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v ZOIHQLGIE. O&@ER 7 )V IUX L% U TBOPROMT —5%ZEORTC QLQ-C30L k& Zz ] geL LIz E1—45—1E

GhRICAT &, @QBIFDEORTC
PROMAOSHH UTEH R RERIE BB NS, BEIRBEER(SEU ThRAINA AN BRI RZ2 B R(CVERR S 51 /5’7’]7'47 A>SA> TSy NTA— L
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Computer adaptlve testlng (CAT) 0)[]9“}9{5“ EORTC7’(7_'L\§47‘5U73“50)CTCAE-EORTC?’(?L\?“JE\/’]“@“

Official questionnaires

Custom questionnaires

Present start item
(E.g., ‘Do you have trouble taking a
long walk?”)

Item classification

Standard classification | CTCAE classification

Q932 - palpitations

Question - Direction: negative @ - Issue: experiencing palpitations

+000%

v

Select and present optimal

Preferred wording
item > Obtain IeSponse Have you had palpitations (faster or irregular heartbeat)?
4 (E.g., ‘Not at all’)
(E.g., ‘Do you have trouble running fast?”) =
A .
No EORTC Item Library
)
ore .
1 1 . s Item List WISP
Is stopping rule satisfied? Estimate score Questionnaires Module -

(E.g., ask four items) — e e QLQ-C30 Disease-, R Qrnenaed
et issues not responses for

CAT Core c HRQOL domain-, & covered by core re.:portmg of

(QLQ-C30 CAT o i and/or module; et
Yes item banks) specific no available covered in other
R module; subset of PROMs
QLQ-C15-PAL symptoms, 1Ssues, e
ete. - "
StOp QLU-C10D* QLQ-F17 questionnaire, etc.
CAT completed

(preference-based QLQ-SURV100
health utility

measure estimated
from QLQ-C30
scores)

Start item: The item initiating the CAT assessment, i.e., the first item being asked.

Stopping rule: The criterion determining when a CAT assessment should end. For example, it
should stop when a specified number of items has been asked or once the standard error of the
score estimate is below a predefined threshold.

Standalone Questionnaires

PR : Piccinin C. et al. European Journal of Cancer 220:115392 (2025)
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v’ FDAF2009F(CREPEFOERmMEAFEBEMIIC, AGEHREZRIIRE UEERIIER(CHITSPROMER(CH I 35t 2 AR U

v 2016FKETEERPEEMEISORTE - AR TOTAORIRIL, THIRESDIEE

BHiyEUzlthe 21st Century Cures Actl] (Cures Act) HMESI{EEN. PROM(IEE?EFE%@F‘%%W JI/JOD DELTHRIEDIFBNTE

v INh%ER(F. PROMT —ADEREMBEFE - REIFIMIADOER, BEIRRE - AROIRARE SHI(CEI I 5iAFTERET. PROMZFODERRT U M ADT ZAX
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Guidance for Industry

Patient-Reported Outcome Measures:

Use in Medical Product Development
to Support Labeling Claims

C ll‘niml#)leﬂlral

I Health [CDRJ-I)

[Patient-Focused Drug Development 1—X

@ Collecting Comprehensive and Representative Input
(BEORBROR Az EERBRES LR IR (SHHAFADTHDH 1T >R
20205F Exf&hR)

@ Methods to Identify What Is Important to Patients
(BEOMEBNEELEZEIR. REDOFE, [BEOER., UAVERXK
T4y NEDIBHREINET BIHDH(T VR 2022FEHIER)

(3 Selecting, Developing, or Modifying Fit-for-Purpose Clinical
Outcome Assessments

(BEDREBR PR AZEEARER(COE] (CRIRES B2 2HDCOADETE . HFE.
{EIE(CRIT AR 20228 R5TK)

@ Incorporating Clinical Outcome Assessments Into Endpoints
for Regulatory Decision-Making

(COAZFRHI EORBUATEICFERT DL FRA > heU THEMMAD T DD E.
B RT3 H19>2R 2023FERTTR)

HiAf : https://www.fda.gov/regulatory-information/search-fda-guidance-documents

Patient-Focused Drug

Development: Collecting

Comprehensive and
Representative Input

Guidance for Industry. Food and Drug

A, FBREEY —ERDNES . EEDFORFHZ(eEI S L%

Administration Staff. and Other Stakeholders

TU.5. Department of Health and Human Services
Food and Drog Administration
Center for Drug Evaluation and Eesearch (CDER)
Ceenter for Biologics Evalnation and Research (CBER)

June 2020
Procedural
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PROMIS (the Patient-Reported Outcomes Measurement Information System)

PROMIS(at KEEZEEAFTA (NIH) (C&B3A/HI7YRAZST7FITHD. BEIRETD MAERLERDI T — I ERIESE.
(IRT*) ZBFEL. FFEYA hMBURRHLTVD

TEERIRRE, BABEEEDRITE (R TERARMMERIER ISR

PROMIS (I—fixi BPIEIHRBRBZHREVC, BAR, 58, L SMERZAE S SFAN. IREBSFENZZ6HIZ300
ULDiETR=HEIS
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v PROMISOFREIRES 7T M AEBREEARIONEDSFETIREN. E(CEE

Sa2ILRL TS

(—NI=]

v REEMRPROMISIER(ET A AL THIABIGE THD, AL 1—SEISET A M CATIICHIGLTWLS

. T A N v . &8k L 55 O | A = =
*Item Response Theory (IRT) : IRBERIGHE R, #REREOBTEHIE (B : 820, RRIRE, CIEBENEMRL) c&ER (IHB) NMEOLICRIG (EFR. LNIVE) 390 eETIUE T BHETHIEH
!’—‘3
i
oy . £ PROMIS® Adult Self-Reported Health
) PROMIS Domain Framework PN
PROMIS PROMIS Physical Health Mental Health Social Health
Respondent Category Domain Sub-Domain Domain Definition Fatigue
Physical Health Pain Intensity Anxiety
Adult Behaviors that typically indicate to others that an individual is experiencing Core Pain Interference Cognitive Function Ability to Participate in Social
Physical Health Pain — Behavior pain. These actions or reactions can be verbal or nonverbal, and involuntary Domains Roles & Activities
(Ages 18+) ) Physical Function Depression
or deliberate.
Adult Consequences of pain on relevant aspects of one’s life. This includes the Sleep Disturbance
(Ages 18+) Physical Health ~ Pain — Interferance extent to which pain hinders engagement with social, cognitive, emotional, Alcohol
physical, and recreational activities. cono
Adult Anger
(Ages 18+) Physical Health Pain Intensity How much a person hurts I dg
Iliness Burden, Impact
Caused by damage to the peripheral somatosensory nervous system, part
Adult . Pain Quality — ¥ g ) P p_ y - n'r_ ¥ p Dyspnea Life Satisfaction Companionship
184) Physical Health Neuropathic Pain of the nervous system involved in bodily feelings. This damage can be . .
(Ages caused by an abnormality, trauma or disease. Gastrointestinal Symptoms Meaning & Purpose Emotional Support
Adult Physical Health Pain Quality — Caused by stimulation of peripheral nerve fibers (nociceptors) in the Itch Medication Adherence Informational Support
(Ages 18+) Nociceptive Pain context of a normally functioning somatosensory nervous system. Additional Paitn Believfiar Positive Affect O P a——
Range of symptoms, from mild subjective feelings of tiredness to an Domains | . . PP
Adult ST I S overwhelming, debilitating, and sustained sense of exhaustion that likely Pain Quality Positive Outlook Satisfaction with Social
(Ages 18+) u - decreases one’s ability to execute daily activities and function normally in Sexual Function & Satisfaction Self-Efficacy for Managing Roles & Activities
- family or social roles. Sleep-Related Impairment Chronic Conditions Social Isolation
Adult :
{AgesulS+}| Physical Health Itch — Interference General issues related to quality of life impairment from itch (pruritis). Smoking, Substance Use
Adult Spirituality
Physical Health Itch — Quality Assesses the subjective description of the sensation of itch with a checklist.
(Ages 18+) Additional Healthcare Domains
Adult . Itch — Scratching Quality of life impairment from scratching behavior and the physical
(Ages 18+) Physical Health Behavior manifestations of itch (pruritis). Global Health ‘

HA : https://www.healthmeasures.net/explore-measurement-systems/promis

5/30/2025

29



https://www.healthmeasures.net/explore-measurement-systems/promis
https://www.healthmeasures.net/explore-measurement-systems/promis
https://www.healthmeasures.net/explore-measurement-systems/promis
https://www.healthmeasures.net/explore-measurement-systems/promis
https://www.healthmeasures.net/explore-measurement-systems/promis

