F#il), accessed on 13.0ct.2020
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%o

TAENZBWTE, 20204E8 H21HIC=aF >
KFIEIRE T 771 Cureapp? 28GEE 7 7)) L LT
IO TERERR S & L CEFEREL 2. ENF)
O[TV NVE] LHUONDLY REFHZED
TWwWh,

DTx ®% {13, KEFEHEHBMH] 11X Software as
a Medical Device (7107 J A RFEHKZE. LT,
SaMD) 24T 5 LD TH S, FEFAYIZIZ2013
4£12 IMDRF (International Medical Device Reg-
ulators Forum) A%, 1 L 22 & % HAR TR
e LTHRET 5V 7 b = 7 % Software as a
Medical Device & EF& L 1ERNHIA b T
W EFEEGEO—HORE ) VT hy Tk
BIfELC X L 720 SaMD 12, 3 CICHERCTHM=°
PIROER, EHO—HEZH->TWL L, 5%
WL D% v, TAEIZAT (NTAIRE) %35
L72SaMD d & L T\wh,

&) bIFML (Machine Learning) DL (Dee-
pLearning) #* 5% 72 SaMD Ti&. %@L
THBIZ T — 7 2L - T L, ZORRET
Y 77— b LTRSS 5 2 L2 X B 1ERED
Ft 2 Z b it s b b 0b H b, ERDE
AR B D VL ESE o & ST {E W 7o SRR
L EREASHEL AL ) AL HDHVITEALT
% Z & BARDMEiE & % D) 9 % SaMD DR % Sk
L7ZBRICEHBEL T ENROLNTE

1) https://www.shionogi.com/jp/ja/news/2020/06/200624.html (Accessed on 1.0ct.2020)

2) https://cureapp.co.jp/medicalhtml

3) [EAM O [7 2 % VI A KGR, 2G0T, B AR FH . 2020/8/21. https://www.nikkei.com/article/
DGXMZ062929020R20C20A8TJC000/ (Accessed on 1.0¢t.2020)
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D=2 LTRALEZDTH2EHEND L, D\
1ZSaMD % \WbIE TV F VL AT, HERES
HREEL AR o CBENGEY ) a—Ya vk
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AL o THERIREFNEFT R L7259,
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WCEENLMETH Y. IMDRF 2520134 (2K
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Digital Therapeutics. SaMD D #E=REERE
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DYY1->3>
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‘ EROBRICAVIRE

HiFT : Digital Therapeutics Aliance, https://dtxalliance.
org/2019/11/11/digital-health-digital-medicine-
digital-therapeutics-dtx-whats-the-difference/ 7 &
*E B HEN

HITHWONLHEAEDOY 7 b7 27 THSHY
L EFRDIT TS, KEDDigital Therapeutics
Alliance IIDTXDEFHRIZOWVWTIZVE TV A% H L
BB LGIKRE R E2 By 7 b 27 H 5 I
N—=F7 7L LTw57,

FZHFEL, BBUORUTOL ) ICEHTXL L
EZbo

BIER 2% Beyond-The-Pill & L TF Y % )Vt
MEISHLZY ) 2—Y 3y, —EADHEE[L
*EZ DB, RIS L. R O
BHDVEFE N AL VR FERT LLEPEL
Lr—=AbHA ).

KEEBE#BROBFE O X

HEHFL L7 ) . SFEHEZ . EREATH R A 12
ZALL 9D B, &5 WIIELT 5 2 & BERLMlifE &
720 9 % SaMD ORI % SO L 728 R IS FHESE L
TV ZEPFERENTEDY ., KEIZBWTLIE

4) “Proposed Regulatory Framework for Modifications to Artificial Intelligence/Machine Learning (AI/ML) -Based
Software as a Medical Device (SaMD) - Discussion Paper and Request for Feedback”, FDA, Apr.2019, https.//www.
fda.gov/media/122535/download (Accessed on 1.0ct.2020)

5) [FUF VAN AOHMNSF IR 7 EREEMOMRREROD ) HICHT 2S00 0S| HisE, [EREE e L
Zeit. 20204F 8 H . http://www jaame.or jp/mdsi/other-files/final-report202009.pdf (Accessed on 1.0ct.2020)

6) The term “Software as a Medical Device” (SaMD) is defined as software intended to be used for one or more medical
purposes that perform these purposes without being part of a hardware medical device. “Software as a Medical
Device (SaMD): Key Definitions”, The International Medical Device Regulators Forum, 2013.12, http://www.imdrf.
org/workitems/wi-samd.asp (Accessed on 1.0ct.2020)

7) https://dtxalliance.org/aboutdtx/ (Accessed on 1.0ct.2020)
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77 LBV FETAMMATHY, ZDOLH %
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. ERHBENYT v T NEND b Fii-mH
HIOBARZHEE L TR ORETHEITS M TW
% D7) The Software Precertification (Pre-Cert)
Program T® %

Pre-Cert DB E

Pre-Cert® & [X1%, SaMD D A FEIZ B V> TSaMD
ZDLDTIE %, SaMD FFEEEICEB L. £
DAEDPENI T LA b2l - i & H
RO 72 B 2 A L2, SaMD o Eifitk b 20
FEHHT TORRICETEZ D> TEHLTWDY
Al2iE, BFEEEDOSaMD IR L, & Ao
MM HREELIT) 2L IH B, BIERT
H1Cdh % Pre-CertDRATICSINT % 231X, FDA
P REREPRETHY) FDAI X TI3A47 ~
AZHBFLTCNDEIE, V7 by 2 THRGGET
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liT& 52 &, WlREIHRE R B S PR I 2B 5
5 1E % FDANO#ML L FDA L sk, 723
HWHEBIIE UL E Vo 2EBIZEHLTwA
LI L @¥%ETH S, BAE, Apple. Fitbit. Johnson
& Johnson. Pear Therapeutics. Phosphorus.
Roche, Samsung. Tidepool, Verily ® 9 ft25/%
A0y MIZHE LTV,

