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Patient Reported Outcome& (& ?

o BEREVMOMDEEIRENT =T, BENSERESNDIER
DIEFRARRE(CEH I D ke (FDA Guidance for Industry
[2009]*)

« BEDIMEIR. BUR. RROIRER(CEEY dHEEeS =
BEOHRANSHIE

« QOL(ZPRODO&ED
— HYATELE : FACT. EORTC QLQ-C30/3x &
— REBZESIRVY : EQS5D/RE (QALYDETE (SRR 8E

o AF., RAKREER COEESE(CKD7D MALFHE(CINZ.
BEBB(CKDFEHNME (Patient-Reported Outcome [
PRO] OEEMH RSN TET

*FDA guidance®D#FERIFBEEISPORAAEIEWGIC KD EDZSE(C LI
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PRO &E WA TRIED B E BRI

« PRO-CTCAE ™(version 1.0) :
— PRODZX AZHMABRKEBROBEERTMSERB L. KDIE
MEEBEODEWIL —FT 4 > 0% 75 AT LAMBEEZE
BN(CRFEEINTZ CKENCIOMIZTHE Dr.Ethan Basch5(C kD)

— RIEXRFE. BERAFE. JICOGICKDEAREL (HBIATECEAER
FHHRESBIFARENRESRE [FiiRREEEAE 25
H33(C)] BREES2459059 FEMFA : ILOHEFSRE [FL
RFRFREFRAFTH EFHETFIE] )

— 2011F9HI(CICOGEEZE RS CTHAR NICBREMRZICOG.jp
TAOABEULUTWD (HAREMRIZ2017F28 K ONCIDWebsite T
HREEINTULD)
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PRO-CTCAE™(version 1.0)

« BIfFMDCTCAEZENUDDPRODERZEA

« BEOBHCTHAICEEDWTEESRETHETEDIED
http://outcomes.cancer.gov/tools/pro-ctcae.html
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P~ad B healthcaredelivery.cancerg... *

» https://healthcaredelivery.cancergov/pro-ctcae/instrument html

JFME BEE FRY BRCAYA Y-MD AVE)
M~ B - & SR -THEr Yo @ & O

NATIONAL CANCER INSTITUTE
Division of Cancer Control & Population Sciences

Healthcare Delivery Research Program

Research Portfolio Events and Media

Data, Tools, and Initiatives

Funding Opportunities

Measurement Tools
logy Criteria for Ady

L Data, Tools, and Initiatives
Patient-Reporied Outcomes Version of the Commaon T

Measurement Tools

Patient-Reported Outcomes Version
of the Common Terminology Criteria

& Print Page

e Events (PRO-CTCAE™)

& E-mail Page

Search HDRP

Instrument & Form Builder

for Adverse Events (PRO-CTCAE™)

Overview

PRO-CTCAE Instrument & Form Builder

Use of the PRO-CTCAE is subject to NCI's Terms of Use. Download the full instrument below, or use our Form Builder to produce a
custom PRO-CTCAE form in any available language for your study. Form Builder is quick, easy to use, and eliminates the potential for

The PRO-CTCAE Measurement
System

cutting and pasting errors.

» Item Library (PDF, 179 KB) (English only)
» English (PDF, 199 KB)

Instrument & Form Builder

Form Builder » Danish (PDF, 444 KB)

Terms of Use » German (PDF, 443 KB)
»_ltalian (PDF. 1.1 MB!

Japanese (PDF, 672 KB)

» Korean (PDF, 708 KB}

Development Team

PRO-CTCAE Scientific Leadership
at NCl

» Spanish (PDF, 582 KB)
Resources
Frequently Asked Questions Swedish.

Certificates of translation are available.

Home | Data, Tools, and Initiatives | Research Portfolio | Funding Opportunities |

Last Updated: 08 Jun 2017

Search | Contacl Us | Accessibilily | Viewing Files | FOIA | Policies

US Department of Health & Human Services | National Institutes of Health | Nafional Cancer Institufe |

NIH... Turmming Discovery Into Health®

» In development and testing: Chinese, Czech, Dutch-Flemish, French, Greek, Hungarian, Polish, Portuguese, Russian, and

Events and Media |

USA. gov

Form Builder

Use Form Builder to
generate a custom built

form for your study.

About

https://healthcaredelivery.cancer.gov/pro-ctcae/
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B https://healthcaredelivery.cancergov/pro-ctcae/pro-cteae_japanes: O » @ ©

B heslthcaredelivery.cancergov *

JrUR RE BEG BRICAYA  ALTH)

e B~ & APy v-IFEr v-lo) - @ S 0

+
NCI- PRO-CTCAE™ ITEMS [ ZDMMDREIA |

|
S80DERG. 1240DER]

sCENAH

Item Library Version 1.0

PADBBEEZITVSAR. VB UEERIERPEORMEHZERIVELET . TNTNOBERBEICDOVNT,
BE 7 BEICENThOEREERENENESH ., FEBRENTHE ., TOIERD EDEEOID, HOEEH
AOERIGAVTVWSEEDNBESEIC XZEIFTES L,