RE : ZEYPEEKRIAFRICHITBPROME]

2. B OPROERIEENCIRIK
I. PRO(CBEIDHAIVR/Z AT LORMBIRRL (BR-2K- )

If4’F¥5,r:/ OPIR 2 | ¥ | BUR

Office of Pharmaceutical Industry Research

v HREOPRODEYIERKRIAZFTICHIIERTA RS >2(£2022F 1 B ICCDE*LDY)—-XENTe
v' PRO(FFZEDQOLVERIRAUMMED M 2R IR DIE1R THDESNTHD, ERAREROEEFHHIER ZYR— 93

F—RAELTEERENDELTLS

FE

 BEIRETIMADOESR
 BREBRSVIMAATERAREORFE. &R, &
(—) BEIS7IMLANERREORRE

(2) BEIHRS7IMALANERBREORRNY (F2(d) TR

(=) BERST7IMALANERAREDIE
., BEIREG 7D NILRERREOZERESH

f. BFRARICSIHEERS 7Y MHAERDEEEIR

(—) HEEBFEIL-LT-7

(Z) BEIRETIMLZEERATOLY M2 MTRHE

(=) HRTIAERFTIREZ(CHISTZEERE DA
(MU) BREAECBIFZEZEE

(fh) X&T—4

(7X) ZEMRRE

(t) 7I9MILDEFR

(J\) PROZ/z(ZePROMDSAEE HI1H

(FL) U7ILI—IL RERFRICHIFBPROZEZ(ZePRO
7N BFLEERE7INIA

(—) ePROAIFE

(Z) ePRO(EAICEET 3 —R%MIREESEIE
+. EEEEEMEAr0E BIE

ePRO:EBFHIICINETIBPRO

*CDE : EERBEBFTEL>Y— (Center for Drug Evaluation)

PROR ERFE1Z
gim w—
EF2 b NEOR
FaEa l \
& 4 A ]- ?RE ;E'TEE_E ﬁfﬂ
EFZFZ L
= \?’%aﬁl‘?ﬂ /
i—sE
Ba S BEADIEE RETIE - REOEEFE]
BLEEEES
EET—ILOEIL » BERABEADHE
A FE 2 —¢ Delphi

R BEWRETIMAOEYIERRIATICHOIIDERICEIZHMRS1> GHiThR) (S88 : 2025/10/24) 30
http://www.cjpi.org.cn/zryyxxwip/rootfiles/2022/02/17/1640591735484325-1640595221872832.pdf



http://www.cjpi.org.cn/zryyxxwjp/rootfiles/2022/02/17/1640591735484325-1640595221872832.pdf
http://www.cjpi.org.cn/zryyxxwjp/rootfiles/2022/02/17/1640591735484325-1640595221872832.pdf
http://www.cjpi.org.cn/zryyxxwjp/rootfiles/2022/02/17/1640591735484325-1640595221872832.pdf

2. BIOPROERIAENLIRIA

=/
2R | BFE
g’ﬂ{ﬁhurmaceuti al In

II. PROERIIARD® (OECDLA—H)

B OECDINEEEIMPROME AN
O REDOPROMT—YUREDIRIE
O REODOPROMT—AURE%=IBSHH

B OECDIC&B3EPREBZEFHE (PaRIS)




2. B OPROERIEBNEIRIN
I. PROFERIRIDO (OECDLAR—H)

H

OPROME A4K; opme LER | 5 | 6

Office of Pharmaceutical Industry Research

OECDJNEE

v' OECD Health Working Papers (202456 HEMNIGRFAE) Tld. OECDHIEEE R UFARNNEEE TH 338N E CHITS
ERILANITORERSET7IMAIER (PROM) OARZRBVRRUNEE . TNE DM _EEARFENADERIRAZEHEL TLD

* 58%0DENT —FUREFUEZILK. 24%DT —IUNEZH R BARFFBERHILK (11%(FZOM 5% EE)
PROMF—4 DY * 63%DEMARIIBPROMT —9ZEEFH75 LA TUIE
(MREBENSVOE, RIS SURBEEIOERZEBIENE. DIMEERER. TIAXVITHIA. HA. FBHEER. BEERORE)

« PROMIOJ5LD96% N EBRDENE(C, 54% N EROERIETER
PROMF—45 D& « PROMITOJSAICEBUNET —ID75%FEEMEE . 53%FEFRMEERM. 47%EBERIIEZENEH
« UIRET-HD59%NOECDDERERSIERAE (PaRIS) PHINEERA>IE1—RAE (EHIS) FOEBRNAZS7FIO—REVTER

- ERENSHCBEDEE : PROMIOTSLD32%TIN-h— (BRREDEEZEFD) | 40%TISEE (EBHRSIOKE 2RO
PROM{ERICH TS BEEREOQEEELZL) 1. 38%TIER-BEHRIEHE (U1— NIz Id1%EZFD) 1ELTER

FBE - -EREORMR - BENSHIEEREDEE : PROMIOTSAND69% CIEBREIOCRICEMT S/ -~ 1. 35% TIERRETOCANOSEE |, 25%T
BRRETOCANOHEXREFTIBRIBHEE ILLTER

« PROMTOJSLD71%(d. BENAS 12 TFYNITA— LTI AUEFEE. 5Ty h IE1-5-ZNTUTER CPROMZE A I B A RN,
BFHRERECER (EHR) ADHEF45%ICEEED, T2 ISHMHA. ITRATERERBEETTEFEZBL

o TARE - DITOHDOABERE. AT LADOEUS - BANOIAEIHIH) . BIfFOEFRIBIRS AT LAEDE ALV OTERENAD

« PROMOURELTERICHITBERIEEECDONT, OECDADIREDFIHFEN X5H - BB DR B IHBWNIEFAR—232 B DO RINCLDERR
HRREBEBMOBENDOAICRENDD R (BFFENRHINE) 125Vt

PROMOIRSELERAAD
R

HEUCPROMIBEZR G BRI 7 TO-FOs8b |, [THELEE 1. [T7—91>2T3AD
waOEE | [PROMOUNELEROERM(CREIdRHOM LI THok

AR : https://www.oecd.org/en/publications/promoting-quality-of-care-through-patient-reported-outcome-measures-proms_c17bb968-en.html 32



https://www.oecd.org/en/publications/promoting-quality-of-care-through-patient-reported-outcome-measures-proms_c17bb968-en.html
https://www.oecd.org/en/publications/promoting-quality-of-care-through-patient-reported-outcome-measures-proms_c17bb968-en.html
https://www.oecd.org/en/publications/promoting-quality-of-care-through-patient-reported-outcome-measures-proms_c17bb968-en.html
https://www.oecd.org/en/publications/promoting-quality-of-care-through-patient-reported-outcome-measures-proms_c17bb968-en.html
https://www.oecd.org/en/publications/promoting-quality-of-care-through-patient-reported-outcome-measures-proms_c17bb968-en.html
https://www.oecd.org/en/publications/promoting-quality-of-care-through-patient-reported-outcome-measures-proms_c17bb968-en.html
https://www.oecd.org/en/publications/promoting-quality-of-care-through-patient-reported-outcome-measures-proms_c17bb968-en.html
https://www.oecd.org/en/publications/promoting-quality-of-care-through-patient-reported-outcome-measures-proms_c17bb968-en.html
https://www.oecd.org/en/publications/promoting-quality-of-care-through-patient-reported-outcome-measures-proms_c17bb968-en.html
https://www.oecd.org/en/publications/promoting-quality-of-care-through-patient-reported-outcome-measures-proms_c17bb968-en.html
https://www.oecd.org/en/publications/promoting-quality-of-care-through-patient-reported-outcome-measures-proms_c17bb968-en.html
https://www.oecd.org/en/publications/promoting-quality-of-care-through-patient-reported-outcome-measures-proms_c17bb968-en.html
https://www.oecd.org/en/publications/promoting-quality-of-care-through-patient-reported-outcome-measures-proms_c17bb968-en.html
https://www.oecd.org/en/publications/promoting-quality-of-care-through-patient-reported-outcome-measures-proms_c17bb968-en.html
https://www.oecd.org/en/publications/promoting-quality-of-care-through-patient-reported-outcome-measures-proms_c17bb968-en.html
https://www.oecd.org/en/publications/promoting-quality-of-care-through-patient-reported-outcome-measures-proms_c17bb968-en.html
https://www.oecd.org/en/publications/promoting-quality-of-care-through-patient-reported-outcome-measures-proms_c17bb968-en.html
https://www.oecd.org/en/publications/promoting-quality-of-care-through-patient-reported-outcome-measures-proms_c17bb968-en.html
https://www.oecd.org/en/publications/promoting-quality-of-care-through-patient-reported-outcome-measures-proms_c17bb968-en.html
https://www.oecd.org/en/publications/promoting-quality-of-care-through-patient-reported-outcome-measures-proms_c17bb968-en.html
https://www.oecd.org/en/publications/promoting-quality-of-care-through-patient-reported-outcome-measures-proms_c17bb968-en.html