Z @ Pre-Cert 1213 SaMD (Zxf 5 % # L W Bl
DEZHBPPWHY ANSNTw5D, (X4) Total
Product Lifecycle Approach (TPLC) 25% ®D—
Th Y. BRI HHAE L FAREEITT 2%
FritkE L. Elkb ATt E= 5 —
LTWL 7 7a—F&oT\w5h,

8) “Developing the Software Precertification Program: Summary of Learnings and Ongoing Activities”, FDA, Sep.2020,
https://www.fda.gov/medical-devices/digital-health-center-excellence/digital-health-software-precertification-pre-cert-

program (Accessed on 1.0ct.2020)

9) [KEIEZEERTSHEIMHAA (201748 3 ) J. JETRO. https//www jetro.go.jp/world/reports/2017/01/0c5ab803745

c687d.html (Accessed on 1.0ct.2020)

10) a high risk device (supports or sustains human life, is of substantial importance in preventing impairment of human
health, or presents a potential, unreasonable risk of illness or injury)

11) 7272L. FDAIZIZE A ED 7 T A T OEFEZFIZOWTE10 (k) OAGEE B L T\ b, https//www.accessdata.fda.
gov/scripts/cdrh/cfdocs/cfpcd/315.cfm?GMPPart=610#start (Accessed on 1.0ct.2020)

12) https//www.fda.gov/medical-devices/digital-health-center-excellence/digital-health-software-precertification-pre-cert-

program (Accessed on 1.0ct.2020)
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(if required)
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reasonable assurance of safety

“The Software Precertification Pilot Program version 1.0 Working Model”,
https//www.fda.gov/medical-devices/digital-health-center-excellence/
digital-health-software-precertification-pre-cert-program
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therapeutic-for-the-treatment-of-adults-with-chronic-insomnia/ (Accessed on 1.0ct.2020)

14) [EFHDR O RIEZHEOMERD

ORI 2OWT ] (BEAERKRESE083155147)

15) https://rs-seminar.cons.aist.go.jp/wp-content/uploads/2020/02/20200131%E3%80%801_nakai_handout%E3%80%80.pdf

(Accessed on 1.0¢t.2020)
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1 Worldwide distribution of historically
accredited Living Labs (2015)

Living Labs
per country
70 Living Labs

40 Living Labs
20 Living Labs
7 Living Labs
2 Living Labs

1Living Lab

T : ENoLL

ENOLLIZB4EENTWA Y E Y 7 -9 KEH L
TV B ENZ I LA & KB L A > MR 4
BRHIHTITHOILTWDL Z Db h b, HAENT
LI TIHEA IR T D X ) BT hTwn
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< =V AR % HIgT &3, ko s
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IRNY =BT B L L% Do ENoLLIZHNE
LTWwW3 )Y s - SRTOEGIIK2 @) T
Ho. KE¥E (37%). WFrekkE (33%). 178 (7
%). 3% (23%) TH -7z

2 ENoLL Members who are They?

@ Academic

1 Research & innovation
~ (non -profit, public-private)

) Public entity
(City/Region)

@ Private companies

HFT - ENoLL

¥ 7 T ROEHFEIRIZOWTH ., ENoLL
WL TWb Y B oy - 5RO FEA2015
FICHEINTYS, (M3)

X3 ENoLL Area of Work

ENoLL combines vertical
specialization domains (health, smart
cities, creativity, education) with
horizontal and territorial
specializations

ENoLL Members are active in the following
thematic areas:*

smart cities 33%

HEEGE: 1 17%

energy 20%

mobiy 4

social inclusion 39%

education 15%

[BCBBRgpatn 12%

T+ ENoLL

+ Patcanages maultromthe members acive
a specific field divided by the total Beer

TEHBYFEIE & L Tl Health & Wellness #352% &
1 HFLVEEx EOTEBY . kv TSocial Innova-
tion (41%). Social Inclusion (39%). Smart
Cities (33%). Energy (20%) W o)fERETH -
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1. 1IC®IC

2018 4 |2 [ B % % International Society for
Pharmacoeconomics and Outcomes Research
(ISPOR) 6, BHEMEZ L LD & L 2EHEEAM D
ERFAIC 35 1F 2 120 ZHRSHRB SN2 €D
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HE& O3 @AEEEMET 5 &, BReREIZX
55 @R O, 7B T o F R T A
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Frl LT, HEEERTORBFIIBIOMELIZ D
DN,

ZOSEAEEEO T IX. RO 72D ITRE -
R3S 5 Absenteeism (7 7> 5714 —224) &
RIRAA RO T $ 3 LT % Presenteeism (7L
BT a4—=RL) D225 605, —f&IC
FEEFEMEE FHET ABIEREEICL T, 20
Absenteeism & Presenteeism (23 4 fA A TH
N5, 2B, REOFAETIE, WERIZ L DREF
HILDH) 6 E% Presenteeism 7%5®. Absentee-
ism £ ) QMBEIXEANZE L FEbNTVWE Y,

SRV % BT A 720Dy — IV idkE A 7 b
DHFFEENTVED, AENLE OD—28 L
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BEEICET 2 EME) PHh. #BE7HEIZBW
TEOREAFORM & A\ bl %
T A Z LT E B, FEE-HERMZ b &£ 12,
LISRT &) REEEB X URER T/ -t

1) Darius N, Defining Elements of Value in Health Care-A Health Economics Approach: An ISPOR Special Task Force

Report [3]. Value Health. 2018 Feb;21(2):131-139.

