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& EE
BLA Biologic License Application (445709 BLHIAGE &S
BWS Best-Worst Scaling
CDER Center for Drug Evaluation and Research
CDRH Center for Devices and Radiological Health
CHMP Committee for Medicinal Products for Human Use
ClinRO Clinician Reported Outcome
COA Clinical Outcome Assessment (F&AR 7T ™7 b~ 77 L FEAM)
COI Concept of Interest
Ccou Context of Use
Cure Act The 21st Century Cures Act of 2016
DCE Discrete Choice Experiment (B His IR 52 5k)
DHT Digital Health Technology
EMA European Medical Agency (BN [EZE 5T
EUnetHTA European Network for Health Technology Assessment
FDA Food and Drug Administration (K[ £ ity [ 355 4 J&))
FLACC Face, Legs, Activity, Cry, and Consolability
GTA Grounded Theory Approach
HAM-D Hamilton Depression Scale
HTA Health Technology Assessment ([ HEFR7FA)
HRQoL Health-related quality of life (f&HE(ZRE9 2 AETEDE)
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& EE
ICH International Council for Harmonisation of Technical Requirements for
Pharmaceuticals for Human Use (1238 & 81 il §Fn [E R 2 %)
IMI PREFER Innovative Medicines Initiative patient preferences
ISPOR International Society for Phamacoeconomics and Outcomes Research
(EBREERFE - 7 7 b AR
MDIC Medical Device Innovation Consortium
N.A. Not Applicable (%472 L)
NDA New Drug Application (TSGR H &G
ObsRO Observer Reported Outcome
PDUFA Prescription Drug User Fee Act
PED Patient Experience Data (FEE BT — ¥ )
PerfO Performance Outcome
PFDD Patient-Focused Drug Development (F&75 50 D [ 3 BHFS)
PPI Patient and Public Involvement (FB& i RZ M) & L <%
Patient Preference Information  (£E5 188415 )
PPS Patient Preference Study (B #AFF5T)
PRO Patient Reported Outcome (FREHWET ¥ K I 4)
QALY Quality-adjusted life years (EHFEATF4)
SF-36 Medical Outcomes Study Questionnaire Short Form 36 Health Survey
SW Swing Weighting
TT Threshold Technique
USPI United States Prescribing Information (CKEWSf} 3CE)
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— B fE8t (E22: General consideration for Patient Preference Studies) D #' A K7 A U AERK A3 A
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2. FHRRICERT D BERBRERENOBM

LY JF2 0 53 H S 07~ PRO L ONPFDD ICRHE L7 H A & v A& X 2-1127-1, 2
TIEINLDOHA X ATOWTIREDT 5, 728, KNP OET Draft IRNAE Sz F %
KT,

PRO
(EmaD ][ FDA ii) ][ EVAi) | TESEE0
o 6 0 0 00000
2005 2006 2013 2015 2018 2021 2022 2023 2024
"reD EFOFIN B
PREFER (i) |J[ FDA i)
FDAwu}] \

EMA, IMI -
o | ICH (viii) |
e
ICH (xi)

2-1 B RSB RH & 72 PRO L ONPEDD ICH#E L7-H A X A

i) Regulatory guidance for the use of health-related quality of life (HRQL) measures in the

evaluation of medicinal products - Scientific guideline '? (2.2Z:Ff)

ii) Patient-Reported Outcome Measures: Use in Medical Product Development to Support

Labeling Claims® (2.1.1%/%)

iii) Appendix 2 to the guideline on the evaluation of anticancer medicinal products in man The
use of patient-reported outcome (PRO) measures in oncology studies '? (2.22:R)

iv) Patient Preference Information - Voluntary Submission, Review in Premarket Approval
Applications, Humanitarian Device Exemption Applications, and De Novo Requests, and

Inclusion in Decision Summaries and Device Labeling? (2.1.2%: /)

v) Patient-Focused Drug Development: Collecting Comprehensive and Representative Input !9