2. BY\OPROERMIEENLIRIA
I. PROERIARD® (OECDLR—K)

HH

OECDIA R : BEDOPROMT—AUREDIHIE om”ﬁ”*

v PROMOT—FUEEICHNT, 38HET220E (58%) T —FURERMEEIEALTHD. ONE (24%) 5 —FUNEDED
R R A A B E R CIEAL TLE

v BITENFY. A2I5YR, TANST. T2 ROANE (11%) [FHEDIA. SEOEAOESEEELTHD. SEDF—4
N EE (BRI (SN TLVE

e — PROMZ —SUREEDBAFE(CIA = E R /{75 L AL D SE B GEE

20 F

Romania ERRU. B,
8HE, 21%

OF —FUNERIRE
SOy N — TR ZHhK,
LS 18H\E 47%

15
Ireland

10t s @, @A,
s 4hE, 11%
Colombia -
Austria Denmark ? (38HEH)
] Upscaling of data collection I Eroademmctim I PMm I No recent development

Note: Responses from 38 countries. Countries could submit multiple responses.
Source: PROMoting quality of care: Snapshot survey on the systematic PROMs data collection and use for quality improvement and assurance,

_ S . . . 33
2024. PR : https://www.oecd.org/en/publications/promoting-quality-of-care-through-patient-reported-outcome-measures-proms_c17bb968-en.html



https://www.oecd.org/en/publications/promoting-quality-of-care-through-patient-reported-outcome-measures-proms_c17bb968-en.html
https://www.oecd.org/en/publications/promoting-quality-of-care-through-patient-reported-outcome-measures-proms_c17bb968-en.html
https://www.oecd.org/en/publications/promoting-quality-of-care-through-patient-reported-outcome-measures-proms_c17bb968-en.html
https://www.oecd.org/en/publications/promoting-quality-of-care-through-patient-reported-outcome-measures-proms_c17bb968-en.html
https://www.oecd.org/en/publications/promoting-quality-of-care-through-patient-reported-outcome-measures-proms_c17bb968-en.html
https://www.oecd.org/en/publications/promoting-quality-of-care-through-patient-reported-outcome-measures-proms_c17bb968-en.html
https://www.oecd.org/en/publications/promoting-quality-of-care-through-patient-reported-outcome-measures-proms_c17bb968-en.html
https://www.oecd.org/en/publications/promoting-quality-of-care-through-patient-reported-outcome-measures-proms_c17bb968-en.html
https://www.oecd.org/en/publications/promoting-quality-of-care-through-patient-reported-outcome-measures-proms_c17bb968-en.html
https://www.oecd.org/en/publications/promoting-quality-of-care-through-patient-reported-outcome-measures-proms_c17bb968-en.html
https://www.oecd.org/en/publications/promoting-quality-of-care-through-patient-reported-outcome-measures-proms_c17bb968-en.html
https://www.oecd.org/en/publications/promoting-quality-of-care-through-patient-reported-outcome-measures-proms_c17bb968-en.html
https://www.oecd.org/en/publications/promoting-quality-of-care-through-patient-reported-outcome-measures-proms_c17bb968-en.html
https://www.oecd.org/en/publications/promoting-quality-of-care-through-patient-reported-outcome-measures-proms_c17bb968-en.html
https://www.oecd.org/en/publications/promoting-quality-of-care-through-patient-reported-outcome-measures-proms_c17bb968-en.html
https://www.oecd.org/en/publications/promoting-quality-of-care-through-patient-reported-outcome-measures-proms_c17bb968-en.html
https://www.oecd.org/en/publications/promoting-quality-of-care-through-patient-reported-outcome-measures-proms_c17bb968-en.html
https://www.oecd.org/en/publications/promoting-quality-of-care-through-patient-reported-outcome-measures-proms_c17bb968-en.html
https://www.oecd.org/en/publications/promoting-quality-of-care-through-patient-reported-outcome-measures-proms_c17bb968-en.html
https://www.oecd.org/en/publications/promoting-quality-of-care-through-patient-reported-outcome-measures-proms_c17bb968-en.html
https://www.oecd.org/en/publications/promoting-quality-of-care-through-patient-reported-outcome-measures-proms_c17bb968-en.html

HH

OECDR& : &

10% . NGO (FEEufFirH )

$980%z LTV

DPROMT —HUXE =B S#H
v PROMIOYSLDT —FINERIBLE T30, BUAFHERIN34% | FRERN27% . KFN19% . LS MR

2. BY\OPROERMIEENILIRIA
I. PROERIARD® (OECDLR—K)

OPIR 2B | HFE

R

Office of Pharmaceutical Industry Research

Hh'6% . BREIEWAN 3% THD. F—HUREDEEMRKL. BATFHE. Kb, KFET

Mumber of programmes
25

PROM7F —SUREE DTz H#H 18

IATHERE b

10

Germany

England

0
I Govemmental crganisation Hospita

RF LN NGO EH&®
et
Switzerland
Morway

University Regislry Non QovemiTenal organisalion

Note: Based on 55 programmes. Countries could submit multiple responses.

Source: PROMoting quality of care: Snapshot survey on the systematic PROMs data collection and use for quality improvement and assurance,

2024.

Frivate enity

EHE&SE,

20E, 3%
NGO, =, 3%

ANE, 6%

LIAN),
6N'E, 10%

AT HERE,
210 \E,
34%

%5505 hADOEMEARTH D621l NEEID
X 38NEF24NE (63%) HElZE

34

H AR : https://www.oecd.org/en/publications/promoting-quality-of-care-through-patient-reported-outcome-measures-proms_c17bb968-en.html



https://www.oecd.org/en/publications/promoting-quality-of-care-through-patient-reported-outcome-measures-proms_c17bb968-en.html
https://www.oecd.org/en/publications/promoting-quality-of-care-through-patient-reported-outcome-measures-proms_c17bb968-en.html
https://www.oecd.org/en/publications/promoting-quality-of-care-through-patient-reported-outcome-measures-proms_c17bb968-en.html
https://www.oecd.org/en/publications/promoting-quality-of-care-through-patient-reported-outcome-measures-proms_c17bb968-en.html
https://www.oecd.org/en/publications/promoting-quality-of-care-through-patient-reported-outcome-measures-proms_c17bb968-en.html
https://www.oecd.org/en/publications/promoting-quality-of-care-through-patient-reported-outcome-measures-proms_c17bb968-en.html
https://www.oecd.org/en/publications/promoting-quality-of-care-through-patient-reported-outcome-measures-proms_c17bb968-en.html
https://www.oecd.org/en/publications/promoting-quality-of-care-through-patient-reported-outcome-measures-proms_c17bb968-en.html
https://www.oecd.org/en/publications/promoting-quality-of-care-through-patient-reported-outcome-measures-proms_c17bb968-en.html
https://www.oecd.org/en/publications/promoting-quality-of-care-through-patient-reported-outcome-measures-proms_c17bb968-en.html
https://www.oecd.org/en/publications/promoting-quality-of-care-through-patient-reported-outcome-measures-proms_c17bb968-en.html
https://www.oecd.org/en/publications/promoting-quality-of-care-through-patient-reported-outcome-measures-proms_c17bb968-en.html
https://www.oecd.org/en/publications/promoting-quality-of-care-through-patient-reported-outcome-measures-proms_c17bb968-en.html
https://www.oecd.org/en/publications/promoting-quality-of-care-through-patient-reported-outcome-measures-proms_c17bb968-en.html
https://www.oecd.org/en/publications/promoting-quality-of-care-through-patient-reported-outcome-measures-proms_c17bb968-en.html
https://www.oecd.org/en/publications/promoting-quality-of-care-through-patient-reported-outcome-measures-proms_c17bb968-en.html
https://www.oecd.org/en/publications/promoting-quality-of-care-through-patient-reported-outcome-measures-proms_c17bb968-en.html
https://www.oecd.org/en/publications/promoting-quality-of-care-through-patient-reported-outcome-measures-proms_c17bb968-en.html
https://www.oecd.org/en/publications/promoting-quality-of-care-through-patient-reported-outcome-measures-proms_c17bb968-en.html
https://www.oecd.org/en/publications/promoting-quality-of-care-through-patient-reported-outcome-measures-proms_c17bb968-en.html
https://www.oecd.org/en/publications/promoting-quality-of-care-through-patient-reported-outcome-measures-proms_c17bb968-en.html