2) WEHAE, 7LE¥ry T4 —A XL —INFTOWNIEL S HOMM ~ . Occupational health review 33(1), 25-57. 2020-05
3) FHHE M. X FAEWAERE O EIE M &R - QOL B — 20084F £ 20094E D Ik — . H AR BAM A 45E20104F

49% 4 75 p. 481 — 489,

4) Goetzel RZ, Long SR, Ozminkowski, et al : Health, absence, disability, and presenteeism cost estimates of certain
physical and meantal health conditions affecting U.S. employers. ] Occup Environ Med 2004 ; 46 : 398-412.
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5) REILLY ASSOCIATES (http://www.reillyassociates.net/ WPAI Translations.html)
6) i, 20204E 3 A 4 HEF 512 B1) 5 ClinicalTrials.gov DR — A= VIZBFHENTWL 7T =% % b & 125 L 72,
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AFEEICBE T 2 SR EINICEEL TWE 50
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7) Kavanaugh A, Smolen JS, Emery P, et al. Effect of certolizumab pegol with methotrexate on home and work place
productivity and social activities in patients with active rheumatoid arthritis. Arthritis Rheum. 2009;61:1592-1600.

8) Reilly MC, Barghout V, McBurney CR, et al. Effect of tegaserod on work and daily activity in irritable bowel
syndrome with constipation. Aliment Pharmacol Ther. 2005;22:373-380.
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9) Tanaka et al.. Effect of subcutaneous tocilizumab treatment on work/housework status in biologic-naive rheumatoid
arthritis patients using inverse probability of treatment weighting: FIRST ACT-SC study. Arthritis Research &

Therapy (2018) 20:151

BOEF= 2 — 2 No6l 20204:111 €@



BT B AEEBIOEENA ] O TBEIZHRRT
Wh 7o, AR TOREMBAITEET 505, A
PR OB 7ot 2 IZE 5 IR THE) Th b,
Ak U722 WPATSE O T TE 2 & 15 724857 ) A pE 14
THIRREH I, PHEEEE (b L CI3HR) 2T,
WEH CEEMRE) 28ET 5, Fo K22 —
A Nob2” WTIZ, EEMEBELEDEZEEZITo T
LEIOFHME LT, FIF7FERY) EIFTW5,
5 FOHTAWBE TH L CVZ LY ARSI T
W 53941 (20074E 7 5 20174F 8 A ¥ TOFEfiAG
) OREREBIT L& 2 A, FEBICEEMERS
ZHAAATH LTV 2DI13231: (58%) TH
SIZEHE LTV E,ZOF T v T OHEMNLIL,
A EVERR SR 2 B IR RN CTE B BB = HIIEE T C
HoThH, FEOHL SFEOHBA2 L, BHFEMIC
I —EBOEHM T LAEIN TR LA
AENTze —H T, EEEEEEZEHSHREOR
A AN S Z & T, ERICEFEEN LA LT
bZD% L PEEMREORMAI L > THE S
Bl R E T B BEDEH MR TH A2,
REMEEZ BT EPAERICE S LR
RSN EBREN TS,

B, 20199F 4 A & ) AFBCHIE(L S B
MREEFMO WA A FF4 Y THUTOL )12
Wt 12 2 OE B REEs TSR E T D [ R0
SFAe REAMT DEA DS REMEICEHEOEEE 5 2
DA, KWL A BEHEEET A5G0 0
DT ERATV, AEEREZEBIZEDTH &
Vo] W [PRMEEFRESIE O E LY) EE
PERRIEEE L 2] % & %3 E NICE b,
TTUAEN REWEH) OB AB O %
L 72 O ETER RO A & B L 72 B8
%o ICER ARG 72D I IZEEEBI O 4
BB ST ) . ZOBICIIER L ZET
B EH AR E CHEEIRE T ARG D, G
DEEEHWTHE TR E, SESE LA

Wb TNHOFEIZOWTHMEZ [1EM] (X
FIEL Bz, ED L) mUEE B THTZ
ol Rd 52 ENEEE D,

4—(3). EEIXMEEEMBAEERAVT, #
SMEHEEERT

WBEOWEM g LT, bikofErkigsk s Z
DEZEMAMEH S N/GEOBMER I A P2 H
WL 5 2 & T, BB E RS
Wb, 2%V, TOEHEMEHENIEA LY
Bl EOREORFHNALT 4 v FHPELND
DI EHEFTL, ERBIIRT LD TH D, i,
oL nHFENA SN, FIZIE. FEBOR
JE % 3 % 3£ CTdH % Erenumab @ K A 7 EHZ
B BHEFHTIE, BINEE T A b €586bn, A
PEHESE €14.35bn E HINEN TV D (£2), OF
D, BMEEIT AN XD S AEEEREED DT o
LR &, #4 & LT Value Invest Ratio 1338 &
Z25TH D EVOZHERERLTVDY, b,
Unpaid work & IZRFREFREORETOLFED
ZETHY. ZDUnpaid work (ZBE$ 5 A FEMEIR
FLHEHEIN, HAANSNTWS,

