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S EEBBENEE
[ | ELGEAS-ES
CEICE R AE R
B Eip=EER ZhEedh X orcik
= pRERER K ZE®E ARz
E REBAF L FiEER 5L 1&3ER) L
8 —FA -\ —No. 73 (— BB EE)

UHh—=F_N—=,3—=No.78 RAMTINE THRARTE L O, AIFE L EFEIT
TRZOHOITHESENTEERINCE T LD THLIN, T Ay b AT 4
AN e == BDHNET Ay b XAz b ==X 2 D EHE BT
O LTI, B - BRSNS R PR, Al - FEA~OBE - TROBES D&
D FIZHOWTIE, TBE - TiRZ2 M) (Patient and Public Involvement, PPI)
EWVWIEZFTNHY, BRTHLEFRLAICHERINDS L IR -oTETND,
PPl ([ZOWTIIE R = =2 — A No.h8 [EERDEICRIT D THE - TTESHE]
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(Patient and Public Involvement) %5 2 %] 6 2B\ T, RITOFASCES
DEZFHREETLBLTVDER, AR THLH LD TESEZHEIN LTIV,

A PPI (Patient and Public Involvement) & %
PPI 13 25[E TRANCE Y AN 2 5T, F%%‘-ﬁ&db%: HZ. E 7
%-m% COVWTHIENTh D = & Tl . BF-HEL o, 71385 -

HRIC L > CHEERITOILA 2 L] LD EXNH B, M2 TRIFTIE. e
B (Rl R iR 72 &) | BE&%?“@?%&%@ﬂx IZBWT, Rk
EDOITEE - TTROMEZRD DL L NI LHICEZTBNIENR>T WD,

Patient involvement in medicines R&D

Information to
Protocol , tnal participants

- Synopsis Trial * protocel amendments
Setting 0 - design steering « mew safety information
Research 1+ targel poputation committee aatans‘; Safety
Priorities + protocol foliow up § onitoring Requlal

-0 Protpcol TIVEEANG Socbe 3 Committee A:g::s oy
ARG Investigators  y . penese/nex
Meeting 8 - drop-out issues 4" HaKeolicsun

High expertise in
disease area required

]
'
€3 .
3 '5' ' research resulls 1o
o |patient community /
k-4 g : 1 professionals
g‘“ ) Post-study
@ % ' communication
E i '
3 s = assessment of value
= L I ' . ’
3 % em—. - mability nformation - § pstantrtovent
=2 for research (N '."M"""'m‘,
o Practical i WMW,.\, Health
Considerations § -longuage Technology
Informed Assessment
Consent

(HiFRr) Geissler J, Ryll B, Leto S, Uhlenhopp M. Improving Patient Involvement in Medicines
Research and Development: A Practical Roadmap. Therap Innov Regul Sci. (2017)

15 FL[E National Institute for Health Research (NIHR) ®BhS#£E) [INVOLVE] (Z & % Patient and
Public Involvement M E :

[An active partnership between patients and the public and researchers in the research process,
rather than the use of people as  ‘subjects’ of research. Patient and public involvement in research
is often defined as doing research ‘with’ or ‘by’ people who use services rather than ‘to’, ‘about’ or ‘for’
them. This would include, for example, involvement in the choice of research topics, assisting in the
design, advising on the research project or in carrying out the research.] https://www.invo.org.uk/
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Overview of patient involvement
along the medicines lifecycle at EMA

L. Package Leafiets
‘MN
' STIT AN
Fiss Maragerent

the Public

<

(4 F) http://www.eu-patient.eu/News/News/ema-celebrates-10-years-of-patient-involvement/

COMP: Commties lor Orphan Medona! Froducs CHMP: Cormmitios tor Medsonal Producs for Humis Use  CAT: CommiBies for Advinced | harapses
POCO: Pavdatc Cormtice BAWP . Soeretc Adwce Warng Party BAG: SOorhc Advnany (40D
PRAC I hanmac sagaw e Hrk Asieiuvent | ormiee EPAR | uanpean Pubhs Avseviment Hopon

EXiZ EMA (European Medicines agency. PRINEZGT) OBEHIH D,
EHEFDT A 7Y A 7 WIZEIT 5 Patient Involvement D& Y 55 5 WX A[HE
MERLIZHOT, T_XTOTRIIBWT (B EiX) BF0BE - #1103k
HOLVIME LN BMEPRINTNDHDIEDN, BB 5 XD ICHARIZEIT
DARDUIBE A ETE “EERIBLE” I2hHDH VLo,