2. B OPROERIEBNEIRIN
I. PROFERIRIDO (OECDLAR—H)

2| BT | BUR

OECDICLBEIREEZE R : Patient-Reported Indicator Surveys (PaRIS)  grm L L~

v PaRIS(Z. OECDRN19NE*D45m U L DEMHEEERE (1910.78N) ZHRELE. TAIVTT(CHBIBEBRT 7 OREREERTI N AICEE TS
BEOEERIRULEUH TOEBHRABTHD

v KAEE. SOOEBEDEEAER (PREM) & 5DOPROMOSRZ10DEEIBIZTHEMIN. BEEOFB(CEREH CTFAXVTTEERS AT AR
EBETIMABIMAERE OBSEMZBASNCT DL, TUTBERIIES ., BE. EESZMZK, ANE. TOMAT-IRILF-EMHAl [N, 2iENH
DIBERICEET 2T —AZURE T2 EZEIEL TS

v PaRISHABHSESNIHRICRHIRIYFUT B(C(E. [HFEDOFERBIREADIL |V ofe—BENREE7TO0—Fh5. [ AN B S 0—FICES
Z2HT. AR DZ—XZ2HDNABESINTEFEOH I EBETET IVCFBITIDINENHZEL TS

R . . EBMAOEHE. OREBETI A, OERITORR, OERRHS AFADTYLY, QEABLY
I D o DLS BB L ENOCFIZYT M2 AOPNER. GEADREEAIATPORED., LOBROBSNSRES 5N TEFELTINS
. EMAOEMEOR LR EOSEHAEIEELTEELTVS

Patient-Reported Outcome Measures (PROMs) Patient-Reported Experience Measures (PREMs)

s | mew | wew | oo | —ew | scee | BEOE maon wmene) BB Health system design, policy and context
oER |ERom | 7L

R R HaE | -1 | R IS[S B ADEE

Delivery system design

Positive (f/%?s’ Cig;s’ Confident GV%?‘;’ Agree, @
O;tflﬁ’;'gs 242 1 240 | ooy | 290 | g0, AN e 120 | 5o0d, ng;‘eg;y Facility || Main health care professional
excellent excellent excellent 9
OECD = ; ;
PaRISTIIE | . 47 60 8.2 16.6 Individual and sociodemographic factors @
% : positive 83% 66% 59% : 87% 62%

70%) | (83% 71% 50%) | (87% — , _
resgl?gder (70%) | (83%) (71%) (39%) | (87%) @ Demographic, biometric Socio-economic
== and morbidity factors factors

PaRIS¥19%

BEICLERE| 6 4 6 4 5 4 6 4 6 5 g
2 @ Health and healthcare capabilities
PaRISTi9% Health behaviours

BRICTEDE 6 4 6 3 4 4 5 4 5 4
E#

Experiences of care

PROM

Patient reported outcomes

* Australia, Belgium, Canada, Czechia, France, Greece, Iceland, Italy, Luxembourg, Netherlands, Norway, Portugal, Romania, Saudi Arabia, Slovenia, Spain, Switzerland,
Wales (United Kingdom) and the United States

HiFfr : OECD Publication ; Does Healthcare Deliver? Results from the Patient-Reported Indicator Surveys (PaRIS) (2025.2) 35



2. BIOPROERIEENILIRIA

II1.PROE

PR (SCHAEN - B PREIVARZ)

B R4 RIGHE/ S
O XEENSRITERIRR

B [ROREIER
O PROZE=RCEIIZEIFERIIELE(LIRE)
O ERAREEREDS RITERIRNR

OPIR
Office of Pharmaceutical In

FIFE | BUR

2
ceuti

36




¥4 IMSE/FE  SXEREH S BIZPROERIAS opip 2% | % | TR

2. BIOPROERMEENLIRIK
Il. PROFEAIRILQ (SZHAER - BRPRAIBREL)

v PROERIKRTROABRDS. PROEFZIGHEH/FHEDF—T-R (TBEZEIT7OXAYN_—X-TPP |[BRERIAZS - AR ] [MliE 1AM I [ EBERER )
AEONEMRZRUFER. LWINOIGHE/ AR TEE L XEREMENILTHED, 2005-20094F(CLEA, 2020-2024F TlE6~ 1 545U TLI
v EH., #gEITEVITNICBVTERENTEZSH e, 7 THSIEBRERIATE - AGR I CHWVWTHREN AL 5 M FTICTI1UE

v EEOEME b
PROMD&E! ~ — - Py -
= =11 EHEm - EERREFE EERAAS D) _E
R _ AL =\ 7> W - " . = Igoc, §5§J 4@1@ é:F{ﬂ]j 9&‘ &
PRO(D/E}Eﬁjl A E%u?% ) /)‘J |\— X TPP Euuﬁﬁﬂﬂ ﬁ(n:b\ (75,{:/\/,]\ (o= s o) E%E&ﬁi
__16
o 14 15.215 10.315
@ B 12 (4054%R) (455%R)
® 3 10 6.212 6.115 5.71&
=Y g (1513%k) (1174%R) (641%R)
g N 6
i® S 4
X & 2
2w oo
"‘Eg 2005 2010 2015 2020: 2005 2010 2015 2020° 2005 2010 2015 2020 : 2005 2010 2015 2020 2005 2010 2015 2020
— -2009 -2014 -2019 -2024' -2009 -2014 -2019 -2024 -2009 -2014 -2019 -2024' -2009 -2014 -2019 -2024 -2009 -2014 -2019 -2024
HEZE ToXyRZ—X-TPP BREREAZE - 2GR iR i EBEER
—e—SA % ® ® ® ® o
L _ & & & o
DO : X ——
NETHERLANDS i 673 —
CANADA “ 8
AUSTRALIA 18 -
11

=e—PEQOPLES R CHINA

¥ E-ugslE. £SEEOPFEHEREORTEZEENT > MU, 525E(FWeb of SciencellfEoiz. HIEE O _EAISAIICABEOHERUE, 37
HFT : Web of Science®J5URA ~7FH T4 I 2% 64 (C[EFEE BRI ZRRIC THYERK



2. BIOPROERMEENLIRIK
Il. PROFEAIRILQ (SZHAER - BRPRAIBREL)

H

BB VA B

PR RELERADPROE=(ICAIITE

v BRRZFIDE U B EFEAS N\ - (CLBERARERERTA T )L — T TYER SNz, BRAREKER T O NIV ERRR A ERIGRIEEZEDTRIEL
ERAEE_E O DIZEEL A RS54 > TapdI SPIRIT |£T CONSORT JIC. PROFHMII%EE AR RER(CEER I RIHEDAT— M MNMENN
(extension)ELL(3EEM (elaboration) HEEEEINTLS

SPIRIT:EGERRERD O MRS S DIEELICRITT=H1 RS4> : PRO Extension VE#] CONSORT:RCT{ERIFSEEDELE(LICAIIZHM1 RSC1> : PRO Extension 2

