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Side effect: gl{EF
Complication: & #4E
Toxicity : &%
Morbidity : F#T & HHE

NCI MAdverse EventsDEE

a

J

a

Any unfavorable symptoms, sign, or disease (including an
abnormal laboratory finding) associated with the use of a
medical treatment or procedure that may or may not be
considered related to or caused by the medical treatment or
procedure.
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Terminology of AE/AR/ADR
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AE : adverse event
AR : adverse reaction
ADR: adverse drug reaction
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“no modification at baseline” MR Al
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0 JAYEHI gradel T/AER grade2 (. grade?2

1] :
JBPRRAI grade2 MER—AER LT o& grade2
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GradeiiBAXFO+za0 (;) DEER
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5l 7= PR E& I JE
Grade 3: >ULN-10 mg/dL(0.59 mmol/L) THhY,
HIRREREICEE N H S
Grade 4:>10 mg/dL; >0.59 mmol/L; £&EEHNT
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JCOGEER D JE 3R = A K (CRF) D45
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Rl I ey
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= CTCAEDR A

a0 “nearest match”® /&R A|
a2 “what should be done”® R HI
o “no modification at baseline”® & Al
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PRO-CTCAE

Patient-Reported Outcomes version of the Common
Terminology Criteria for Adverse Events

PRO-CTCAE™ verl.0HAR:EERICOGHK
JICOGR—LR—U MR ) A—KA]EE
http://www.jcog.jp/doctor/tool/PRO_CTCAE.html

37



Patient-Reported Outcome(PRO)

fRPRECMOEDERLNST | EENCERERF

LNSHEBEBDERIREE(C Fﬁl?’é#&i(FDA
Guidance for Industry[2009])

TREFDHREANGEITE

BEDIENR. Hix. RAROREICEET HHEEESF

FF . BRIREGER TOERAICEDT I MILFHEIS

7JIJ7L~,?'% B2 K4 F £ (Patient-

Reported Outcome[PRO] D EE MM EEH
TZ&T-

(S
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Cumulative Incidence

Cumulative Incidence
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PRO-CTCAE (version 1.0)

PRODZEZF%E. NABKABOEE
EL ] s;bjl_ﬁﬁxt*iixd)%l:\ﬁ/ T4>7§

IIInI

% 0l fe

T AT LZIBET HEZHRIELTHFE
(KENCIOMZEI (XK FZE: Ethan Basch)
BEEDOCTCAEFEMNLDD. . PRODEERFEAL

CEEOBCEMIZEEDOVWTEE
HY—)L

ERTHETE

2011F9AICJICOGEEZBE TR NT:

PRO-CTCAE®M HARFEERHM 201745

E2 HICNCID

Website T/ B

(https://healthcaredelivery.cancer.gov/pro-ctcae/pro-ctcae_japanese.pdf)
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NCI- PRO-CTCAE™ ITEMS - JAPANESE

Item Library Version 1.0

WADBRERITTVSAS(R, UVSUXRRFERPROBFAZERVELET . TNTNOBERFBRACONT,
A% 7 BEICENETNOERZFEBRSNEDESD FARBRENES (X, TOIERN EDRELIEN . BoLEH

AOIERICELTVWSEBDNZEEIC xEZEDITIEEW,

1. PRO-CTCAE™ Symptom Term: Dry mouth

ADHF DR E

ZOT7THOBT, HOFOEEIZT—FBOEWETEORETLEEN?

0 ZH5W\HZ Lidhehorz |0 e |0 g

[0 mE |0 Mo <mE

2. PRO-CTCAE™ Symptom Term: Difficulty swallowing

BARYBERBIAIRIZ L WD

IDT7THDET, BYWINKPIAFIZS W EIE—BOEWETEORETLEZN?