HARTH., 20104E DKL 7 F > g HiFAEAL

x2 HEWEFEEOHEE

Total
Paid work €6.73 bn.
Unpaid work €7.62 bn.
Social Impact €14.35 bn.
Excess costs €5.86 bn.
Valu.e Invest Ratio 945
(Social Impact / Excess costs)

HiFT © WifOR INSTITUTE (2 & % ISPOR Europe 20197K
2 & — 58 EF [The Social Impact of Erenumab
in prophylactic treatment of patients with
migraine in Germany : A macroeconomic open
cohort approach | % CiifE

10) RIBEESEECRIIZERT. [RAEARFFEMIZ B 2 EEEERONER T ] BRI =2 — A Nob2 (20174E11H)
11) ot S RBRIE R ES 2B 2 B AR RO 5H 74 85 A4 285 2 (https://c2hniph.go.jp/tools/guideline/

guideline_ja.pdf)

12) Seddik AH, Schiener C, et al. The Social Impact of Erenumab in prophylactic treatment of patients with migraine in
Germany: A macroeconomic open-cohort approach. ISPOR Europe 2019 (Poster presentation).
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2B 2 B FERHIIZE IS BT, U F D
BB [BH] 12, BAYEOEREFIE G
I L ) EEMRE, & HIZEEORIRE
REMIETCIC L b %) AEMERL T (] & A
% L CHET 2BAER I FEDO 1 DL LT
RESINT EBOT 7 F > OFHiLEE OB
BRGTRBEHOADIE (FHFECOEELZ M
FAINFE R \) THEMG S NA, EBARWRE ZH X
Value investment ratio & #8325 b H %,

CORFFFELZ BRI EINTZbOTIE R
WS BEIRBORIIH S 5 WIZERHEETAD &
R T 4y PO LR &) Rl
Do IO ER D, Bl RERGOBEAI)
PLEREZ, A MNTRRIEEL V) BUTILS
REZENRTEDLELBIC, TOEFPEDRE,
HETRERBHINRAT 4 v FEREILT L0 E Vo
72 BHERY VTNV T 5T 7a—F
FHEO—2L LT, HrLWlEORLETH S &
250

5. £&8

ZZFT, BERABTOSEAEELT Y N h A
FEM (WPAD . 2L CZD 77 b L FElOFE
FHOBURIZOWTIRRT & 72, BRREBRICBITS
T N H LFEMICE L Cid. WPAI2SHE S <
WHNTWREEOHFHMA AT LI LN TE
720 T2 ENOEFNGEHT A% 3 DITKH
L. ZNENZOWTHBZ FIWTERL 72,

WPAL %% HVCHEIEEET Y M7 2%l 5
Z L, TOBEEMOIROME 2 RS L THEYE
PPEEZOLNL, Tl EESMBOBLI,S D
BEAHF O XS 2y —vo—o & LTk
DERL TV ELZETINL,

—F T, TOFHNiB L OFERICIEF 7Z5E S
Do BIHMIZBIT L7 EEEOWEHERR % .
BB T — & %8 U ORT 2 & BRIEIER 1I0&
EDD DD T OUEERR A B ZATHEARZE B

WZRd 2 Z EIARFROBHET CTITEE L v &n
VENEN DD, T, EEMELEEH L, G
R 25E120F xR E %5 BEORERERIC
WA IR TV, B AL oRE &AL
)y A7 L7 (EiE) 2300 E T,
MEORDE ) AEWRESKEC R Y, WEE
DL TORBIC L 2 EPE LR TV EW)
HEY DD S5, EEEEEOE %
T2 EHOHFARSLIMEREIZ L o T, ZOEHEDS
KELLEETH720, WRITEEO B WIERHE
THHBTELPNHEEE RS,

CIT, e mEImIc b HERG S &, GriA
FEWET T M AOTAHICELTH, VT VT — b
FO T = iHEREE DV D 2205 b,

EWIZBWTL, AR— b 7477 ) %
FIF L C. QOLRH BIEEM.T 7 b A R HUS T
ELH—UEADPEPAFIET 5 (#£3), LY —¥
2b, FHPRMET LT TV AFHT L5 0TH
%o kencom" B X U'Pep up PRO™™ 1%, 4FED
R E~NOIAE Z R & L 7Rz — ¢
AD 7T 7V %, harmo channel 12/l A %G % [# b
FTICHHREZEFBIETFIR - PHRO T 7'1) & 3
WeThH, WITNOTVATLZFESTH, VT
7= FIZBITH PRO T—¥ (BE@ET o b
B L) wBUAEL. FEE - IR OFNEH 25 HELS
ho TOEI Y —VEBLT, FEOHEH%
AR OEZRICB T LHBEEET Y NI A
(WPAL%) OF—% %, A~ AR%% L CHifH
IR CTE %, MNHRERLBEEFITEZEY - A
2L o THeA THAHDS. BRIIZE L ) D IFF 2%
i DN, FFEEEET 7 b AR BT
HZENTE L0, B U2 FEH AT RE
EEEZLND,

QOLRHr L rEE, & S IZBINYA Fl M= F i
IRCTOERER & BdEmo Liikizd, 2%
BT — N EREND T — APz T\ b, H

https://desc-hc.co.jp/service/health_insurance_association

13)
14) https://static.pepup.life/products/pepup/

15) %5 4 [a] JMDC Pharma Webinar [RWD x PRO offfifiti |

16) https://www.cmic-hci.com/service/harmo.html
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Rtell, BEHanZ X 557 @EERoLEEL, &
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FFEEDORLEEICH LS5 D TH L, ZDEHE