(2.1.35H)
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vi) Qualification of a Framework and “Points to consider” for method selection along with

five methods for performing patient preference studies to inform regulatory and HTA body

medical product decision-making 2" (2.3%1%)

vii) Benefit-Risk Assessment for New Drug and Biological Products 1> (2.1.42:/)

viii)ICH Reflection Paper on Proposed ICH Guideline Work to Advance Patient Focused Drug

Development > (2.5%: )
ix) Qualification Opinion of IMI PREFER 20 (2.32:H#)

X) JEAEFEE R IR B RS T U N I A (Patient-Reported Outcome:PRO) f#

FZOWTOTA Z o 2E D 2451)
xi) General consideration for Patient Preference Studies® (2.52:f)

xii) Incorporating Voluntary Patient Preference Information over the Total Product Life Cycle ')

(2.1.521)
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[ e
PFDD/PED
COA BEFEIFIFR
PRO 2SR A ~. Bk Vabi ]
: 251CHvI) ||~ 2510H 0 ]
4 =L
- —— PFDDL PFDD2
ExS Lo W el (EHAER)
jcoey 213FDAv) || 213FDAV)
(COAER - BI%) 2.1.4 FDA vii)
2.1.3 FDA v) (BREFfE~ ;&)
PFDD4 2.1.3 FDA v)
[ (COART > KA ¢ F’\UD;EFFJJ 23 ”V” PREFER
vi), ix)
2.1.1 FDA ii) N
o 2.1.2 FDA 1Y) | .
A 2.1.5 FDA xii) || :

X 2-2 HRHIY R0 53 & 4u7= PRO S OV PFDD (ZBH# L 7= 47 A & > A D Scope

21 FDA

211 Patient-Reported Outcome Measures: Use in Medical Product
Development to Support Labeling Claims
KA AL AL FDA 725200642 12 KT 7 M, 2009412 H I HA TRR 2SR H S A7z,
PRO % AW TEFEM &K OERMER DA N A2 R T 72 OB R B PR BT o X220
TFDA DEX Hanm LI LELER>TND,

1EDESE & FER, BENOEESEON D HEIREICEST 528454 PRO & L TEFKR LT
BY, 2O HMREREL K OEREESROEIMEZ R TR LTEHRNT Z & LT
%)o

R ¥E3 PRO & W CHRIRBHZ 217 9 BRO$REH & 72 5 K 5 72 PRO OBA%E. (5HEME
Y YEDOFEM, A RER T PRO 2T HEHEE & A, PRO T — X OfifffriF DR
BEREICHET MR TA X AREGEEN TN D,
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212 Patient Preference Information — Voluntary Submission, Review in
Premarket Approval Applications, Humanitarian Device Exemption
Applications, and De Novo Requests, and Inclusion in Decision
Summaries and Device Labeling

AKHA Z 2 ZNT FDA 7 5H20154E5H 2 KT 7 ML 2016458 A IZHaf TREAS S HE S i,

KITA L 2D BENIH LD ERERROARBHFEICB T 517 4 v b - U A 75T
BWT, BEORIHEREZ EOL I ICEETL2NEWMRICT 22 L Th b, EREEZ X
L LIEXETEHLN, X7 4> b+ U AT FHE~O B R O %R~ T Fe A O
FDA A X A ToH Y, EMER - EER S E O T BFBIFIFEOTE A 2 L T\ 2,
FDA O B IEIZ Patient preference information (PPI, EEEAFEHR) N ED X 5 ITiE#H %
T 20 RTINS ONEENTND, £z, PPINEEZDORNRT 4 v |- U R
B W THE B IND ATREMERH 5 Z & 25 LT b, PPL &1, {REORIIC
BIFDLINXT 4y b LU RAZITHT 2 BEOMHIREE L SO AEMEDEMER - E &R
PTG 2 597 AT A & ATV T FDA XN PP & H EWICIRHT 5 2 L 288 L,
B BRI A AT 5 & & BIT, FDA OB IRI & FU 7= B B E OB B0
MO LFEICPPIZ ED LI IZED D MNITHONTOHEREEIHE R L TV D,