B T#FE) MR oxgd, ZEO [TBRE

H AR SC RS (AMED) Tl lEFPFE - BRRSEICE T 285 -
B &1L, EPgE - lRRB ot 20—8me LT, FRENRERE - RO
MREZSEICTDHZE) L LTEBY, ZZTHHARE-THE2 [HBE, FiE, th
Z (A=) RKkoBEFE ] EMHEL TV 5H16, JE[E National Institute for
Health Research (NIHR) TIdFE L HFE~DSE O RIZ/RY 55 & L, [
H. NS, (AT T =y a FATERARY) R, 232274 J—
7 T PN N B BEEI VT FR, R R ER
BIRENTND, WLy, TYFEEFENE) TR R ODREDINO I EIER
KEEEWILS GO A T2 L TEY, #ELHVWONTEFICRDLEVIE
bbbt T, (A#FD) PPLOYEFIT (LKD) EREOZEETHL LB X
TRERMEENTIERNWEA S,

16 https://www.amed.go.jp/ppi/teiginado.html
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PPLIZOWTIFRIERIEICEDL ETO 1B (A7 v7) B"bdEITn
% (FRZM) 17, 5% o Tid, F—EE» TEE - TRAZESINE IS
b L] T, ORBOBBRE IR AL ENINCHE T, Tk TH)
(Participation) &5, 55 " ERBEAS THFZEH T % ICHFZEE SHFZERE R O M
Ml Ahs LT 5 2 L) T, IRBE R E O SNSRI R R
REARILINDIGE R ENZY L, 2 e =7 — A b ] (Engagement)
LIRS, B ERPENY T2 (Involvement) T, HFE - RN THZE/R— K
— ] & U CHgERTE, 7 A >, EEL B, fEROE KT 5 2 & 2B
T 5, MR LIANTO, ERO LRI I D & F I F RS O MR IR OGS,
ERBEHBUREDNRE - E=F — - fHMiFEICB T 5, AT —7 A F—L 1L TD
REENIEE G- &, (&) IAEMT oD THA D,

Patients and the public workingin partnership
S with researchers to plan, design, manage,

evaluate and disseminate research.
Involvement

IT=P A2 b Researchers sharing information
Engagement and knowledge about research
usually after it is complete

2 Patients and the public
Participation are tested as ‘subjects’ of
a study.

KEEDH, hFLEKETIE [involvement]
[engagement] O—EB& L TERLTWS,

C_ HAREROIZER MM (AMED) (2815 5 HY 7
AMED T, EFIZE T 205885 O#EtEIZ B 2 wZHOBEE & LT PPI A
MEST LR TWD (RIX),

17 http!//www.guysandstthomasbre.nihr.ac.uk/researchers/patient-public-involvement-advice/
ppi-toolkit/what-is-patient-and-public-involvement/
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BE-TREER. EFFHR- BEAERORBHAIVIVLOLLRBIL . ZLTORRIFHAC
ENEVWETER - BRENSILILTSLET,

PPl GUIDE BOOK

SNELWERTHR- BE.HTREEH
BEERB ORI~

SmsSyTEA ROBHARICRTS
FRFBECH TR BEER®HE

ARHRE
(RMELET) Ll

E2H - HRLLTD
ERR®I(BREA~D

R ok

https://www.amed.go.jp/ppi/guidebook.html

AMED % PPI IZBF AR —L_R—IB82 8 L, [BREISA—A—AICHD
W, £ TLIFE (Kfn « &6 - NE) | 22X A0 6, ERDE ORI 2
AL RIFEAE L, BESARIFREOTICRIT S Z L2 HFE L, B -
ERAGRERIC BT 28 - TTRZHE (PPI) OEMZEEL £4,.) LESLTW
%o 2017 FIZIFIHFFEHE L RA BRI E L TR SN D TIRIRITTEEICZBT %
B - TRZMEICET 28 AME) ZERZ2 O, 2019 4 3 I TR
FEFICRIT D EE - TTRZEICHET 28IMHE ] EEZIRY FLH5 L L BIC,
wrgEE iy TEE - iRz (PPD A F7 v 7] LUV—7Ly b [ER
WFIE - BRIREER IZ B 1T 2 A - T RZ 1 (PPD) (25W T Z21ERk L7z, £72 2019
FEREST DINED HATFEBA R R EIC FR A TIHMERE 23 5) PPI OHLY 2 (Z
B2l zRdD LI RoTND,