MIC BT LLRBMEDO—>Th S [F7EEEME
2R Al ] ANEYICEHI S TV 7201
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TWZEPETIND,

77V &@LU QOL - FEEEMET T b HLOMIF

F—E 24
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| ocnsmmin

BIRES VT AERRERENI T4 HPE R
HREZMOEIRESR (Originator) ICBST 2E8RZE

1 FU®IC

VAR, BEREIE S, BT EE. BTG
W e, LVAEESY ) 71 2 G LR
WEE L, IhE CHEVPREETH 72, AR
HARPERE &\ o 7B ORISR E o A 2237
Fadb726 L Twih,

COXI)BPHES ) T4 OFRLICIE, B
Ffr DR & B b > T b Z &, IR
TUEAEEEOE I T 2 &L WS
EREDS, THTITRAY =T v TH¥EN
ZORBNCEE R E2 R LT,

Al BEOBEFREM T TERE %> T a K
SrfEHEMB X OPURERE M2 . TAEFEALL
PHEATVDILEIH LVES ) 71 & L TR
PR, BIa TR, B MaGE,. MGk
=0 B, Z0AIF A% (originator) O 4
(EOTHREER L) IZOWTHE L7,

2 MEHE

[RHE T — # N — A EvaluatePharma O YX# 1%
W& IEME S ERESES (New Molecular
Entity : NME"Y) Zxf% & L. #® originator (2
DWT, EFEB L ORESEBICER L. Ko
B 121220204 9 A pED 7 — & & FHV: 727, Eval-
uatePharma R 7 — & O —EBIZ D\ TS
ek hHE L7,

PR PESEBORMZEIT  TAEWIER At

O NME D% bl
RIAATIE, NME BALCie b A 72 B S8 BERE
1A P LTBY ., BEIZHETRE S NME
AP OEIE THIE SN TV AIEAIE, BZERIC
Iy L CWwWhihv, 72, Phasel (BLF. P
1) ~HFEETERASE LT, RRETO
GATRRE LTz,

@ Originator ®# 7 >~ b

Evaluate |23\ C originator D EFlx. “Com-
pany that first discovered / invented the active
ingredient of a given compound or product.” & &
N, BT 2T, PR T LA - AR EDR
FEHE LI E SN TS, fll# D NME |2
% L Coriginator MFE & 72, M i%originator
PEERRNEINGEGIER IS N2 (F,
Genentech (& Roche (2B & 117245, originator
& LC?® Genentech ® L 7 — FiZ Roche |2 BN &
NIBOIEEI NG ) T2 kS S8
O originator SFTET A6, 1720 OAI#
BRI CHEF LT LA (B, 2
HCOERFRIHOEE. 14H 720 OBIEEIZ05
ELTHYT ML),

® EFY T 4454
KREDES ) 7 4 434X, Evaluate D434 L
UTo X)L Twb?,

1) New Chemical Entity (NCE) 3 & 0" Biologics License Applications (BLA) % &
2) Evaluate Tld. originator O4FEIZE L THRFFERISEF S I N T vy, 7L A1) ) — X7 & T originator 32

TERWHEILDOH, FRIHEHRISH IS,

3) Evaluate Tid. f#iZ Bioengineered vaccine. Protein extract. Plasma-derived therapy. Recombinant product 7 & @

DHADSD DD KPR TIIDONRE LTz,
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43735 - Small molecule chemistry
£ - Monoclonal antibody, Monoclonal
antibody (Conjugated)
EREH T - DNA & RNA therapeutics
HIZ 116 © Gene therapy, Genome editing,
Oncolytic virus
Bn T HlifgiE % © Gene-modified cell therapy
H L i % - Cell Therapy®

ORERe o

Evaluate D 1234351, Global Major (#5719
RFPHIEMAFE, RFETIE “Global” L #573). Re-
gional Major CGHrHE3E 5 % 452 O Hutslk TR ZS . W
Y Ak, HALTWIZERIEZ1T) & &b I2ho
R 2 SILEW. B0 T4 A4
VEDTo T D, BEORBEHEEY ¥ —47 v b
L T B ¥, AFTIL, Regional” LBET),
Biotechnology GIr &l 77 & B REE MR /N1 F &
FamzHIE L TB Y FrEl OB &2 &3 /8
%% & EN DA, Gilead Sciences, Celgene,
Biogen 72 EDOED & FIL5H), Specialty HH
DIfFE % 4T > TV D BHHEREMICEN K-> T

WHRZE) VDD BEOFHIZL T, 1
DOMFEIIH L THEEOMESEIE ) B THR
TWREEDDH B, L) BEOKZ W54
M L 72 (#l. Global Major & Biotechnology
DM S NS 3 (EGlobal & LTHHH) » 72
B, HAEROKFHIEMSIECIIREZE S T3H5Glob-
al, i Regional 123 I T 5,

3 @R
RO OXR L % 5 NME O 2%
FSEEREHI O NME $% % 1 12R T, KA T
. £EY) T 1 DOP1 ~HFEER O NME %4
Mt e L7z £/, 1 FICIEP 1~ HREER
(B% ) ONMEFUZ T 2 L FEAHE G OE A %
Ko WTFNOES ) F 4 1I2BWT LB

*1 HEEBENOMBEE (L) sLUHRERIR
NEE (F)