21.3 Patient-Focused Drug Development: Collecting Comprehensive and
Representative Input

KRHA K2 Z101F Cure Act) K% OV Prescription Drug User Fee Act (PDUFA) VI'DIZ -5 &

FDA (2 & V201755 A ICFEH DOFHEIN AR STz TR OB L OCEEREIZRBIT 5 8

HOFEDRKMDHIL] Db DHA LU ATHD, AHA L AT HAE THET D,

LOKEATIRIE20205R6 A . 200 JEA ThRIZ2022452 H ICFE HH S 7z, 20244F12 A A3 T3, 41

K77 Ths, 30 K77 MRIF20224F6 1, 40 KT 7 MliF20234F4 7 12 H STz,

RKHTA XA TIE, £ PED OINEICRBIT 5B EEEAHA L LT, Bz
. BRI E, IRABIIE HIEICOWT, AR FECEEFHEELZHEN LTS,
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I EMERIIFIE T IEIZ DD T Y — )VSOAT S ISR L TR D (B bz A 3
FBIRIZED LY ITHW AoV THLELINTWD,

X 5T Clinical Outcome Assessment (COA. FEIKRT 7 k77 L5FEAf) O OBHFE & I
KRB DT RARA ¥ FADFLAIAFNZDONTIR BN TN D,

KHAH o ATOPED DEFRITIZE T LIZEREFETH D,

BIHA L ZOMEITLL T DY Th 2,

PFDD Guidance 1'0 HA X AT, BEDPOIERZINET 2R EFTH T 5
BUCRIATE 207V v 7B DN TER LTS, £
7o HEI DIER AT D N ERET DBEOWIER 2 ) Y —F 7 =
AF a v &k IGRREROER L O 7Y 7 g OB
FehEte) & OBMROMELRT,

PFDD Guidance 2 '? TA K A2TIE, HA H 2 ATUTHRRE ST AD D
SlE I IEERF L, ERO ED X 5 2 filmE, EERORE,
K OEDMOENEFITE > TEHETH DLW THER
EWEET D, EVERIRF RO ERICB T HRA NS T 7T 4 Ak

ZIREDE Y Y — 22 OWTigam T Do

PFDD Guidance 3 ' HA K A3TIE, FHHODIZBHEIZE > THEHERBELO
HHMERD Y A S OUFEITE Y T, B, T K ORIKE
DHEHETHL EFFELELOTNTHBEREIZL Y R TE
LT TIERNZ & FRFFHETE 2D TN &%
L, RHA L ATIE, BB T 77T 5T~ &
IHE OBR, WRNCHEEIC L o TEERT U b AEFHNT 5
7o D BTG L72 COA DOFRFE E 72 I1IBAFRICEE T 2 M %
v B 5,

PFDD Guidance 4 ' HA K A4TliL, COA BLEDFHEEH OB, B dH D
HBENRA a7 OB BRI N T —Z OIEE., 7T, R M
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e Z G T, B Y ROBERREDTZDOFAMEE ~D
COA DFAIAARIZEET S FE v 7 Z#HL0 EIF 5,

214 Benefit-Risk Assessment for New Drug and Biological Products
ARIA K2 AT FDA H320214E9 A2 R 7 7 R, 2023410 3 IZhaf TR HH Sz,

ARAAX L ADBINE, EEHORAR P —R0RAT — 7 RV H—|ZxF LT, HrEAR
i (NDA) A TFHIRAIAGEHFS (BLA) IZBWT, EEBORXRT v b AT
KON A7 EHIZEET 5B EHEN, FDA 237 9 iillkan & Otk O #HH|_E oz &
DEDNCHETLINZHLNITLHZETH D,