Administrative (B) (C Sa () EARERER O NILCH TS PROISTOVEEEDIRE Abstract (#1%) (Cic#ID la (GEM) PRODI> KA > hOAIBATIIE. SHBRERET. 7595, #ER. fim%
TLEIDIER . B} . : 5%k HBis(bL TaEk
6a (&N FFREMNPRODIAFTEREEDEARE( L PROZEIR DR A
. . L _ Introduction (¥&Z) ([Cic#&  2a (&HN) PROZAEFA LRI I SREARKLOERBA
7 (&fN) PROBEITE DB HILARERC OV TEMARIRERA FBI5R
L ‘ ‘ o 2b (E&hn) PROZ{EFAL BN A BRSOV TS
Methods (755%) (CEC#9% 10 GEnn) HFEIIPRODBEEE DA
53R - SHERREMNSPROT—HZUNETERVEE, TOBHEEREYT T Methods (753%) (CECEID 6a (&) fERAUZPROMOZH M LEFEM(CRI I 2IET> A DFEA
(BIE. NA TIMNL) OESFEREABYLOEREA 15%R . _ N sy
6a () $5ICPRONEEFHEIEHDIHEE. PRODTT T /35EET —HUNE
12 (&) N ANROFHICHERPROIZ TR, PORRAA> . S3XNw, F3ECDOVTEREA
BVS913>4 | EUSHIRI OS8R : _ o
12a (G&nn) FERTVIMAFREEEREIRN I M AL TERICIEEEINL
13 (&) PROFHIRS S 1—)VEe#k. sHMiS <> OIRHLERRA. #83XDPRO% PRO (DWW TIFRIET —97=UR 9 2= DFis 897 0—F %5548
EFRI 3B EOIEROARBLE Z D LOHEA
13a (&850 N=2F1 > DPROIBEDEELETDEDPROIBEDEELD
14 (G¥HH) PROZEEFHMIER(CTZIBEDT > TILTA ZDIRML, VI —NED HERS SRR
RUNEEEA, PROZ EEHHIER CT BB AORE NI TZER e ) o _ o
Results (#&5R) ([CEE#&ID 15 (F¥&A) ESHIFICEN-RTA>DPRO 7—H% 5 E
Methods(CEC &k I 21EHR 18a(i) (&hnn) {9 2PROMDZ X D5 A &R )
(T—HDUNEE, YRZAVB, - 9%, IEEEL. BARS. A9 3PROM. RI7U>4 OREBKICDWTEEA 17 (5¥4) EHOPROMZEALILZEE. ENTNORXAEFEDSNI
SIHT) -PROMANZ27IUHELTEDN SN ZEENSHNBIL TEiEA UREERA> MSIEENTET —HICE DWW THER 2528k
18a(ii) G&AM) PROT—4DUNESTE %540 (7B4E : 1. EF. |EE) Discussion (i) (CEC# 20 G&m) PROMEFDEBORT. SETEH/\A TR, RN, HEt Lo
(%Fh : U=y, &b, BEE) I 2IER ZEM(CHTI DAV TETE
18a(iii) (&) PROM%ZEFESER CTHERI B TEIOGAEIET Y A= EH T 21 (&) PROFHMAIFERD—AREEIAEME (MERPRELBRADSEEDZ LA,

o EFRORIEE) (COVTHEA
18a(iv) GEA)  AIBACLBTYMARSEEAT SIS OB L LD

22 (3E4R) PROS ~5%AISRLFIZD) (SR, TLF > REEBULSA THERE
18b(i) (&) KRBT — 5%/ \RICHIZ BT DPROT — IR EE L B HRERBE (5% R ST Y MLT —IERIESE THEIR
18b(ii) (GEHH) HIE B LS NI DOPROT — IR A MTDWTEREA SPIRIT : Standard Protocol Items: Recommendations for Interventional Trials
20a (34E) SEIE BRI (aT5-) (CHITBE BRSO EOTIR CONSORT : Consolidated Standards Of Reporting Trials
RCT : randomized controlled trial
20c (¥H#m) RIBT —ADT — AL RN RIBU TSI — AR5 EDEREA
——s . U HFR : 1) Calvert M. et al. JAMA 319(5):483-494 (2018)
MethodsICEE &9 215k 22 (GEm HERHARI R OPROEZAI I kL2 DT —HEIR S ED:EA
-t GBI R B g B BB 2) Calvert M. et al. JAMA 309(8):814-22 (2013)

https://www.consort-spirit.org/



https://www.consort-spirit.org/
https://www.consort-spirit.org/
https://www.consort-spirit.org/

PRELER%EY

=
on

PROPBE:EER

AFAAIL (BRPREUER)

: PROEEFGARERD

HH

RIS

2. BIOPROERMEENLIRIK

Il. PROFEAIRILQ (SZHAER - BRPRAIBREL)

OPIR

e

%

BER

Office of Pharmaceutical Industry Research

v EERRCH T EEmMBEFECHITSPROBIERRRHERDENE S (HENMERICHD

VAY

v REBMEERTE, SREREIRIEAFIRRE IR Z 3Tl I Dt BROME. FES . RIEBHIUFESREIRER. HiERIRE

900
800
700
60

o

50

o

40
30
20
10

o O o o

DIETZL, SHERDEN S AEIBRIRB TENOL

PRO B:EREPRIHERDENE B S OERIER

6.0%

5.0%

4.0%

3.0%

2.0%

i

I I 0.0%

R A
mm PROBIERIRIEREY = =—@=—PROBERRERDEIS

AN
=

|

HERDE

PR3

=
on

PROES:&E

2019-2023

Pathological Conditions, Signs and Symptoms
Meoplasms

skin and Connective Tissue Diseases
Nervous System Diseases

Immune System Diseases
Musculoskeletal Diseases
Respiratory Tract Diseases
Urogenital Diseases

Cardiovascular Diseases

Digestive Systerm Diseases
Infections

Hemic and Lymphatic Diseases
Corgenital, Hereditary, and Neonatal Diseases and Abnormalities
Nutritional and Metabolic Diseases
Wounds and Injuries

Endocrine System Diseases

Eye Diseases

Stomatognathic Diseases
Chemicallydnduced Disorders
Otorhinolaryngol ogic Diseases
Occupational Diseases

Disorders of Environmental Origin #
Animal Diseases #

P @ ClinicalTrals.govr =A% b (B S R FTPTIC TYER

SRR =1—ANo.75[ Patient-Reported Outcome (PRO) O&#i&hmal-faRERERT —IN-R2 VAR - D7-1 (2025F78F1T)

200

400

&%

PROFEEER AR L B 8
600

8% 10%

PROBEERFREHBE D EIE

800

12%

14%

1000

16%

N

1200

18%

39




N

. BINOPROERIESENEIRIA [/)\iE] L

FRINT(E2005F ICERERFFAMICHITEIHRQLAAY >R, KETF2009FICEEMMAFEICHIIDPRO
HAFDANAREN. CBCITZERAUZPROER S AT ADIBENMEA TS, Fo. FEICHBVTIE
202 1R (CEAPRERPRIAFTPROF A5 > ADFHA TR A RSN,

OECDIEICL DL, MEBEIDZ{TPROMT —ADIRELERANMEATHED, T—IINEOE(ERE(S
IUATHERE, RBT. RFTHIBEITH O, —75. ERIDFRELL TR 7 TO—F D5t iHELEE.
T =12 IIN\DIELEEE, PROMONEHEROEZER LRI 2R mDm_EEMETRINI,

PROELEXFAGHEZE. ERmMAF. ERBERCIEZORMIE CIENMUTED. 2010FLARIELEART
ET5F(E6~ 15 ToHhol. £22010FELDE BRI (CERREAERNDPROFEXDIZE(LDEIZTHIEA
THD. PROBIEFEPREIVEREN (FHEBFHY(CEENNL TLVE,

40



| NDPRO,

R G ya B ETRAR

OPIR
Office of Pharmaceutical Industry Research

41



FANOPROEFRENEIRIR

I. PROICEIT2H19> AN @AM

B AARICBIIEEZEDPROYEEICDNT
O ERHEHWHEIO—E
O BEERAICLDEIE
B PROERAAY>RE
O /ERkODFXHE
O i&pk- B2

AT

OPIR
Office of Pharmaceutical Indu

%

R

2
ceuti

42



HARCHITDIEEFOPROMHEEICOWVWT (ImvEs0—E

3. ERNOPROERMEENELIRIK

I . PROICEATZHAH9 > ADEMIAT

OPIR 2| BFE | BER

Office of Pharmaceutical Industry Research

v TROEED, BRICEWTEH, EEFENTNOILSG CPRODE A JERZHEE T SMDHEANERIN CEL

P

P4+ 1B, FHCRESIEER

HARET 1 e n T C, MHREISEFISEE PRI - RS, 5B (X

\ s FEEETI HEETRLLBC HRBSLALDO 2014 : -
2015 2 (AP BF 53025 AMEsOMEr R MRS IR
b HIEQTR, FFRMAEITETS
*E%U(nga-éimé&1@%7)\‘/7%1730 L\E,ﬁ\jiﬁj\ E
B EEm SABR(CHIFZPatient Reported ZNE e il
2016 SHMEZRES 7— F5lEF Outcomes ~FEPRBIFRIBHED 2016 HiE EBMIE it FA5>2Z
YA TS f=sOPROFIFHDFS | £~ =t o
BEOEEEN L EERMR - %M‘%dsi GG
2018 ... . _ REE  BEmA(CLZPatient KSMEi=
RRf EXan Centricity- I
FEEES i ey - ELHNTERS pem
PRETHERS .  EEPENPatient Centricity(c BeRAAZTERE &:D:Ii?&b
2019 A4 RIvY %’3)(%@’&%5@3573&)0)734 R (E324E)
\y
2019 _ .
R EER Rz PN Patient Centricity(C Jﬁﬂhﬁ\'ﬁﬁﬁ NN
2022 FHEBES bR A4 KTyy BEICEBIEENHT BRHONA K A BABEERAZ 4Ky
PREEEPE Jv (20224EHR) %?féh;rﬂgﬁ) 4
KERIEE TPPIL/E (BH-HRZSE) . & e
Uiz 2025 EHtdCo-creation (3Al) 1% é%lé”‘ﬁ%*n'% e
= FEXLT gIscTEE HREMAAE 2021 FmERREE H1Y2R
— ~2035 OXRBEEIET S144% (PMDA)
SR S O Patient-Focused Drug = A | s AL
Nmens y  wew Devlopment NOSEEREE 00 paliiads WEES
FHATIAEE AR R (B3)