N ERiE
TS T A - e
OWH | p1 | p2 | 3 | g | KR | T
JEITC
(5T 1344 | 1298 | 431 | 57 | 2003 | 5133
Hitk 150 | 33| 102| 16| 113 1019
ik 52| 67| 20| 3| 11| 153
BIET 51| 141 26| 2| 8| 28
TN | 133 66| 9| 2| 5| 215
kR 9| 8| 24| 2| 61| 34
w57 | ot | e finter [ | B g
NME % 3130| 906 142| 220| 210| 273[4881
SR AL 55 21| 3| 8| 2| 5| w
il\%%f%;gﬁ? 18% | 2.3% | 2.1% | 36% | 1.0% | 1.8% | 19%

i) EvaluatePharma @7 — % % 312 H VR
L LB EEROBBEETH > 72,

3.1 BR&D Originator 24k
@ Originator @ [F§E

fAZEm (R1DOPL~HEICHEALT 5mHE) @
originator D EFE %X 1 I2/RT. WITNDESY
TAIZBWTOKREFHERES R OFEL ) — F
LTBY., TOEEIIMESFEEGHTEED0%
TR, BERREZRES TIEEERDO60%RETH > 72,

HARERE I L 28I, R FEHEML &
MREHE M TIIEERDI0%BRETH %05, PUKES
mzlEZLOETHEINAFEEMRTIILI~4%ThH
0\ R FEEE R EREE F o & AR TRWIRTE
Thorz, T2, BEZHMEGETIERE, Mg
GHRE CIEHETORIREGPMMOES ) 714 L1
BLTE2>72 (ITNHIZDWTIE32HIZTH
o

2% & LC, 20004E~20194F D IS 1l & 7z
B ESH LI BT 5 originator D EIEE % X 2 12
R KREFERFEOEGIIEERDIBN TH Y FHFE
i & IEARTIR S, ML THARIZLT% TH b RIS
EHARTE,

4) CAR-T #k% TCR# LR &, BFEP LY H L72MIE T ex-vivo THEIZ B2 1T\ HEAEITHRT T2 0,
5) MZEREMICMIEY — & & BETFUEZ LT willig z Ay 7zibH.
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1 BRSO originator D EFEAER

B FEREm (3,13088)
N/A, 3%

others, 9%

South Korea,
1%
South Korea,

5%

BEFEEE (22088)

others, I-N/A, 6%
4%

South Korea,
1%

South

China, 3%
Japan

Japan,
1%

) N/A . originator 2S4FET& Wi H
HiT) EvaluatePharma &7 — % % 3125 R

K2 EH)FEERZRORET - ABREICH T
originator M EFEAER

BRFEZER
(2000~2019¢ it 689RE)

others,
5%

7E) N/A &, originator 235 ECT& W inH
HifT) EvaluatePharma @ 7 — % % #£12ZEHEK

@ Originator O 13E448

3 IZoriginator D #2347 %8 (Global, Regional,
Specialty. Biotechnology %) O #E &% /KT W
TNDEF ) T 1 b Biotechnology (24 FH I L5
BEOEE DR D K E VDRI E .
ML T DEIEARE Vo Global 12 & 2815
FAEIE AR FEESE G & PURE R M T20% HE T
H DN, BERERLPLMIGE R S FioEs
V74 TR EETH L, /o8 nTIHE. &
farfifaGE. MigRRE ClItboE ) 7 1 12

FUFESER (906&H)

BEFHEEE 1028)

others, _N/A, 4%
3%, [

Korea, 1%

BEESER (1428H)

others, N/A, 1%
_—

0
South Korea, 1% 4%

China, 1%

N/A, 2%

iR 27328)
N/A, 3%

South Korea,
6%

China, %)

NTKEF (University) DZFG-HK &\,

® Originator M % 7.4E

Evaluate® 73Tl Fizb D3 ) Gilead Scienc-
es. Celgene. Biogen & o 72 HIFE DK & 7 v
% Biotechnology (& $41 4, % 2 C. originator
(7717 3 7 R NHIWTZERE R 7 & 1EBR <) DR LAR
TOREEITo7 (4),

B FEEER M, PURESRE M, BBRE S & T,
19904E LA 12 7807 S 7312 & 2 Al & 5°%
WS, 20004 BRI B S N b 4 ~ 5 ]
Lo TBY., BiEme L TORERIREWES T
FEIESIZ BT D FIZ204E LA O e i £ i
EIZLoTABMENTVDEZ ENDbh b, —H,
B FHHIEGE B X OHIfEGE Tl 200047 DU
IR ENTENERD 6 ~ T E R D, KT
%R30ELL LD REN BB L 72H &3 hoE 5 7
1 LT B ENE Do Tz,

@ EFV T4 5 Bl L0 originator
RKFAETHHRES ) 74 & LT BEEE S
i B LT, BTG, MEGEICD
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WC, BIEE BT O originator 3R 2 12RT . %
FRIE i T3, 20194F DR i 58 b T L AZ10012 &
INDOEMRERGHAY V SFORIEMSETH LK
Tonis 41 (Fi%& - W58 13K Biogen #1) #3221

BEDFEEmR (3,13028)

otehers, 3%
Non-profit, 1%

N/A, 3%

Specialty,
30%

BEFAE (22028)
N/A, 6% _ Global, 3%
otehers, 5%

Regional, 1%
Specialty, 7%

Non-profit, 8%

Biotechnology,

3  Originator D{¥45 %8
FAESES (90688)

Non-profit, Z%O\tehers, 1%

N/A, 2%

University, 4%
Global,

Specialty, gL
Biotechnology, /

56%

EEFHER 21028)

otehers, 5% N/A, 4% - Global, 4%

Non-profit, 5%

Biotechnology,
64%

1) N/A &, originator 2%4FETE Wi H
H2) 05%FMICOVTIZFIRL T,
HiFT) EvaluatePharma &7 — % % 3125 VR