D HARSKT¥R S (B, JPMA) (248600 500 (A

RUSREE Ok TR, pEZE YT 3 2 2025) (2016 4 1 ARE) I2BW\WT, BE
SIREROFEBLE BaT Lo T 5, BENRHEHERZESDT KA
PV —FR— RN LOEARCESELZREIC, RIEZESBLVERLHMIZRES
ERRFEmE = 2 i, IR EOERLRB CIVBETOFREIEHTLZ &

18 https://www.amed.go.jp/ppi/index.html
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Z BE L, BEREENBE A & Patient Centricity 18 & HEME S 5 72 0 DOFRE
i, EHUIES~OI Y AN ED G TV S,

= 3 LN 2 B S B REHE & T, 2 TCoRIEMFEITKIT 5B OFZ1E
L TCESES B D EIE L Ffk i B & LT BB DR Z{ED L EHE 5B
% (Patient Centricity) | & 7 —~ 12 2016 4 L 0 BV fHA N D BT\ 5,
2018 4F 6 AlZix, BEOFZIE) L EEMBHFE—RSEEIEIZ 2D Patient
Centricity — | #HEFEL AR L7121, RN E CIIREEAFE TOEEMLHFIZE
AR | HKERIZE T D Patient Centricity 158 O B 24 5 M OVE BLE#EAH AR
DOENA], B ER P B S~ L= 7 v 7 — MR, FAEIC X B REE O
S, FVEE) 2 K3 D 72 O DIRFEMA, HKRERO BEFIRIC L 2 [RTEE) O
BEROHADBEREDONREE L DA U ZE2—DFERICONTHED ST
Do 2019 4F 9 HITiZ, BRI HRNEBI DO FLEN L —fEgitiie L 5| K14k
XY RNEB O FEFIZUNE L, KFHFI O BRI, FEETIE, 2hH, 4.
FEMEIRF D BE R 2 R T i i TR 367N Patient Centricity (2350 < {HH)
BEIETHIZDDOHA KT v 7 —BEOFZEN LI EREBRE—] 20, BIW
ZIE THEIMAORRZ I, BEHAKEDaIa=r—a VHFEIZDOD
T 2D DB EICE L Dot E BB OFZIED LT EREMBHZE « 3
TENBEHIA L Patient Centricity ([ZEESIFEIZ#HiET 270D I 2=
r—a A RT w7 2R AERK, AR LT,

E HEKERIZRD 5N 5% O A

D TR OIEBE 2N Lz, BT E R TEEREBARICBT S
Patient Centricity (ZHO<IEE)) OH Y F A LUEETHY . A TRLTZ
[ THRO7OIC, F 3B ROV TN TN S = & TIEARL .
BE-HER LT, FEE - HRICE > THIEMThIE - k) LEREH
% PPLICEUY e 7o b D “EERIVELME” 2D EE 2D, b ELER
PPT DOFBFNEMEWTURIZEE A 4UE, FTIEE DN L ERITHED Tk
EWRHDHIEA D,

Prid 201947 H 1 H, ERE - EELOBRBICELZFELBE - THTRET
77 - BERERBURE ST i U, IR - EIRABERICET 2B 2 0%
D7 at A F o mEE, B0 S WBIMREROBEDH V S EICBET 51
WREETDEOOT Ty b7 —LE LT [HBEE-TTREZEa Y —VT A

19 http!//www.jpma.or.jp/medicine/shinyaku/tiken/allotment/patient_centricity.html
20 http://www.jpma.or.jp/medicine/shinyaku/tiken/allotment/pdf/patient_centricity2.pdf
21 http://www.jpma.or.jp/medicine/shinyaku/tiken/allotment/pdf/patient_centricity3.pdf
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(Patient and Public Involvement Consortium in Japan) | 235% . S #1722, #l
HER L LI, ETEFa Y Y= 7 AOIFENTSH L2 5, PPI #5208,
BRICEEZHRELTOLDORODWDTIERNWES I,

(2) H2ffifEe, BE - BRHER

EESDOI3DDMIE

= e A4 il i L
ERpiiE ) 2z xENEE )

(
-

HRETE (B

Aol |+ & B FEYE (+| ZFHEE
\\ RLtE ma )