TEDIHIC-

WP U 2EE(CEERE HEBURIATRFTDMER
BARRETERS HP : https://www.ijpma.or.jp/index.html

BERIAZT SR USRERD
EHECHEOTEDIL
ZERFEN SIERE
BEOEEZ(BET
BEDHEENBAEE

BRBRAHA K51~ D1
B(CBIFDHAF R
[EE - HREN0
HANBEZS

RARIATT - JRERDHE

ECEI T 55RDTT
mEICONT (2019
FHR) EDFESD

PPIfA RJw%

PMDA EESENA
GV

ABR - BEPREIER DIE
ECBIT55RDTT
mECONT (2025
FRREDFLSD)

2011

2017

2019

2020

2022

2023

B
OoEs
[# : PRON' A ] [ : EE¥EE]

QOL-PROMAFTE=
(R« —AAEEIEN)

ISPOREARES=

BAERRIESATTY
=7 (3COG)

RUDY JAPAN (X
BRASE - AYIXTA—
RARZE)

QOL-PROMAFTZ=

—figFtEEAN PPI
Japan

—fgttEEAN PPI
Japan

— ARt EEAN B
FREAZTAR
(Jidpe)

AAIIAES
SR

BESERFAT

BEIRETIMNIL (PRO) HHRSHE 455%%—2 : https://www.lifescience.co.jp/pro/

BERAAZ1—AN0.65 : https://www.jpma.or.ip/opir/news/065/02.html

— %t A A QOL-PROBAZEE HP : https://qol-pro.jp/syukai/

— %t A A Jidpe HP @ https://ji4pe.tokyo/index.html

RUDY JAPAN HP : https://rudy.hosp.med.osaka-u.ac.jp/

BAINSAFS HP : https://www.jbcs.gr.jp/modules/education/index.php?content _id=28

—f%#tELEA PPI Japan HP : https://www.ppijapan.org/
AMED HP : https://www.amed.go.jp/index.html

—

%

RE
19> 28R
Y- VERRR

T3y |\77T—\L\
75 EF

145> 8RR

Y—JLEHR

HE

%73

8=
E=

(ePROZEZ)

AR
NG

[& : PRODAA>]
QOL-PROICBIF BAYEHICEDE LA
FANRE
FDARA4>Z (2009) OEAELR
PRO-CTCAEEIAEERT/AM (ERBRE:
BRI\ BPROS —JUNEEY — )L 25 47)
R - FUREOBENAS 51> CHER
=((EXL, ARECEFHREEDD
s, EAARAA
ISOQOL PROI-H—f1R ver2
AAEkR 225
RS ESORIRT 3RS
LEEET

EUPATISEEL, HARSEMREUPATI
Toolbox (BEMESEOHRE) N\

ERmOMFEOEIEERNDEREZE
& - MR -EEFLHAL, IEFTO XLl
ERRICE OKEFEHMz &

QOL/PROMAZEZIE 0 S LRAGA
(BFIEA(CLBPRO/QOLSTIE)

PRODICT/LEH R REHEEDTZHDHH
RICEIUEEE

BBES S LESUIZPROAA K54 AR
/PROMES;E 4553~ —S AR

PMDA HP : https://www.pmda.go.jp/

ISPORBAERS HP : https://ispor-ip.org/
JCOG HP : https://jcog.jp/
—i&tt A A HAPROMZES HP : http://japanpro.ip/ 473



https://www.lifescience.co.jp/pro/
https://www.pmda.go.jp/
https://www.jpma.or.jp/index.html
https://www.jpma.or.jp/opir/news/065/02.html
https://ispor-jp.org/
https://ispor-jp.org/
https://ispor-jp.org/
https://qol-pro.jp/syukai/
https://qol-pro.jp/syukai/
https://qol-pro.jp/syukai/
https://ji4pe.tokyo/index.html
https://jcog.jp/
https://rudy.hosp.med.osaka-u.ac.jp/
https://rudy.hosp.med.osaka-u.ac.jp/
https://rudy.hosp.med.osaka-u.ac.jp/
https://www.ppijapan.org/
http://japanpro.jp/
https://www.jbcs.gr.jp/modules/education/index.php?content_id=28
https://www.amed.go.jp/index.html

3. EINOPROERIEENEIRIA
I . PROICEATZHAH9 > ADEMIAT

HARICBIFZEEFZOPROMEE(CDVNT (I5R5ICL2E) opg L7 | % | BR

v BERINTHBE. BINTAIVZADEIERNSHA I AVERRET. BARTIIREANSZ INPRO#EEZ (FASILTECENDINDDONS
RIS Patient Centricityii4 FJwvo

= ) / WG 2T
=+ FEREDT B Patient Centricity$Ris®E  HEiH PFDDIREE

/ I/ . . N —
WSEN SEERICHITBPROFIFID T3 BN 11 RT9220224%
PPI JAPAN EUPATI ToolboxHAZEHE/AB

/
PPI JAPAN &%37 i
I N & Jidpe FE
QOL-PROWRZES ‘ E*?Eb“h?% '
RUDY JAPAN 1SOQOL PROI1—H—H4E QOL/PROFAFSZIETOIS In

ISPOR BA SIS BRI ver2 HAGER

=
¥ FDADPRO 145> 2 1COG / A B S A T T
HAEENR 46 PRO-CTCAE B s, WPROE/ (52 % 1M
QOL-PROFAFES FE BAEMR B B B ePROEFIEEDIRS 1B
/ / 7

2023 2025

2011 2013 2015

: L OB R EREE EENYEES [ERRAT- AR
L ¥SEAREBARYE  BECRITESEOAMEIECONT \

| B X 3 \ Y % L BENSOBEEER  AMED PPIA/FJys . BENFBES [AR-ERRRBRO
VN \ } \ oo EEOBEECER W\ HBECEITRSEROGEECONT
\\ \\\ \\\ \\ \\\ \‘\ \\ \\ \‘\ \\\ PMDA\ %%§Eb49>z \\\

EMA f2EREOM2ER | M PCWPEZ | |\ ISOQOL | EMA H&/mfu% | = ISOQOL ICH PFDD || IMI EMA Z0OPRO
BiEQOL(HRQL) \ PROI-Y-| ZLEEREIIC PRO1—H - Reflection | | PREFER [EIRDERTS
(CBETBHA9>R \ %4 Rverl BESE | |_fi{Rver2 paper | | Bi&iRS

)\ﬁ NIH PROMIS®fH FDA EEAEmOBESIC FDA PFDD FDA PROZEOEFEGHIHDFT FDA

4 FIO>1) Neata PROZFEVVIBEDHAIA | initiativeRdts | TeRY—ILBIFICBRET2H19>R PFDDH{49>A3—-X 44



3. EINOPROERIEENEIRIA
I . PROICEATZHAH9 > ADEMIAT

aceutical Industry Research

v BANTE2005FENSH A RS> HAIANAHIERBRENSFEESN—75 . BATEER JICAMERITONTVSICERENS5T,
NRRBHA RSAUFFERESNTLRHDOL

v 2020~2022FE(ATONIEES BN ZFHREZOAFTIAO—D [EEFSOHFEEEIEUIZPRO 4 RS54 > O/ER] BHZLD,
BAYOANRPROFEABA YIS ANERMEN, 2023FE(F/AR—ITRREINE

T Eyeh BISREN AN
v RFEINENARIAOOEF2IRFTI 22 ER 2 ERL
* ’ﬁéﬁ\d)PR_OjJ/( RIA> ORI ET~ o - BEWET U bHL (Patient-Reported Outcome:PRO)
— BAGEMRZHFE- BT ?Agyﬁkﬁ’fﬁ}l — FHERhMER ST SRR —

FAE [HATOPROHARIA>ND=—X]
(BAT=IHRINA—TRO(AE1— — IDKIRERwWebAE)

. PHE-%E [QOLLPROLDEELZMIEE) v

v BAEHRRMOPROWBANAKSAY (H(F>R%) OHfif., ERETAEE ] B B Rame B
v FRUHA RSA UL, BRORT—ImIL—hFIALPTOES, web EI(C 4

[PROFHTRSEFSRA— 1 &GS & L
ExHS ERA OB LT T
©  EREEEREROEHDPROMEASN 15> B s e
@ | EEERIBOEDDPRO[BAN 15> | *4

~ ERRICE SPROFHUFDIODI-F =1 K FAZTAMR ~ 'cHFﬁ\: FHIRETIM L (Patient-Reported Outcome: PRO) MRS E HFE&R— LD
B} EMREEDHRHOSZEZER (DQTHINASNEHOIZED) B= S SEBURAFATNTRZ  https://www.lifescience.co.jp/pro/index.html