1. PRO-CTCAE™ Symptom Term: Dry mouth
AOh DX
D7 HOET, OOFOREII-FBOLVRFTEDRETLEN?
05V H T lidhhok o BE |0 o &E o W THE

2. PRO-CTCAE™ Symptom Term: Difficulty swallowing

BRYPERAIAFIZ LD
ZDOT7THDOET, BIWINERBARIZL W LIF—BFBOLC W TEORETLEN?
0 F5\H I Lidhhrolz |0 BE EEET: o &E  |o o CaEE

3. PRO-CTCAE™ Symptom Term: Mouth/throat sores

A o oM D3 7

ZDO7HORET, AOFCHEORAILI—EFEOEVRTEORET L ?

0 FHW\HZ ixeholz O HRpE O rh%&pE 0 & O M) C i i
ZD7 HOBIZ, AORCHEOREALEDRRESTEAOAEFEOHITIZARD E LI

0 &¥Abhnote oL |0 bAEE |0 2Ry o b3 =X
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5. PRO-CTCAE™ Symptom Term: Voice quality changes
O

~ @ T BOMT, FOEL
0 jxue

BN FELTEH?

O g

2. PRO-CTCAE™ Symptom Term: Difficulty swallowing
BB IHAZIZ W

“OHTHEOET, E-AHIAARII 2}
0O T3V Lithdais O #EEAF

g 1 :I;l-_ oy O3
o e i

0 ¥ THE

36. PRO-CTCAE™ Symptom Term: Radiation skin reaction
Hiaiic L5 Bie, R Yol aERi-Z oKMi e ReREz 2T F~0

BTY, BITWRVER, REO FUICRYTRELRVWEMTYT] KFx o7 LTLESE
VY,

“OHOTHOET., EHEGEIC LSBT, R Yol s ERII—FO Y RTYORE
TLENL?

O HERE 0O FEE |0 BE 0 EHTH

68. PRO-CTCAE™ Symptom Term: Decreased libido
PRk R
HOTHEOMT, BRI B VR TEYOBRETLELN?
0 FHnHZ |0 BE |0 PEE |0 ®BE |0 Htﬁhfﬁ
Edait

0 HiIrAiIL | 0 BEE
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ZESPEDE R

39. PRO-CTCAE™ Symptom Term: Numbness & tingling
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55. PRO-CTCAE™ Symptom Term: Discouraged
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OTHER SYMPTOMS

JAPANESE TRANSLATION OF “OTHER SYMPTOMS” £ D {th O FELE

Do you have any other symptoms that you wish to report? ERELLA T, (@G Lz 2B D6
Wi ViR 342
O Yes B

o |0z

U LERE SV ELEGTIRL TS,
p In the last 7 days, what was the SEVERITY of this symptom at its

WORST? @& 7THMT, ZOERSRLOYWVRIZ, F

OREIIYDCLWTLEN?

—

O None O Mild O Moderate O Severe O Very Severe

O F5WIZEEEI-720 BEFO PFE0 MEO HTRE
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CTCAEEDLEE®

1. PRO-CTCAE™ Symptom Term: Dry mouth
ODROEX
TOTEBOMT, OOPROEXITI—HFOF VB TYOBRETLEN?
0O F50WA = kikldhais O WERT 0O PEFEE 0 ‘mE 0 s THRE
CTCAE
v4.0 AE
. Term
Grade 1 Definition
E BAE
GERR]
B Dry OA ERDHDIN, DEEDOERN D +07/0 208 - - CIREA
[FZ mout #2IE& FEEIERS 5 ROEECE, BV ANEIEE; DR
h BDZEZLHR *E“b\ﬁé (Bl: %2 BEREFIC T D
L (B O E0K, BE#l,  (FTPNZET KT

BZIEIERD Ea— 1/47(73".3/ 2 R
e REE EFEES M<K VVREETOME
DIRZVAREET DDZVLEYIIICIE momEN <
DIFERDWE SNB) ; ®Ed 0.1 mL/min

MN>0.2 TRUVRRE T DIER
mL/min IiweEN0.1-0.2
mL/min
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CTCAEEDLEE®

54. PRO-CTCAE™ Symptom Term: Anxious
T

THOTBEOMIC, FEEMUEELER?
OMUEAhhafs ([0IIFLAYRED-= (0 EEFE (0O HEIZ |0IEEAYVYL

~HOTHREOET, FELAFELELoREIET, YVOBRETLER?
O FTH3WnHZLidhedhoaie ] E
~HTHOBIC., FEERLES
O R Ehoaie | Q f_J.-"

o SOKRSERFIEDHD SO TR

CTCAE v4.0 AE
Term

Grade 4 Definition BAZE
[GEFR]

1‘$ Anxiety & H $xl'h DIE HEEDIEE SEOEAN £moEE LT BRECEECT

B RNHD; 47(73‘355, 5 %3, BDEID ivg; Abc = DRIEE (X
nEzE OBDLS OREBEEEY ZTEID EELUVVE
=/IaWy OBBEEE FOHIR; Al BIANE, EE5R.

