SHAEE M@ IETrusted Web BIFREHEESZE(C(RFAETHIT
Trusted Web 1—X5—XSE5FEE
AR E WIERR

[ ERERERBR B U ERERIE(CHTD
SERERVICAAEREDSVVEHAES ATA

IV

20243 H15H



=P

BH=-HiY 5. EiF GEEERICMITEANT R -I21-71FDIRET)
2. %%(Difﬂ%% 5.1. EEfE
2.1. BIBT3EMAEE 5.2. REHREHER
2.2, FIROBERRRIZIBEIT—LE 6. FAEIRALE
2.3. #HE -BHC5225E - ME 6.1. EhEHIE
2.4, RAV-HTA>DEIP 6.2. FAERIHER
3. AEIIEECHIIREIETE 7. FIHETROMESEECEIIERE
3.1. EIIEETHESNCTIREAOEL - 1348 7.1. BEREAOMIGAEH
3.2. ABECHIZ2I-T 7.2. ERMBI-AT-IERETI
3.3. EHEEIE-RRY—& 7.3. ERICAGRTYS3>-0-RIyT
3.4. ERTT1-)l 8. Trusted Web(CEET3ER
3.5. SEhefAHl 8.1. KB HHETrusted WebRDA hR—)(—
4. E=F (- FONMATRIT) ver.1.00EECRIT 338RELIRS
41 EHEHE 8.2. Trusted Web Ofi/\+>AICEIT 35EREL 1R

8.3. Trusted Web OF7—3%FF v BT 2RRELIRE
8.4. ZMftiTrusted Web DiRZELIES

4.2. Verlfy'Cé% LG AN Y W 2
4.4, {bidE - FHFEYD






CMICOA-TORE @

sxoso || ERCROBSD Ese— 202347A [PHRU—EXBERS] BN

% 80% 195 daere SIS ~ERR - EET—4 (PHR)ZER U
DBFEI BAZAD Sl din’ H— P RELRBEABEEHENE~
RS CRO $2HE BCRO

5,000 X0 Wl 7runT TAYAT

Jora—)0 B 2" 7 B 400t 15 #8t

HEoEsh e DBESST s Oy

BERE /) /U0 SATDRER BURIRIRE
DBIFEIC FAFLEE

B 600 700 =it

140 21+ - :
DIFR)—NEETD SILAR ElLE DR, EHMET.
EEIVYILTAVD. DiEEENH S

Gk CRO S2999 ) =T, BEREEO—BELT,
ZR(LEBACTERNA RS U HELHE

4 CONFIDENTIAL 4



CMIC)O ) —-J=E

RFJHAWFIECEO ARFEREUH = CoO =L E
At FN5E KA =7 1992
Bk His MEEH EREFaRT

ERREESENIFR N
Fo A TS 7,500 L0 & 26

IN—-TE4E
(BT @ 1005 M) Dol )
108,461

100,000 - 85,788

76,098
50,000 -

0
1900/1 1900/1 1900/1

Site
Support

Solutions

Contract
Research
Organization

ERMEERS SUER
HEEERSHICZRT DER

\

REFH-EROWARREE
HENCIET 3R

BABLUBBEZICNLZST T

OFFBLIVRAT LAV
VU1—avERIT BER

CONFIDENTIAL

\ Contract

Development &
Manufacturing
Organization

BRIENSTERE CERB A
BV F RRDBEF-

Personal Health s
Value Creator

/

Market
Solutions

ERRBEDATF )L 25
T TRESERSUIC
F—TP RS YT EOMFE:
BSERRSS A



1. 65-B8

T, DIV IINFTINAARAS SA>AZ1Z 7 -3V - I OE RIEVEBEDISE EEMBENSEEDZICAND, BEEEZHD
EUIT 7Z2B389 A IS TN THD., BRARGHERER CIEOEEEEARRSR (Decentralized Clinical Trial: DCT) FH4
>OMEYL, [EEFEFRTIEPHR (Personal Health Record) &UEHR (Electronic Health Record) F—4A0OF5ERHE
IRIAREKERAMMELLTIBIFBSNTLS,

CNHDOEIR(CS, BEMFREREOERZERUL L TIEROERMEZIBFR I ZIEHRMBES AT AMEART] R THIH. [BEROFE
HRERBeV)1—33> (eCOA(ePRO, ClinRO, ObsRO, PerfO)iRE) . PHRZIUKUITT7STINTINA ZEDFERE S U
BRI -NRIEUECEICED, SRTLABDS — AL ZABEEENT —51 > F ) )T 4 DER R COFR— 4N FTe R EREE L TIRTEIEL
DD0B.