0 Z5WHZ kidhhor |0 BE | 0 s

lo @ | o W THEE

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

1 0D H oM DT A
ZDT7THDORET, ADFCHEDTFAIET—FEOEWEFTE DR

O Fo95WHZ EiThhote O HRJE 0 P&

80NERA. 124D &

ZOT7THDOBIZ, HOPROHEDRAIT EDRESTEA DAETED
0 &RA LMo oL o bofEE oM

_I_
[Z Dt D EIX | FCE AR
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PRO-CTCAE (version 1.0)

J%ﬁﬂ; 2. BRIZIGCTEN 2 BIIZFI B AT
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PROT—2IREIZDONT

'R ALMAXR IRIALMAXX" TRIALMAXY™
Handheld diary for use A tablet for use by A web-based dlary
by patients at home or clinidans and patients designed for larger,
by the caregiver at the study site longer late-phase trials

https://www.pharmaceutical-business-review.com/suppliers/crf-health/
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Take Home Message

RECIST&CTCAEH:\ hi/uﬁnm/ EK%%O)E /T/\L;EE—%
o HERPOERKRRRT —3FLLErgEET H5ZENBER
o NEFEMIKYTEEERRTEETE (FRE ) 128k

RECIST
0 MRHEOERLBDOAAS12

0 PRFITEREZDHLDTIEEGL
(FOra— /L CEMFEER T IDLELHD)
0 SAEOHG/ P IEZ RO DHIEETIEALY

CTCAE

0 AEEZOEELEIEE

o RECISTEERGY ., ZDFEFRAWNSIENTES

o JREBl|:“nearest match” “what should be done”
“no modification at baseline”

PRO-CTCAE
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& X
RECIST

o New response evaluation criteria in solid tumours: Revised
RECIST guideline (version 1.1) eixc 2009;45:228-247

o RECIST v1.1BAFEER JCOGhHR

http://www.jcog.jp/doctor/tool/RECISTv11]_20100810.pdf

o RECIST verl.1®Q&A
“"RECIST 1.1-Update and clarification: From the RECIST
committee” eic 2016;62:132-137

Q ICR Web http://www.icrweb.jp/

CTCAE
0 AESFRHLERERLE v5.08 R5EERICOGHR

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

o CTCAE v3.0BARFEFRICOG/ISCOMI fiZEn & ¥E%Tv1.0]

http://www.jcog.jp/doctor/tool/CTCAEv3]_guideline_041027_2.pdf
(] ICR WEb http://www.icrweb.jp/
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AppendiX
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MedDRA&IFE ?

(Medical Dictionary for Regulatory Activities)

EE D DOIFHRUIED -6 D E R & FHEE

o ICH(EZESREIAMERSE) AER

0 REBEEOREEAENICHNA— \\

0 EERORSUEROME-EEICALLNLD %;,gg)
AREORZIEEDRFEH. BMEAMRELE

(51)

REHSLIUVKE THHBES

e 7 =
SPEBIEIE soc smamixsm

HLGT (&Y JL—TAEE) MEZFESIVERD

HLT(%E‘LEE/ 1738 \Eu%i?ﬂi
PT(%ZIKEE/ 22774 \%ﬁﬁsﬂé

- SEEFEE. (FIEIKEETR.
LLT(FBEE Gl il
- / 78,026 \D’E-féﬁﬁ;‘#ﬂi

MedDRA v20.1

https.//www.icrweb.jp

48



CTCAE&EMedDRA

CTCAE MedDRA
AR 837 >75,000
AES HA TR ERERE
EER/EEE HY FL
AT—IL
EE 2BE B JEE

o NTEfESI&YBIEEER [ RES 17 E 1R
0 Bl—EFZIEE—termTHEINEZRE

0 FEBEEEZRIL"Other, specify” £LTHIS0LEE
& SOCIZ"Other, specify”(Znfth, BEARIZEES) IEB HY
{5l : FFEE R FEE — 7 D fth (FLEERE K)
BAICITEFE ! £ETTELELES
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JCOGHiTiR B HHIER 2

(Clavien-Dindo% %8)

JICOGTiT2 & HER % (Clavien-Dindo%3$8) ver2.0
JICOGR—LR—U MR ) A—KA]EE
http://www.jcog.jp/doctor/tool/Clavien_Dindo.html

H. Katayama, Y. Kurokawa, K. Nakamura, et al.

Extended Clavien-Dindo classification of surgical complications:
Japan Clinical Oncology Group postoperative complications criteria
Surg Today. 2016;46:668-685
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JCOGHit & ftiE M (Clavien-Dindo 4 ¥E)

v2.0 (201354 A 11B%RE)
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Clavien-Dindo

CTCAE ver4.0
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