KA X ATOPEDIXIETHEITIZER L IZFEFREETH LB ARKTA X AZHBNT,
PED (%, AGRRI7Z CRLFRBE L EOLERNLOT A 7H A 7 VEBE, "X T 1 v
ke U R 7FHIOIZIET X TOmICHERZ R TE 5 L3 STV 5, #il 21X PED 23,
RIER NEDIRRENEEIZRIETTREJEREKLOT U Ay MAT 4 I =—XZxd 5
FDOEZ, BEICLOTROERDHDLORIXT 4y PO, XX T 4y FEVATD FL—
RA 7 R ORHEREMEDZ RV EEZ N D 2D DT L 2@ LT 5,

AILETIL PPL L PED O—fliL LTEFR S, BHITE o T b HEREIRDZ DA
O BT DR BFEMAUET D 2 & T, =2 KR A > MRIRE COA BIF DR
WA sz, BIbT2ZENTEDLLERRNLNTVND, FHIZ PPI AL THNL S (il 2
ETFRENDEINRT 4y ML T RBEICE2ERZR Y 270U 271283 2 A
PFET 2565%) bt ST o,

215 Incorporating Voluntary Patient Preference Information over the Total
Product Life Cycle
2.1.2020164-0 FDA A # o 278 L <5 BT, 202459H FZ 7 MRIODFEH =
niz,

RKHTA X ATIL, EREEOZEEIEIZBWT PPL % FDA N ED L HICEET DL

BIRRTW5, BEBGOIEHBER « AR - S HIZERANA T A0 &0 BARR 728
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B, BRI BRI E A — ADOFEHFEI 3 E  GEHEH STV 5 1E0, B0
FA4 7Y A VEE LT PPL OV & EEN R BE RO FiEm b EE I TD
éo

KRITA Z 2 ZZBWNT, PPLIE, 2028 Ak, MAIL L > TRARLT U I LARZ O
DFHEIZBET 5 BE ORI R EE L SO BT 2 @R £ 72 13E &rRHE & &
FEINTW D, EFEIROMHLCIBRICBET 27 4 v R & U RZIZONTORkX 78
FHOWBMNE £ D, PPLIZPRO (FBE DREFRIRIEIZ OV T, BRIRELMOFENNT K 5 E
EREIRZ A D Z &7 BENDESEGONIMEICESHE) LTk %
WEARTND,

INETFDA MOHTETA K ATIE, 21407 4 bk« YURTFMHA Z A
THRZIZOWVWTE R EINTWDEE D &R & FITBBEMNKIGTH 7205, KA
A UATIERETA T A IV Ex G E LTV 5D,

22 EMA

2005412 Regulatory guidance for the use of health-related quality of life (HRQL) measures in
the evaluation of medicinal products - Scientific guideline| 70 K7 7 MRAIFEAIT 41, 20064
(ZHEATIR & 72 o 72, T O3CETIRERR G ORI 31 2 @ISR+ 5 4215 0 E (HRQoL)
DALEST 35 C b T D,

Flo, BIRFEM DT D A # 2 AHEH [Clinical efficacy and safety: antineoplastic and
immunomodulating agents] '9& L CHED LN TWD, AUA X A0 HMIL, HEARERIC
BWTIRIEL S NIRRT 1 b VR 7 20T 50 REEFEORE ., BRERIRERO T ¥ A
Y. T RRA L ROBRIR, X7 ¢ b VAT DEWEH OREE, Huhs AR D
IRBAZEICB T D 4aEt 2R3 2 & Th 5, HIREFR2 [ Appendix 2 to the guideline on the evaluation
of anticancer medicinal products inman| '9Cl&, Bl ROBLE S P AFEERIZEBIT 5
PRO DA e OEREICBE 2 TR OEICE R ZH T TN D,

EMA & L TTIXPFDD TR D A X v A TR H LWy O D %9 5 IMI PREFER

DB Z IR AE L TW5D, (3% : Qualification Opinion of IMI PREFER 29)
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2.3 IMIPREFER

IMI PREFER & EUnetHTA (% [Qualification of a Framework and “Points to consider” for method
selection along with five methods for performing patient preference studies to inform regulatory and