IIRARELTIE, 1LADBE/RREMEROT I IO 75T\ RS ERS R T3 EMBESN, TOSAICRIREIE
P07~ SIREORBEHMAEN T, 7/ 2ABCERIOI T N CEEIN T8, BRIZ NEAZIESN S,

IANDRBE/MERENFIETET /MR (AXN—bIA>, D175IWNT )4 R) ENTNIERIODIDZEEL DD, TNODIDICE
472450 Tmappingd 3 L TREEIEL. EREDE=ENDT - I RIBDEBFRTRZIVFRAOMUT. 18
FERAROBEN SRR O EN TOEET )\ 1 ADT —HRHF T2 — LALRAICEIRT 2T b SATLNMETHDIEEZD,

HIEEE CHREUIAT AT BERRENVEEIRIG(CHITRRBDITAT T4 TARICHITDEFERBMROB RN NEHRIEE
ZEIRIZER"LUT, BIEBEORERRRE(CTSEORBEAIEM FEIIVIINTINA AT -0 EHRIES - FIER(CH
(FTERTREE R U R ZAREZE(CHIIBRAT-TET 3,



2. BXROBIE



2.1. E5IIEMHLEE
<zpm> g B A

« RAGEARUREZED

,wzémoﬁ,f 4
: T/wx@ﬁm ‘@

.J%E'LE>
EEESET — YRS HIAHNEEEL TLR L
7/\4X1IEIBIJ0>EIE I |

T —AL>F I T 1% EBRBUIEE DT\ AR

ARGy —HIDRNEFDBR REE/
CROR%yJ
Ei& (fHE-EIAN) =&l - R
BE/WERE & | AAORRO L TRETRAERIB. FREIRRBREICSINT 5. CNSCRU T, NEREEIR ST (0t
(7 —5%{E4) btzts)k.,rtﬂﬂ@&@na@au RELURROHENTOVITSINT AT - BB BEERD,

2 | IREOVE-FTOERBRSIIEZEE (eConsent) TEARAZRIFEELT. webBEIHE ICAANFEZRESE
EEAEDIRTRIMTONTUVSN ., IDBEDSVFEENLEEND, HEZE. SS9 20RR1ERS. EEIEEE(C
EHEEDI7IINT A ZEROBEBZITHARINIERSR,

BRI RSYD 18 | [RE/ERE I T DARANIEED. BRI (IR FCR I 2 RRER A - RS U R R OFEE AN THIS
(F—9%EE) URD1730WT M AT -5 %ZBEF 3R ET 2HNENDD.

Rl | ARUARFRECRARUERE T — 52492 L ThOTrusted RIRIBE R UHIEHHABNEIF Oy b
I-I8LUdevicefllISFFTELRWV B2 DDIT7ZTINFT A RICEWTHERI O TRFE I DL (d, BAIR
hOIERPI-Y (BE-#HERE. RIBR9YT) AIOSRT ARMREEAOIEREICEIBERD,

BERAER R | RS/ | SORROBEN TS II ST T/ (2T — IR IREI SR BN,
/ %;92%;@ 2 | BEUSEERCRBUEE T — Y5126t 3 F COTrusted MBS B R U S EIHAE MBI O3y

I-8LUdevicefllISFFTELRWV B2 DDIT7ZTINFT A RICEWTHERI O TRFE I DL (d, EAIR
hOIERPI-Y (BE-#ERE. RIBR9YT) AIOSIT ARMREEAOIEREICEIBERD,




* Persona : \JUwJJOvsF1— %888 UIDID
* Pairing : DIDI&E#RZZMAL. 2DDPersonafBEVCERALEITLRIREE

Trusted WebDRRICLDIFERTINE (To-Be)

2.2. BUIRDREZHHRRIBZIFRAF—LE

1. XAGIEA-FEEHES (eConsent)

o IREEOASSAIEZEPIE-NCORBRSIIRIEEYS (eConsent) RETIIL.
ARANERIFEEL TWebBIEICEIFEREDARNEREFALEER RI LT
RAGEBAZITOTUVBN, FEEVTELIEIS VEL,
LFEEOLIRVE-NRIBETIROIERE T TIHEANDEBZICTAANE
RBRUSERRS—VICBIIZARARE CBE- Ak FHAORE. SRS
EERE) OIEBAELTUVBN, MR THBIEHMO TS EDS — LU AR
O, SEBIHARAIEE,