K KA {E

REF ||BE-RE| ERBERE|| E-BER

BEXRD | |HEMNEEND EBONRE | ERRFO
KRR REDER (EEERL) MIE1E

{2 2 5 40 18
| mE-ERI5 | [ ERER~ORR ||

J\S

(HPT : BEERFY 3 —F2—,3—No.73. 201945 H. )

I OMSMEICOW T, 50 L Z A ERITIFE LRV EED
N5, BRI Y —F~2—,3—=No.73 Tlx. TEEMZH (EROME) 2@E0
T, FICRERANLAN OIS (Fike L), EERitE. B -BERAEZT 5,
FFRAM OB, RCRBOA Y v R EORRTH D, ERDH O
2, IR HABBREICR T ONAMETH Y, ZOEWRTHELIMEE W25, ]
&L, BBENIWAIE, BEREIMEOLIZH D, 22K e R LT 54E
PEPERIE « 1] E GhRAb) Z2EOTRWVERTO A Y v ho#Rft L& 2 Tz
CEHELRLTWEAS, WIHOETHRIAARITITRICE D S E I ERIEFHDN

22 https://ppijapan.org/
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BRSO NS TERY AT A ZELR CITEDNELZ A 9 I2H K (LS aiiE %
EZDHEMRELTESE - ERP—HEHEMY Z LITAARTHA D,

el2 L, B - EROSNEN IR ST, fha Al OFEAGIZ B L Cix 7R
BN L TWD EIEEWEE, fha—ix e LT TAEERDORIE - [ = (35
b)) 1. BE (FRSEXEEHE=ET) & LT, TQOL ol - b (63%) ) %,
FHMEFERE D — 2 L LTEZLND E ZAEN, TNTNORHE D 2 OB 7R
T —H  FREEIZOWVTH B STV D STV 2720,

Elements of Value
= o
Challenge: Map each element (J:b‘Baﬁ ETIEI‘JIC}
into an underlying economic
mm.lm value [ m*ﬁ{ﬂﬁﬁﬁﬁ% ]
— QALYHEAN
EBROE .
— ER v T L ED! yﬁﬁfmwmon
B ealth plan perspective
FBRS8T A
also included
CBEMRMEES] in societal perspective
. TREAOKT 2. Offil
REYROEMH  YPIAY® 3xifE

Ri& FoffiiE A
EEBOEEE BFOEE

Fig. 1 - Elements of value. Note. Green circles: core elements of value: light blue dircdes: common but inconsistentlv used
elements of value; dark blus es: potential n 2 alue; blue line: value element included in traditional payer
or health plan perspective; and led line: value element also mduded in societal perspective.

Defining Elements of Value in Health Care—A Health Economics Approach: An ISPOR Special Task Force Report [3]
(VALUE IN HEALTH 21 (2018) 131-139)

il 21X LRt o XL ISPOR (International Society for Pharmacoeconomics
and Outcomes Research, [EFREIER « 7 7 b LAF9EF2) @ Special Task
Force Report ® IR TS TEREEMN - MED 12 23] &9 DT,
RFD I ODOERPASIIRRE LTETFLENTWDN, 9205 BLAENES
Fr< 8 DIZHOWTIE MEERPHHRMEESE ) L SN TEY | MmO RMH 5 E8
NTHD, LTV, 9EIRORNTHRICEZHRA L LTONDRTnbne L
TIL EROHEEBEESCAHIEMEDIR T E WS bORH Y | Hix R EIRBADOE
FEMEDOHETEDORIZIFZTZEINLIRE O THAH (BEEMA L ORBL L
LT, 4/““?3/@ﬁﬁ@%g@gﬁkwié%@ﬁéaﬂ