IR © AR S HITRET —9R—2 (MHLW GRANTS SYSTEM)&DESEE S BRI iR - 502 https://mhlw-grants.niph.qo.ip/project/161320 >



https://mhlw-grants.niph.go.jp/project/161320
https://mhlw-grants.niph.go.jp/project/161320
https://mhlw-grants.niph.go.jp/project/161320

3. EINOPROERIEENEIRIA
I . PROICEATZHAH9 > ADEMIAT

2| | REFE | IR

EASEERIFZIHIIUIRT PROBHAIA(YIAE (Em~—sots-BE)  oem (27 LHE T
v EERBROEDOH(IYAOEHEI12EE (19%-3) | BEREBOESOHIIVALSER (1R-3) HSH3

XR=JEIIITR-T D

BEESEARFEMIRUERE BEIBETDMIA(Patient-Reported Outcome:PRO)ERBICOWVWTDHI IV AE

¢ (FUHIC
& [BEKROEHOPatient-Reported Outcome (PRO) {ERAAAY>VA

Nid
B X 2.1. PRODELENMESN ARG 2.7. RENBRECIESE
1“““%@5 sem ) E 2.2. ZERHILEBICLBPRO. HRQLOES 2.8. HERPREAFTOTHA> £219R—
- é:f R 2.3. BMCHREMEIR (Fit-for-purpose) 2.9. T—4f##f
R OEZS 2.10. MIDEENBIDE R AL VAERORER
2 %W;ﬁcgﬁﬁ oEE e | 24 ATRLIEFHNE 2.11. BESEEPRO
2 St 108, aSEilE L | 2.5, HEBREOMR 2.12. RIBMVELIES SUTRARFAR OEE

2.6. {EFFTEARCAAGERRREFE

¢ BERRIBOEHOPatient-Reported Outcome (PRO) ERHAIVR —BEEICSIF3PROFEMADRHDI—HF—H1 K Y4 TAME -

BR 5. PRODIEREHETS EROOTASA (150G0L
1. BRPRCPRO%EFTT 2 ENAIESS 6. AIVERRIRTS HERQOLFIRF = (1S0C —
2. FHlTHNRE, Bl S IERIRTS 7. PROCISTHESINCASRRIBCHIETS | b om i B oy | B8
3. FAHIIRE (BER) 2RDD 8. ERPRCTPROFHMZITOCEDFZEZFTT IS {STANENBE N
4. EHErHEEZAD7COTTECEIRTS <A-Y-HAROIFEIZFNONT>
& Bz RXHdb0SEEN
B R
. BARCHBIIZEEHRS 7ML (Patient-Reported Outcome : PRO) RSN A RS/ HEFEDIOOFimAE SER—

1

2. PRO-CTCAED#ERDIBREEDIICIREN
3. BRMARFREE?

4, LZARZRAZ T

AT BE®RETIMLA (Patient-Reported Outcome:PRO) SHAMBHE 45— LDEFEEZEBERAFTATNNZE  https://www.lifescience.co.jp/pro/index.html



https://www.lifescience.co.jp/pro/index.html

II. PROE

ENDOPROEREEIEIRIR

PIRIT (SCHRER - B PR EIVERER)

m 4 ISE/RR

O NXEEHSRIEERIR

B [SRER

O ERPREERENS RISERRMT

OPIR
Office of Pharmaceutical In

2
ceuti

FIFE | BUR

47




¥RR 12i5m/)
v PROJERIAICOVT, HFRICHBITBAEARDIIBAIEZ

IR | XHEAENSHIZPROE
ATIZEMT, PROCEIBE/ARDF—J— M SOXIMEREITON

3. ERNOPROERMEENELIRIK
I. PROFEFIRST (SCHAER - BRPREHERER)

R (HAREBITOLEE)

OPIR 2| BFE | BER

Office of Pharmaceutical Industry Research

v BRE BHEZE. 7oXAYRI-X| BARAFRICEETDXER(E12~1541 (REISRVWTYZS7240) Foofieh'. MiEsHE. EERER

TlF23~2441 (7>74~5{1) 18k

PROD1ZE! 2R
Z2ENE) Lk EX-SRE =5l S &R DR _E
3 - Y S, wk——7". * = (iR iii T e
PRODERII—X HEZ2E VAR Z—X-TPP BEREAFT - 7GR (54351 T HESE) E%E&Eﬁ
D BRPRETBR BA 154 [25/1,018] BA124I BA2341 BA2441
INEE SEEEE [234/8,093] [126/3,560] [30/3,132] [19/1,665]
BFHA it
(hERTR)
BEZE FoRyRZ—Z-TPP RRERAATT - 2GR Uil EER i ERER
—e—USA 1 - S 3 s s
—e—ENGLAND g S 3 — —
—e—GERMANY ——
NETHERLANDS / /\ —
CANADA - 1? ® ./ \./
AUSTRALIA i
—e—PEOPLES R CHINA
«@=1APAN 1; -
—e—INDIA 19 e
—e—SOUTH KOREA 21 o e
SINGAPORE 23 R
25 ———mmal)

T EH-higEIE £EBEOMEMEOPITEIZEENT> MU, 3EEWeb of Sciencelcffofz. ZIEB O _EISMIICABEDHEFRSL ., 25D TS 72 RKIRUZ, 7T (EMEEDH A Moz, 48
HFf : Web of Science®JISUNRA k7 FUF1 I A= EE (RS E ZE BRI FTPTIC TR



FRPREIVER : PROZEXEEREVERDIER (HARLBIIDLEE)

3. ERNOPROERMEENELIRIK
I. PROFEFIRST (SCHAER - BRPREHERER)

L
OPIR =

%

BER

Office of Pharmaceutical Industry Research

600

500

PRO [ B Rl 5 4
[¥5) ey
8 g

=]
]
o

100

487

009-2013
014-2018
019-2023

e

PROZE=

EHETORERICH T HPROBIE

12.5% 12.5%
11.8% 11.9%
9.1% 331
1% 29
300 302
™M wm ™M wm ™M wm ™M wm
— — — — =
o oo o oo [me el o oo
IR I N, IR
oo @ @ <+ @ @+ @O Q<+ @
o - - o - - o - - o - -
o oQg o oo ooo o oQg
[ ] [ [ [ ]
United France Germany Italy
Kingdom
Europe

EHETOARCH SPROBERFT B

ERARGHERDERE B S

13.99

/

201

009-2013
014-2018
019-2023

5 2
2 2
2 2

14.1%

152

009-2013
014-2018
019-2023

2
2
2

China

2019-2023

2009-2013
2014-2018

Hong Kong

East Asia

13.1%

151

2019-2023

2009-2013
2014-2018

—
&
5
=]

—a— i E TOHEERCHI1EPROBEERFHBOEIS

2019-2023

2009-2013
2014-2018

>
=]
o
w

20%

18%

16%

14%

12%

10%

8%

6%

4%

2%

0%

PRO B8 ik R D &

1400

1200

1000

PROPBHIERE e

o
(=)
o

600

400

200

E—FTOERICHFSPROBE:E

1321
7.6%
6.3%
5.3%
4.6% 4.6%
80
51 47
53
MmaomMm Mmoo M MmomMm MmoM MmaoM
— = — = — = — = — =0
o oo O 0o o oo O oo O 0O
Nein | oaaa | oaigal | oagd | dqd
[ )] o <+ @ < v < <
[ ] o - - o - (= ] o - -
o oo o oo o o0 o o0 o oo
oo ol oo oo oo
United France Germany Italy

States

=
5 <
a 2
aQ =
R
3

Europe

E—E tnHEac B} BPROIEES ARSI

HiFR @ ClinicalTrals.govr —9% & EEFE & EBERAFTPR(C THERR

BERIF—1—ANo.75[ Patient-Reported Outcome (PRO) O&EFENm-EERREREERT —IN-AZzFHVZAE

>t_‘
Ly
£

009-2013
014-2018
0189-2023 ¥

2
2
2

Japan

EI AR, BARCEVWTEERMAFEICHTSPROBEERRKRNERDZL B S (FIEIMERCH O (A£R)
LDEESEEBREFREERTRIPCROZEEFFU ETHON BH—EERERICEVTERCRICLEER TR O (BR)
HADOEZE@AFECEVWTEPRONMEASINLE L TETVWIIRLFEDNDIEDD, REEIXD