2. PHR (U175 W51 Retc.) OFER

. —REZERUERRGER (DCT) [CBLWTEE (HERE) 097> IILTN
ARAZEDT—HDERNEUVMARICHDH, ZOERDO1DEVLTARANREL
FARFRCARUEHE TT — 9219 3 L TOTrusted RIREEFE R U
HEHAENBEFE DY M — I8 LU devicefllICTEIELR O
FERIEOVT, BL2 OIIT7ITNT KA RCHWTEBI ORI TRET BT
ERIAMIEAYLI-Y (2 -1ERE. WHATvD) Al0IEFCEBER
DIRSEMIT(IR0N,
T=ALTHUTADERENS. T—HIDRERTHIIITIIINT I\ A A% a
LURTFIVTA ORI FEZ B INREEN ., KIRRIRIGRIRARRERT

OFEREVSE S THRANMIAREE P BIEICRI I AN+ TIER L,

RRRARRAIDAF—ALE (As-1s)

<u¥5=§>
Z'KA.:IEEH&U‘H =10}
:IEE/_J_\O)%—:/E
7—/ \'f AMERIDE

BE-BERE

<ER#E>
- [EEREUSET —SEUSHIE
HREHEL TR
F/AZERIDER
T FIIF1%EEL I I
IEHOT /AT —-IDAR o
R AIYT NEEEDIRR BRI/
CROZRAYD

1. AAJR-ESES (eConsent)

o ANRTIUICLBPersonatErl. DIDERERWARASYT (USSP
/CROZ#AYT) tMPairinglc &3 TrustiREARIEDIBE

o FARRAAYD (RURER{PEE/CRORAYT) EPairingzZUEiF =T, AAHER
RUBIEEENT TURLEX . EEHERIOT /N1 RICFRRUE
eDocument(cDIDICHRDIFTAB N 1BERNSeSignaturez&iE 2L TRIE
BE0IOtR%8fH1{t (=eConsent)

2. PHR (91I737)WV7N\1 Retc.) OFIEA

+ 1.0PairingBF(C. DID mappinglCCR—OFIBEE (I>7474) THBIE
DFESNIEEDII 7S TNTNA AEB A — NIAUNITRELRDID%E/\TJIC

LTS —ALRICPairingZE4T. &, £U175TW7/)\AZh5(E1.0RED
HHENTT —9EHE (T-4ES6EN. PairingUic 1-HRITOHT -4
AR =SHSHIER]) EFREEIEE T HEEZBITI-T > >INk
DEIELTIE. —REE2EABRE S HEIE(C#L TDeviceT —IDIREADRE
BEHICEREUREFR TODevice datadifit - L CORIEBIHET

5
« 1L.OZRTTY ENSEREE (PairingDfizil) HEJEETHD. FERIE
BF3T—9DOHBZEL.

LEIKRU2%, &YOPairingBF2AvFIRA> he LTS —ALRICKIRT 2.

BlHI3I1-RT—-RADEEAF—LE (To-Be) (HREHRBFDIZS)

BRI/

TSI — BE-WRE CROZ%YT

Palrlng m &

'&D T

EIREFENT \
B2 BELEy
= F—Aoism
<
Ly LY
F-ANRHIES - ZHE F—ANRIES - ZHE Y- 2FER
SXFLRACYI
JobaiRgt JobRIRM goezpp | 728V
SATLIRHEESE




2.3. R -BHICEASFE - ME

<AFFPOFREDERFRAERSF DM EAER (20224F) * 1>

EEm-EEES. BEERSRMm. [REMF. JABR. PMS. SAZHAFE. BRAREAZE.
Toftt (AYER—>3v&m) ORER tToftt (ENHL) OPIER

<EFRLRFORFEICHITFRE>

- 10FEU LR T100E~31T000EMAFIEOERN N E *2
- BRINEEER : 0.0077% (20£FEdN) — 0.0044% (BR1E) *2

- BRMoORSYY -5 : 0.45*3

- 20205 FTOEIASEFERICEK THEBENEFE246mB D55,
72% (1768H) HEATIERED*4

- ERFRAREOEEE2016ENS2020EETORTT16% £ 7 +4

" EERS = EyEEHLee = (PEEBER = EETEERER
- EAERSRE - RER HSICTERAE " BT *2 ERRERL YT 2021 BRHE; BESBE
" ER—SI RS n 5 EEGRAAZT n IS TERRRIATS https://www.mhlw.go.jp/content/10800000/000831974.pdf
= Fifi- FR = ZOfth *3 K597 - 5 OB PMDA hitps:/www.pmda.go.jp/files/000249387.pdf
' i ini - cu = T . 4 Ry -3 | ERFAREOIRRETOREY, BB
* 1 jRCT (Japan Registry of Clinical Trials) Z6&(CEH B & https://jret.niph.go.jp/ https://www.jpma.or.jp/news._room/newsletter/205/05pc-01.html
R e e s N _ *s AN O~/ ULEERDSHEIRENZE PRRMA/EFPIA
* JRCTICEFRENTVBPMS (EFARRIERE. BISIRGTET —IN-ZAHE . REIRTTEIRRER) http://efpia.jp/link/18th_Conference_on_CRC_and_Clinical_Trials.pdf

