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3.1. RIFEFTRERZ (measurable lesion)
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3.2.a. JF U O NEIRE
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5.1. BRRE
# 4 BeBE ¥ (CR. PR, SD. PD) #4179,
5e£3E%h (complete response; CR) :
TRTOENIREDH K,
FTRTOY) Y REOFEEFIOmMmETH T b b,
CRTHEDOHAET TLWEELDH S
&8%=E%h (partial response; PR) :
NR—R T A4 AL W L CTREERIRZE DOERID30%
YL ERA
1T (progressive disease ; PD) :
BRI RS S N/ OB & i L T
R IRE DM A20% L, L3I, 2o/ Di
A S55mmEk EDOHEK,
RE (stable disease; SD) :
PR & ¥ 5 ICIZEE OM/INHBA+ 45T, 222OPDL
T 5T EFRF G LR O B/ O AN U CHES
%l NV N i
# ‘too small to measure’.
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=default i 5mm

5.2. FEIRHVRE

# 3 B¢R&EFAi (CR. Non-CR/Non-PD. PD) #4179,
5e£ %% (complete response ; CR) :

TR TOIFERIREDH I OES < — 1 —ED
1E#A1b,

FEE2 =R,/ FEHETT (Non-CR/Non-PD) :

12 EOFEHREOKRF T 2 3EE~— 7 —
PIEH EREZBZ 5. H5WVIEZOME,

1T (progressive disease ; PD)

Unequivocal progression BEAFDIEAEH)IHZ DA
5 HE,
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5.4, ERNRE LIFENRES LUHREDHIE
DEERESD -EERIHROBEHE
DTFTORICTHRET %,

RARE FIRARE FRE REMR
CR CR No CR
CR Non-CR/Non-PD No PR
CR Not evaluated No PR
PR Non-PD or not all evaluated No PR
SD Non-PD or not all evaluated No SD
Not all evaluated Non-PD No NE
PD Any Yes or No PD
Any PD Yes or No PD
Any Any Yes PD

NE = inevaluable
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55. FENFRESLUVHREDOHEOHE %

B O BB RHROBERR
UTORICTHRET %0
FEARBVREE REE HEMR
CR No CR
Non-CR/Non-PD No Non-CR/Non-PD
Not all evaluated No NE
Unequivocal PD Yes or No PD
Any Yes PD

6. <AE%>RRHEAME (best overall response)
RGP OHEELVW LEE T TICEHI N/
Ho#hE, FRl L LT RERERROHEIL &
BRROBLEE LR DBEDOTH ZHWTIT) .

6.1. CR% 7-I3PROFEZE (confirmation)
JEERINIRE T IA) -V FEL VP ET
BIEEVEBILRERIC BV TLETH 5,

BN FORELRG- L7z EHh 64 LRI
ThhBEFMIC L > THEZIT) .
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7.<ABEE>HRHUEERES

HBRETFTAT) -V FRSL Y METBHR
BTk, FELOMY LE=F0HEMELD
B SN EHERHRICEL ) TXTORR
WOWTHEEZZ, TOHERKREOIE L HR
BFHRMEZRET A L HERL TV B,

AX b IHRHERES

FHRELVMIZLAPHRNERZAKXICI S
RECIST % i\ 7 HUBE S5 ) R R RA DR EIS
DWTOHREDD 5 20% UL L O EB i/ %
B 7231661 2 0t R H R H E R B XA EH3ME
fibh, FHRELHRUEZRAXITA BN D>
HEREFERFFMEZRAL TV, EREB X

20094 F20H

L OEBMD KL L EIGRHT - VRFAEDXMS7o—1 1D f—. 1tk

ORBEOYWEREFIIITEREDEAE L. « fHI12040
(95%CI:0.30~0.50), —3Fi%709% (95%CI :

659~758) Th o7z, FIEERIIMEHELZHAL
AR THFRR R 2 WA 3 5 B2 - 72 (PR
13 F TR B R 200 B A & Z B A3l 184 5112 34) o

b

RECIST ver L1ICIEZARTIY EIF-H%
PDAHC D 55 T AHARER & 55 TN AHEBR IS BT B R)5%
HIEFEDE, BT (progression-free
survival) R R EIIR (time to progression) N#
27 BB E R ORI, 7% EORBRAA SR
%, European Journal of Cancer!Z [FBHE#K & 7z
BERSL D &0 5 & WERECISTONAIREICS
(57N oY A S