BEDFEEMR (2,9082H)

20004E4%,
23%

BEEFEE (17628)
A, 3%
1990448

B,
20%

20104F1%
LU%
26%

20004E4%,
20%

4 Originator MEXILE

NEERER (84888)

BB, 3%

201044
BIFE, 20%

1990448
B,

200044,

HEFHRG
w0

172m&H

199044
Blad
23%

2010448
BUE%
37%

20004E4%
28%

7£) originator 24FE T X 2 HOAEF L T b,
HifT) EvaluatePharma @ 7 — % % #£\23EEVERL

@ o= 2 — 2 No6l 2020411/

b 19904

LCwb, BIETHRETIE. BINOEEDTETERK
ZRLTWDD, 3 (NPO&EL) 1dwvdh
IR ENT WS, BIZT-MlgGE T
A7 Cellular Biomedicine GrouplZ. HTBCMA.,

ZEEERER (1422H)
Global, 3%

N/A, 1%

Regional, 1%

Specialty,
29%

Biotechnology,
60%

AR (27328)

N/A, 3% — Global, 2%
= pecialty, 6%

otehers, 1%
Non-profit, 2% ——=—

University, £ 5000

Biotechnology,
75%

BEEESR R (1348H)
BB, 1%

2010448
LIF%,14%
19904
Blai,

20004E4%,

1990448
13%

201018
LU%
29%

2000448
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PLCD19. PLCD20% % —7 v M & LZIMMEAA D
CAR-T ZHULIZRZE L T A KREMRETH 505,
WFZEBAZE DM & P ENCERITTHB Y . R D
R ECHE i L T\ b o Juno TherapeuticsiZCAR-T
I CREMOWME L HED TN F T v 7 4
ETH DD, 20184E12 Celgene 12 & V) #90fE KL
THEINE N7 MIBERE T 2000448 IR 12 7%
SENTWENS A Lo, EETRS L
hE, B8, BEE Vo7 VT IO SEOLF
b HiLo,

—7J7. Global & %\ i Regional & \» - 72 #iE D
REGPEERERPHARMIET, ChO5DESY T
A TIE EMICIER SN o7z,

x2 Bl EAIO originator

Originator *" Nf/l[%é o FESHE [Eafzs ﬁ,ﬁ
BRI
Tonis Pharmaceuticals 34  Specialty USA 1989
Alnylam Pharmaceuticals 8 Biotechnology USA 2002
Arrowhead Pharmaceuticals 8 Biotechnology USA 1989
Moderna 4 Biotechnology USA 2010
BURFIH
Généthon 10 Non-Profit France 1990
Sangamo Therapeutics 7 Biotechnology USA 1995
Oxford BioMedica 6  Biotechnology gﬁtg%‘im 1995
gissirtlzflde Children's 6  Hospital USA _
SR TG
gfgl‘j;ar RN 10 Specialty ~ USA 2001
Juno Therapeutics 10 Biotechnology USA 2013
iCell Gene Therapeutics 8 Biotechnology USA 2014
CARsgen Therapeutics 7 Biotechnology China 2014
AN iE
TotipotentRX 7 Biotechnology USA 2010
Regend Therapeutics 4 Biotechnology China 2015
The University of
Texas MD Anderson 4 University USA =

Cancer Center

Baylor Scott & White
Research Institute

GWOXT Stem Cell

4 University USA -

Applied Technology 4 Biotechnology Taiwan 2004
Celgene 4 Biotechnology USA 1986
Tovance Biotherapeutics 4 Biotechnology USA 2010
Cellonis Biotechnologies 4 Biotechnology China 2004
NantKwest 4 Biotechnology USA 2002
(C}ellular Biomedicine 4 Specialty USA 2001
roup
CHA Bio & Diostech 4 Biotechnology 22M" 2000
orea

Immatics biotechnologies 4 Biotechnology Germany 2000
H1) BAISALE TERRH,. SMAMED LH,E1L. 400 F T,
W2) KFE, Mibiidks <o

HFT) EvaluatePharma O 7 — % % 12 FEVERK

3.2 Originator DEfERIZEAZE (HER)

TYT TR S NDHHES ) 7 4 EEEMIZHE
HL. HEESEOEEHHIGE, HEESSE
OMIFLER ., ENOFHE &) 7 4 FSSEIHIZD
WA L 72,

O WEFESEIEIH L B m HHEEO RS
i

H1E$E originator 12 & o CAIEL S N7z @ =T
JoiERE OIS M IE395 H TH 1 . originator 1£17
LR KFE L EEE) Tholz (3R, 20
)5, FEENICMAZ. HREKOWFNILA TSR
FEMHESD 5T W 5 i H 12 Genscript Biotechfh 12
X o TAIEL X 72 Anti-B-cell maturation antigen
(BCMA) CAR-T cell therapy (HHEB & OV H Kk
TP3ER) . L RFHE# L 72 CDI9 CAR T
cells (PKNGUT) ([, FkINTP2). CARsgen
Therapeutics DAI# 7> CT053 (FETP2, %k
ETP1) ®3dHTHo7. TEHEEN (Mecha-
nism of Action) (22w Tk, CDI9% ¥ —%7 v b
& L7z CAR-THENISMH CETH LDBZD
o5 —4ry s & & CAR-THEERHLTH S,
((%37T)