DOFERIIBRTERI THI. PMS(‘_EBL\'C(I.ﬂa ﬂ%ﬁ@@(t‘ﬁiﬂébﬁﬂinb\ BE BN
EXEROBIHERRERENEMENS.

A OERERMAFRHIS SN RRENERTELT S LI, BERELEBUEERREEEOZISMERLTNS
TORSIBRIRELBOTVION, ERERFIREFCHITFEMNRBDAE— REIANTH S *5

A1-AT—-Ad. BEARHERR Y ERRECH T SRR OERER L. REIRIHOILARR VA MHliRZRIRL DD, A
AJEEIEDR VIS I P TRLT ERRAFR RV EREROERRFNORA LICFSIS. Bl K1-AT—AZiEL
CHERHBRR U ERRIBICETFBBIEBOMERANL -3V DRE. L¥1L—-23a>0REBEUVICHEIFTEEILICULEWL

10



https://jrct.niph.go.jp/
https://www.mhlw.go.jp/content/10800000/000831974.pdf
https://www.pmda.go.jp/files/000249387.pdf
https://www.jpma.or.jp/news_room/newsletter/205/05pc-01.html
http://efpia.jp/link/18th_Conference_on_CRC_and_Clinical_Trials.pdf

2.3. HR-BHICESASZE - lE
DTRA (Decentralized Trials & Research Alliance) mentions DCT 2.0

Glossary Please enter a clinical research word in the glossary search box or you

can find all of the words listed alphabetically below.
Industry Terms
and Definitions tokenization

DECENTRALgI(ZED TRIALS T Tokenization

R E S EA R C H A L L I A N C E Encrypting and transforming PHI (Protected Health Information) or Pl

(Personal Identifiable Information) into a unique, universal ID number to

DTRA: https://www.dtra.org/

completely deidentify the collected information across different

MISSION technology systems. In clinical trials, tokenization is sometimes used to
The decentralized trials and research alliance enables collaboration of stakeholders to . . . .
accelerate the adoption of patient-focused, decentralized clinical trials and research enable patient matching and linkage of RWD from disparate sources.

within life sciences and healthcare through education and research.

VISION
Our vision is to make research participation accessible to everyone, enabled by the
consistent, widespread adoption of appropriate decentralized research methods.

Craig Lipset [Co-chairman of the DTRA]
At the most recent conference, he presented a future that
would transition to "DCT 2.0". In this context, he proposed the
concept of "Patients BYO-RWD".

CMIC joins U.S.-based Decentralized Trials & Research Alliance

(DTRA) as the first Japanese Founding Company DCT 1.0 DCT 2.0

* Clinicor home * Locations beyond home

January 12, 2021 0
CMIC Co, Ltd. * eConsent * Next gen participant support

* Videovisits * Participant choice & flexibility
Tokyo- January 21, 2021 ~CMIC Co Ltd. (henceforth "CMIC”) has joined the Decentralized Trials & Research Alliance e H .. «  Site BYO-HIT (Health
(henceforth “DTRA"), an alliance seeking to accelerate the broad adoption of decentralized clinical trials, as a ome visits ite - ( ealthcare
Founding Company. DTRA is an alliance that was convened in the U.S. on December 10, 2020, in order to advance * [imited remote monitoring information tEChnO’Ogy)
decentralized clinical trials by uniting mainly U.S.-based healthcare companies, regulators, patient groups and e locals pec. imens * Patients BYO-RWD
research organizations. As a Founding Company, CMIC will join the DTRA Leadership Councll, effectively advancing i ) . )
decentralized trials in Japan by strengthening its connection with respective organizations and companies in the U.S. * Supp’y chain home * En defnt modernization

DTCT YA > DEEFRRERDIEIZICH VTS, BFREROEREHEERVE LTHEROEGHEMZIBERIIIFHRTES AT
ADNBERTGRTHD, GlossaryDTokenizationlcBWTHEEDEBELTERENTWS
E(C. DTRAKDEDEERLDDCT2.0. FTEFRUOTNCHESTOTAS IR=33> D RIBEN TV
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