BRAGHERDEREEI S

4.7%
2.8%
1.5% /
/164 13 21
MmaomM MmowmM MmaomM
— = — = — =0
Q0o O oo Q0o
Iy IRy Iy
[0 g )] < [0 g )]
(o ] (o ] (o ]
Qoo o oQ Qoo
[ Y o oo [ Y o
China Hong Kong  Taiwan

East Asia

== B —E T 5 B EPROBER R DS

1.9%

. Y

2009-2013
2014-2018
2019-2023

Ey
(=}
@
m

10%

9%
8%
7%
0] a1
@:
6%
5% 1§
E=
B
4% =
(o]
i
3%
2%
1%
0%

49

-1 (2025878 %F17T)




3. ERNOPROERMEENELIRIK
I. PROFEFIRST (SCHAER - BRPREHERER)

FRPREIUER | IRBNTIY-CLOFEFHMEIEB TOERSEE (BALBNOLE) gpm 27 | PR |17

¢ of Pharmaceutical Industry Research

\

v ERAREUERE T —A—X[ ClinicalTrals.gov]ZFAWCGAE*UIiER. PROGUERZCEZEFHUMHIER TOFAIKREEBRNTIV—(CLDOT
EEISEVDHSNIEN. BAREGEINE TOEFRERH ok

v PROGUBREEZ<EEMMIEE COFIASEEDBEVITIU—EUTE. HiIRREE. HIEBREESEN DI

v PROFERENIZ VW EEFHEIER TEFIBEINIKWEREBEL TIIEBE S B

PROEREIEZA. PROGHEREXIZ L\, SEREUIZ <RV, FE S

FEIHIEE TOPROFIFSERE 60 F 1A E TOPROF FESARS (KD 5E TOPROFIFISAE (3=

2 |\PET BER BRER MR | | p. R RER RS DEUVK| | L. A4 EHEER

b1 oam UES 'L"&‘S;{I?E YiOJRER =B =B %% =L & =L < s &

=] 266 73 32 39 30 92 56 77 39 51 10 0 3

PRORS;E ¥ 769 2331 117 111 72 2091 133 151 89 99 43 18 13

iR PR A BREN 5 347 % 54 52 33 104 69 91 44 73 14 0 1

P ¥ 396 101 51 49 40 136 98 99 46 71 13 2 4

prROZERHHZL || 1A 368 101 53 44 38 133 81 98 51 75 11 3 2

BeENT - = 218 61 18 27 24 92 48 58 47 32 11 1 6

1~10fi 11~13f1|| %5 260 58 17 29 36 103 55 57 43 53 8 0 0

H 7% 16% 16% 13% 23% 4% 4% 6% 5% 2% 20% :- 33%

PROGEBRDSS. || x 14% 18% | 14% i 23% i 19% 5% 8% 8% 8% 3% 26% i 33% | 23%

EEFERBL [ 2 5% 11% : 15% @ 10% : 18% 4% i 1% 7% i 7% 1% 14% - 0%

PROZSTEIS (| 4y 6% 15% | 12% @ 10% = 15% 4% i 4% i 5% i 4% 1% 23% | 50% | 25%

TEMEETO 1 5% 10% 9% 9% 11% 3% 4% 4% 4% 1% 18% 0% 50%

PROFIFAR = 6% 10% @ 17% 11% |  13% 2% 4% 5% 9% 0% 36% | 100% @ 17%
20%LLE 10~20%|| &% 4% 7% 0% 0% 14% 0% 2% 0% 5% 2% 38% i- -

*SAB A <2025/6/270 8T, FalRREZ MOV NG I3 HERED>
a) 2014/1/1~2023/12/31(SHMEFNTT AGER. Phase3 [1TAXZR : DrugX(dBiological (Device. Behavior, RadiationZ(dfz54) ] )
b) Patient Reported. Patient self-reported. Patient Handling Questionnaire. Patient Satisfaction®W\SNHHEHEIER (LS &HHD HPT : ClinicalTrals.govr —45% H&(CEEEE 2 BERATTATIC TYERL




ZIPIDPROERABICIRIX qpe LZZ L% | 70

[I1.PROEFHZSHI
B =4 TS5y IA— LB (RUDY JAPAN)
m 5S4 BRER7DINIAHTT (YOURSHAZE)
B S0 IR AT LAORE (LINE-ePROZT L)

51



3. ERNOPROERMEENCIRIK

E4) 1 FvRTA—LESR

| > 2R | % | E

Office of Pharmaceutical Industry Research

v RUDY JAPAN(Z, AMMEEROB B ORI HELE(CEI2EIRZUNEL. AR ZEDDIDDA> T IARFT T 5Y hIA— A

v REAYIRATA—RRENAFEULICTICLZBESNEDEFZHAITNIOS 1IN RUDY OBEAREBIRS AT L% KRAZENAVIRZ
77r PRZFZEEIEL CRHIFEL. 201 7F(CARILE

[BEF /-~ —+ARE IDNEBETH/NF D RICEDZEHCLD, BERANATERET B (CRIRENBIENRIEEICRDIE
RUDY JAPAN [fFaEEwies) arLome oo

[FH3TAER)
BEEMEEZEORESSIUVEEFOEDRECRHTS
FBESNBILSZNZAVEGRAER

100

Y N | + 13%-S8EOFHAETF—4. 244 OQOLIAE EIRE
JAFAN L  SEEEMEEEERER. DESS/R5 /B ¢
: E5TERUDYTHISIN 7 ) | ' DQOLMEN Oz (QOLRIVAE-QoLh&Ehore) 5
/4 S AEAIC CEBBANROO R E AT B
7/ WBTEMRIEEN <
o~ Eé 40 -
(https://rudyjapan.info/2024/05/09/rudy-japan-paper-hae- ' :
REONRER (94 NSIBBS S : 2025/10/28) summary/.£%) 2
« BRMEIARC- _ '
JESANOTA—1E « FRITAFERILSAR=— i Morioke S. et al. J Cutan Immunol Allergy. 2024;7
SARZ—REIRES (WU LEER A R=-) B - - _
o FERMINSZAR-— Fe e EJ Functioning domain
ERMEERAME ) %b:yjblliﬁ'ﬁﬂllémﬂiﬁg P 0.05 Fatigue/Mood domain
PURS ARIER : EH—JOAI\SEH/HH |¢@|H§§ﬁ*7’§ 2017/12- {7 : RUDY JAPAN AL /A= 2 7] Fears/Shame domain
7oy (994)0) FEIREE https://rudy.h d.osaka- : =5/ [
EEEMEEZE (HAE) 2018/10- ps./rrudy. OS‘EQEE 02552; /fb?ig? IR /R Food domain
FEKEAE (EB) [XIRTE(E. BREAERLS]  2020/6- [ Total Score 52


https://rudy.hosp.med.osaka-u.ac.jp/
https://rudy.hosp.med.osaka-u.ac.jp/
https://rudy.hosp.med.osaka-u.ac.jp/
https://rudyjapan.info/2024/05/09/rudy-japan-paper-hae-summary/
https://rudyjapan.info/2024/05/09/rudy-japan-paper-hae-summary/
https://rudyjapan.info/2024/05/09/rudy-japan-paper-hae-summary/
https://rudyjapan.info/2024/05/09/rudy-japan-paper-hae-summary/
https://rudyjapan.info/2024/05/09/rudy-japan-paper-hae-summary/
https://rudyjapan.info/2024/05/09/rudy-japan-paper-hae-summary/
https://rudyjapan.info/2024/05/09/rudy-japan-paper-hae-summary/
https://rudyjapan.info/2024/05/09/rudy-japan-paper-hae-summary/
https://rudyjapan.info/2024/05/09/rudy-japan-paper-hae-summary/

5319'] EquEJ Thhhﬁﬂn (FI TE)

3. EINOPROERIEBNEIRIX
Il. PROEREH!

2| | REFE | IR

v BARE IEH@F xEBF R EERNREEEOEE(CIOTESNIZERIAT (REAFERKREFZDE #57)
v BEBSHEROEREABRBEZWRELL, BRERANITOARIT1THRHE

................ YOURS L ZNY : #3221t~

Lifestyle

 Physical activity (IPAQ) » Stool frequency (PRO-2)
- Smoking Patient-reported + Rectal bleeding (PRO- 2)
= Sleep duration M outcome measures V'd™ Extraintestinal
» Working hours manifestations*

« Disease-specific QOL
(SIBDQ)
« Fatigue (FACIT-F)
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* Depression (HADS)
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----------------------------------
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