(3) PREEZBAOME L BHE - ERAR

BORWT Y Y —F _—s3—=No.73 TIIOREEEARAOME 2 L2 O E D> S M7 S
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MR - =R 7 7)) & TEERE) 02 >0%FHEE UCTHRY BiF, TR
LRl [ 7a— L~ L2 ~OFEBRE L TOMERSH D Lk~ 7-, LR
COVID-19 MEILATN— VX O IR FBUTEESR | 125 D BTN O 24
ZOHDH Y ZHUTHT HIREIEL T EOBASIE, £ I TEER R
~OHEMEBROFIE L Throdnw e Bbhdin, 7 a— ki Ed
B Z T ERE A CEINTHA LTV 7 VWil - R YYESE~DOfF 2 & LT
DT I F v PRI Eh, WS & W) & X EH ATRE R iB I
HDHZ N, BEROBEAEREOZLE “BIEMI XA THDLEHDOEEZ LI,
MEEEZe 2R ] ~DERERE 72> TV D E Wz & 5, PRI A X AER) &
DWVNEHIETIEZRWER EWNWZ LD T, FrHZ—MROIFIZ & o TIXBENEHE L v
ERDONDN, A% TERE - [BERA 7 7 0 TEEERE ICBET 5, EHRE
AR PRI R O NG S XKW T U Ay h e f vy U ke =— X
M - BROMNGPOIBEINTL 200 Ly,
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(1) RIFE->FE > NEF| OLFFEERIZAIT T
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WLT, HOWVTESEA — DRt - IBEL VD EEZBND,

—J7, EREMAERLE HOIIEE TR, EERLE WO M (BEAR) 2@t T,
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INETIZHBRTND K DI, BEFIT L > TUIEFRICET 5 HEHROIET T
DOEEIIHIRE LTEW, ZNAEL T2 L35 B B ARAREN S LIV WS, BED
IR T 52 LT, EEGLORFICEROMER X OE ORMEICE T 5 27
EATEN I DREEER[REIZ 2 D DTV EE 2 D,

BTN (o) THLRHEEZEL | HFROKEKEMNE Th 5 8H DRI
boH, NEFE] OHOEE L QX L5 & #EFAFERO X2 BERTH
B Vo TIER EoORE E . BRI IERENE &S GEEZ) I& > Tobh
DT DIV ENEVSTRZFTOLROMED, REL 200855 LEH
FE 25, LN TIE, WEHK IS/ EERESE EREIZ OV TRET23,
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=SB 0" Value Chain" O EEM
[LWWE/ % WWH—EXTJ
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23 ARIAICBET 2 NEICHOWTIE, BRI = = — % No.58 [ERSTFICHIT S [ - TS
(Patient and Public Involvement) %% x %/, [f No.59 [T#5#] ®O7-®® [Right] 2HH72HTHE R
B~ EHRBOMEOBEIEL - b Z HIFL T~] THEIER LT\ 5,
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24 TEFMERL T A FOERERH] 2oV T FEAFF 0630001 5 FhL 1746 H 30 A
25 https://www8.cao.go.jp/kisei-kaikaku/suishin/meeting/wg/iryou/20181220/agenda.html
26 ERFEME LA I TN D,
https://www8.cao.go.jp/kisei-kaikaku/suishin/meeting/wg/iryou/20181220/gijiroku1220.pdf

27T % EE1-1  httpsi//www8.cao.go.jp/kisei-kaikaku/suishin/meeting/wg/iryou/20181220/181220iryo01-
1-1.pdf
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43 https!//www.bartleby.com/essay/Risk-Communication-At-The-National-Research-Council-
PK34CCBTK6Y3Q

The National Research Council (NRC) (NRC, 1989) defines risk communication as an interactive
process of exchange of information and opinion among individuals, groups, and institutions. The
primary role of risk communication is to provide information to the public to induce appropriate levels
of concern and actions (Covello, McCallum, & Pavlova, 1987). The American National Academy of
Science (NAS, 2010), further develop that it involves multiple messages about the nature of risk and
other messages, not strictly about risk, that express concerns, opinions, or reactions to risk messages
or to legal and institutional arrangements for risk management.

W YR OLVEYR~Y R A bOTeOIL, ORI xIEE - 5 - W28 T, 2R
KORFGOIEERHIGHE), | SCHRE BoERdl - Aivdiss Heshm - FHlin ks 24 - 208
FHMR O SEEZES VA ala=r—va O] (201443 A 27 H)
https!//www.mext.go.jp/b_menu/shingi/gijyutu/gijyutu2/064/houkoku/__icsFiles/afieldfile/2014/04/25/1
347292_1.pdf

45 https://www.who.int/risk-communication/background/en/

Risk communication refers to the exchange of real-time information, advice and opinions between
experts and people facing threats to their health, economic or social well-being. The ultimate purpose
of risk communication is to enable people at risk to take informed decisions to protect themselves and
their loved ones. Risk communication uses many communications techniques ranging from media and
social media communications, mass communications and community engagement. It requires a sound
understanding of people’s perceptions, concerns and beliefs as well as their knowledge and practices.
It also requires the early identification and management of rumors, misinformation and other
challenges.
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