HTA body medical product decision-making | 2D 20214-3 H (2% L7,

AHA KA (LI IMIPREFER A &2 A L42%) Tik, 20154E 12D 5172 MDIC #
HEDG N CDRH A XA (21228) oA BEEGOM&RIcES&, B
IE A AW BRI EIZ DUV CRERICEH L T %, IMIPREFER 7 A % > A Tid, B#F
WIS H R S A A OITEMER B ERESLERGATH L Z EPBRRENTND, A
TEIAERITHGORRT v b« VA7 FHERCEIRMBAFED T A 7% A 7 L O BRI
BIDIEEREDOTmEAIZED L Z L OFRAENRSNLN TS0, FITAHAMENMEN
= ZIZDNT BN STV D T2 O ThERRT 5 & K,

IMIPREFER W A %> A Tld, ER/TEMBIFIIETFIEL BICERZHTTEY | FIIE
ESRAPAFZE TR B LTI Discrete choice experiment (DCE, BffGRIRFEZER) 72 SHEOMR
BFEERFI L EBITHIT LTS, £, BERED -0 O BERIFIITEOFHEL, 5G],
FEhii, W5, LB a—&{EET 5729012 PREFER 7 L— AU —7  BHE BRI TIEDOR
RIZBT2BERREbRSNTWD, eds, BRI EMEIAFEFIEIC OV TEH F
D fildn H AL TIEVV R,

IMIPREFER I3, BHERIFFIED BTN T, FTIEOBTE & TR OEFEO M CH)
AL L CW D BUIRISKRIGR T 2 72 DI S 47z, BIfE, BRI B L 7z B R A ge
EgEt, FEh, T 2 HEICONT, JAL —RIZZIT AN STV D HESE IR FIE L 72
W, ZOX v v TEREO L ERHE LTS, EELB LOEFRERD T 1 704
I NEREZBRL CEEPLOBRREL BT 22 LICLY, BEREFEZNDOED L
INEMET RE D, ZOMREBEEREDOY R — MOFRZEICED LS ICFIATE 50
IR LT BT U A HEREEDPMER S Tz,
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IMI PREFER (& [Qualification Opinion of IMI PREFER | 29 #ZHH L, 202244 H (2 CHMP (Z
BHShe, ZOERECITEERIAIEZB L CEEDOERA T2 ED X D ITHIET 20,
EBHYS RO T v ASOMAANNATRIZOWTIRE LT,

24  EAGEE

20234 B A THE AT FIEEEC L 0 | TBEHE T U A (Patient-reported outcome:
PRO) ERATA X A PRFITS N, AHA X AFEI, TEIRRBRICI51T 5 PRO fiff
RAA A, THRBSIZET D PRO AT A 40 2 — ERIRIZIHIT 5 PRO FHiiD 7=
HDOA—YP—=TA F AT xR MR —], TBEREZRD D120 OB ZEE O3EMERIC

o T 5,

MERRFABRIZI T 2 PRO EH T A &0 A ) (FEFEAHBL O Y /I L HFFR, B
R RFHI ] B2 1 38 T 2 iR I EREALL . BRR B 31T D IEE T A BT A BgE e
EDZFZEBWT, PRO WK A O ) EBEE NS 2 T R&EL—L %
HEfE L, T OFER, BRBSCHEITRB VT, PRO OEHRBN BN L H b 2 &
A E LTRSS Lz,

[EREREIGIZ 1T 5 PROEH T A # o A — ERIEIZEIT 5 PRO i D720 D 2 —H—
HA R AP xA M — ] IZEABRSETPROMMAERL L9 58I, 7T %
SNTHFERMNY b2 RS LTER S L,

25 ICH

BB O FHY Jm0ZE RIS L - TEHEMBAFEIZ PED Z B A5 720 O

Z DOWRA g N—FF A AOMENEZRRFTT 2 72DIZ, 2021456 H (2 [Patient Focused Drug
Development] (249 % ICH reflection paper? 3 54T & 4L, X7V w7 aPur— g
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