BFOHIR ZESTRL) SAAT. IR
Eﬁ’&ﬁfif"fﬁé

Yok ol
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PRO-CTCAE™®DFIAAED
NCI&DRENTNSERSEDR

« S0DEESRIEENSARD1I24E DD E. sERE(CHN
(Zhtx U CEB Y (CFI AP BE

« BESIAUITERZIRDIRD CTESSHEAE (UJ—)L
HAME) (E7HEIETESHSNTLSD
— HEEEZ/NESLLITBEHICE7THZRBZI D &S
iy gVANA

o RIBEVHFRS - BEOEHEZZREL. —ixi (R
IRETDFHMIm2097 K, eI Ol 10~ 1557 Kiib
CRT CEIEHATIEIRIT DI LENHEREIND

http://www.jcog.jp/doctor/tool/PRO_CTCAE.html



PRO-CTCAE™®DFIAAED
NCI&DRENTNSERSEDR

STEDS A =20(3, BHCHBROBNEZRRE LS

DICFTNFRL . BENHRBRINED SN TSN

F TR

- RO LR BHM (BIR(E, PHIDHEDRERICH
FBBHD2I—R72E) THES EOFBEERT
BT ENHEEEIND

PRO-CTCAEEHMIIER (CXI/td @ CTCAEIEH Z [RIFHEA(C
Al - IREIT DT ENHEREIND

fERCER U TNCIS KUICOGODEFFRIEAE., 5| FHDER

(XPRO-CTCAEDwebsiteZ=ig
(https://healthcaredelivery.cancer.gov/pro-ctcae/)
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FDA PRO Guidance 2009

Guidance for Industry Patient-Reported Outcome Measures:
Use in Medical Product Development to Support Labeling

Claims, 2009, FDA/CDER/CBER/CDRH
— https://www.fda.gov/downloads/drugs/guidances/ucm193282.pdf

KECHITDERER/ EEEZROAGREREDER(C., BEEMNEEHL
BRI’ MO ADBRZRMINE ICRREBTEWGSICESZE(CIAN
= guidance

RS2 MhR 2006528 F1T

International Society forPharmacoeconomics and Outcomes

Research (ISPOR) (EEEZFEZRE - VI MHLRARFESR) &.

International Society for Quality of Life Research (ISOQOL)
(EFFQOLARTREE¥=) T/\TJUwWOIX> hDEE

2009128 (CIETXNhRFETT
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FDA PRO Guidance TR

FREE R BRPRVBR DS BB In a1 (C RIEEOBRIER 472 + L U
THhl<{ZENEIHBEND
— PRO-CTCAETI(3validationh', SEB(CITHNTLSD

PRORENEAIIAMIIZERITE I DICHICHAE SN TLDE
BCHDTCHE. TNHDIENEILECETRNCLEEDD

PRORETIREESNIZTE TCOEESRFHESE(CEHD

Effﬁﬂ:c‘:izglﬂb

FENREHE ThDIzsD. BIR{IENNTRESN TRV &EICKB/ A
7Z@E/¥Eﬂj(

— S NMENRESNTULVRL E BB I EEEN &R D

KB —SDEOFN RE
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X 3. PRO REDB% : R L ok R
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REOEZISEEZNEILT S
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FDABRBIFCE R TN S PRODAEFE

E581% (Reliability)

— Test-retest{E381% or MIRRAEIEZEA (intra-interviewer) {5
FEIE*

- WEESE (Internal consistency)

- EEFAEBYELEREYE (Inter-interviewer reproducibility) *
*ZDRIDINAENRSESNDIGEDH

Z3M% (Validity)

— ANEHM (Content validity) (BT 3HIEMZFNELIH)

— EBRBIEEHE M (Construct validity) (RE®DIEH. RA1> .
BB EE I MIOBIER D7 EERTHDINEDY)

ZibtRHEES) (Ability to detect change)
- HELXIDELTVDREDICEIENEUTEIBESIC. BEEADD
WISERITEDRENRZ( L ZRB TS DIMEMN
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o« IFF, ERBOHRICITITRS, BEDHRRICK DM
BROBNDKLDICEDOTEE

— FDAZFDOZFESEFHIDE =
- EEITAD [BEERNER] [MME] OFHmEMADIL
D EWVWSEIS

o MAMBIETIICTCAEZ EE OD*E,@D\B =1 9" S PRO-
CTCAEN& D, BEICH|HBIEE

— PRO-CTCAE(ICTCAE(CEE DD EDTI(IHEL
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« JCOG.jp TELNDIBEH
- RE - EERBRBEOESA-SHA RSA2 - JFFERE
« PRO-CTCAE
« http://www.jcog.jp/doctor/tool/PRO_CTCAE.html

— JCOGDERIFIHR—ICOGHRU = —

- 30 QOL:A&E
« http://www.jcog.jp/basic/policy/A_020_0010_30.pdf
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