@ HEFEEZEIBIE L MG EO RS

HE[E 5 originator |2 & o THI S L 7-Hllfiw i
DORFEMB LT EHRIEZAEDETC2AHETHY
originator X 8 THh 72 (F4 E), TDH b,
HAROWIT NN THHEIH#ED SN T 5 ahH
(% Pharmicell #t: (20024F 7% 37) 23EI#L L 72 Cell-
gram-LC (EEB L UKETP2, FFEEL#IS
EL-BREHMAEMERHME) 01 mETH
-7z, CHA Bio & Diostechft (20024F7%37) 13
e KERELMBOHSERFAHM 2 A L. B
KARMEF B RO K2 > — 2 BRIEI M H
kD BGGHRH O MR EMIE 2 &, Bl
WNT 38z Bl KE7 27 7 A8 (IHOC-
ATA Therapeutics) % Pluristem Therapeutics
(A AT ITN) 7 &I E DRELIT> T b,

W E#E originator 23AIEL L 7o MG O B 5
® Mechanism of Action (&, H3EREHMIGAHH.L
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Thab (£4T)o

@ [EW originator |2 & A NME D aIHLIKT

[N originator 12 & - TR &7z NME 122
WC, originator DB L ORISR 5 IR
T o AT FEESE S PURE S L R 3 (Glob-
al. Regional. Specialty% ¥ & ¥ C “Pharma” &
L72) WX 2RI HLTH LD, F#ES) T
{4 Tlx, W31 b Biotechnology 1> % Hr.(h 12

R3 EBEEFEFHERAERCAXH LD PEE
originator 8 K U@ B # (L) & 5 U (C
Mechanism of Action ()

R4 SBEEE originator (C & 2 MAEEDORES
() & & U Mechanism of Action (F)

A KD -

e A 56 B -
Originator L pdinzde | &t

Pl P2 P3

CARsgen Therapeutics 5 2(1)

[$2]

Genscript Biotech 1 (1)

Shanghai Unicar-Therapy Bio-medicine

Technology 1

Innovative Cellular Therapeutics

Shanghai Bioray Laboratory

Beijing Immunochina Pharmaceuticals

Originator o - = <o A&t
CHA Bio & Diostech 1 3 3 7
Medipost 1 1 1 3
Pharmicell 1) 1 1 3
Eutilex 1 2 3
Corestem 2 2
ATGen 1 1
GC Pharma 1 1
Green Cross Cell 1 1
&% 5 9 1 6 21
Mechanism of Action NME %
Mesenchymal stem cell therapy 10
Stem cell stimulant 3
Tumour necrosis factor receptor superfamily member 9 9
(TNFRSF9) cell therapy
Natural killer (NK) cell therapy 1
Cytokine induced killer (CIK) cell therapy 1
Neural stem cell therapy 1
Keratinocyte cell therapy 1
CD38-induced natural killer (iNK) cell therapy 1
Anti-Epstein-barr virus (EBV) antigen cytotoxic T-lympho- 1
cyte (CTL) cell therapy
G5 21

Hebei Senlang Biotechnology

== w

Shenzhen Beike Biotechnology

Marino Biotechnology
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China Immunotech

Beijing PreGene Biotechnology 1

JW Therapeutics 1

Peking University 1 (1)
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Juventas Cell Therapy 1
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Mechanism of Action NME #%

B-lymphocyte antigen CD19 CAR-T cell therapy 15

Chimeric antigen receptor T (CAR-T) cell therapy

Anti-B-cell maturation antigen (BCMA) CAR-T cell therapy

Anti-epidermal growth factor receptor (EGFR) variant III
CAR-T cell therapy

Anti-CD22 CAR-T cell therapy; B-lymphocyte antigen
CD19 CAR-T cell therapy

Anti-claudin (CLDN) 182 CAR-T cell therapy

6
5
3
Glypican 3 CAR-T cell therapy 2
2
2
2

Anti-CD123 CAR-T cell therapy

Programmed cell death protein 1 (PD1) inhibitor; B-lym-
phocyte antigen CD19 CAR-T cell therapy

Anti-mesothelin CAR-T cell therapy 1

Chimeric antigen receptor natural killer (CAR-NK) cell
therapy; Programmed cell death ligand 1 (PD-L1) inhibitor; 1
T-cell inhibitor

Prostate specific membrane antigen (PSMA) CAR-T cell

SR PIL P2 P3 == &f
537 PR 3R b

Pharma 103 915 32 310 5365

Biotechnology 9 16.5 4 195 49

University 2 2 1 3

others 0 1 0 0 1
PUREES

Pharma 16 75 2 7 325

Biotechnology 3 2 0 1 6

University 1 05 0 0 15
A

Pharma 1 2 0 0.5 35

Biotechnology 4 1 2 0 7

University 1 1 0 05 25
AR TR

Pharma 0 05 1 0 15

Biotechnology 1 3 0 0 4

University 2 1 1 4
SEAZ Ml 7

Biotechnology 1 1 0 0 2

Pharma 0 15 0 2 35

Biotechnology 3 4 1 0 8

University 1 05 0 0 15

otehers 1 0 0 1

therapy 1
Cancer testis antigen 1 (NY-ESO1) cell therapy 1
B-lymphocyte antigen CD19 cell therapy 1
Haematopoietic stem cell therapy 1

A 44

AR 147 1375 44 3445 673
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