K ERECIST i version 1.1 Td ) /NLET DAL
DI TH 5, version 20 Ly Lo 728 &
L . #Fflimodality I #EFEHI 1 2 ¥R A€ (PET
DFHRERIB D A) | version 10125 & ki X e
Ef{gZRA L2 & 23T Tw5b, RECISTAX
F1121% “The RECIST Working Group looks
forward to such data emerging in the next few

years to allow the appropriate changes to the
next iteration of the RECIST criteria.” ® itk
5o T IILERIRIES 0 O A RZ W~ D
ISR & 2 S BT T & ERIRIE S
DIFEEIRD HNTW5B, HRTOEMKN %
By & & LTid, P04 B A 57 8) 4 23 A RF7EB)
B CRTEATZEHE (FELBE) ASHMR S I /zo P2
PECIIERIRIESS 5 & U I 0 BU5 TR DB KL
5. ERRRERIC BT % G HER) R E ORBGE % 1T
- TW5, JCOG (Japan Clinical Oncology Group) T
(& ERRIES I B\ 5 WM O E & BT 5
%2 Wi/ % B £ (Diagnostic Imaging Committee)
AFE L72s RECIST version L1t L 72
‘HAFERIJCOGH ® ORENEI NS, /2%
FEAE DO HAR B 2P 15E5H ICBEIE S h i
H AR GHF 2R g 254 H RECIST version
LUCHER L =GR EIC R 5 L Bbh, HAM
FF R TIRMRERE RO ER S (LR R
HEEXERER) ICTHETICEF LTV A,

21-(21)



1K S EBMD EiE & BN - VRIRDANSTI—1 10 f—. i

BEXm

1;

10.

Therasse P, et al : New guidelines to evaluate
the response to treatment in solid tumors.
J Natl Cancer Inst 92 : 205—216, 2000.

WHO Handbook for Reporting Results of
Cancer Treatment, Offset Publication,
No. 48, World Health Organization, Geneva
(Switzerland), 1979.

Watanabe H, et al : Tumor response to
chemotherapy : The validity and repro-
ducibility of RECIST guidelines in NSCLC
patients. Cancer Sci 94 : 1015—1020, 2003.
Eisenhauer E,A, Therasse P, Bogaerts ], et
al. New response evaluation criteria in solid
tumours : Revised RECIST guideline (ver-
sion 1.1). Eur J Cancer 2009;45:228-47.
Macdonald DR, et al. Response criteria for
phase II studies of supratentorial malignant
glioma. J Clin Oncol 1990;8:1277-80

Cheson BD, et al. Revised response criteria
for malignant lymphoma. J Clin Oncol
2007;10:579-86.

Schwartz LH, et al. Evaluation of lymph
nodes with RECIST 1.1. Eur J Cancer
2009;45:261-7.

Watanabe H, et al : Effect of the introduc-
tion of minimum lesion size on interobserv-
er reproducibility using RECIST guidelines
in non—small cell lung cancer patients.
Cancer Sci 97:214—218, 2006.

Ford R, et al. Lessons learned from inde-
pendent central review. Eur J Cancer
2009;45:268-74.

Watanabe H, et al : The impact of an inde-
pendent response evaluation committee
(REC) using RECIST guidelines in a Four
—Arm Cooperative Study (FACS) for
advanced non—small cell lung cancer
(NSCLC) in Japan. Proc Ann Meet Am Soc
Clin Oncol 23 : 629, 2004.

22-(22)

11.

12.

13.

14.

15.

16.

17.

Bogaerts J, Ford R, Sargent D, et al.
Individual patient data analysis to assess
modifications to the RECIST criteria. Eur J
Cancer 2009;45:248-60.

Dancey JE, Dodd LE, Ford R, et al.
Recommendations for the assessment of
progression in randomised cancer treat-
ment trials. Eur J Cancer 2009;45:281-9.
Sargent D, Rubinstein L, Schwartz L, et al.
Validation of novel imaging methodologies
for use as cancer clinical trials end-points.
Eur J Cancer 2009;45:290-9.

Moskowitz CS, Jia X, Schwartz LH, Gonen
M. A simulation study to evaluate the
impact of the number of lesions measured
on response assessment. Eur J Cancer
2009;45:300-10.

JCOGHEEZRRSE | B A DB RYED
72D A A ¥4~ (RECISTHA K54 V)
—HARFERIJCOGH—. Excerpta Medica,
Japan/Elsevier Science, 2002.

RECIST guidelines % i \» 72 i %8 25 4: fld 55
DEHRNRHEDFF &, Ml KB,
YEHOIR, p157—166, &5 HIkR, 2003.
BETEAS AL A RE O EHER R e 2 HE. B
R AEE 21:929—942, 1986.

MBI RS $36% H15



FOYA—RENHEXRDNABOADFEINTVNET, ARNOBEAICOVTRTLZZETE W,

BH % SO

W REMYEATZEA L, ASHSRE M OB AR % — it I N e X RSt L T8
DET,

AFRIBR SN OME % SHEOTE. (L) PR A X D FEE 2 TP S v, 1
L. 35 N2 & 2HNFIH BIYOBEIZOWTIL, USSR H A S e v ¥
— (L) AR AR B IG5 2 MR 2 T REE L QB HE) & aii s
B RERE L COBBAICH > T, FOLEITEVWERA FHVEA HIOBEEIZOWTIE, #F
HEHTETY) .

MEFIZS G — L NS M
T107-0052 FLHRHEX AU 9641 JHAKE IV 3F FAX : 0334755619  E-mail | info@jaaccjp

WELSN O CEEOT I, ik, #IFRSE) CBILCid b A e & cZets L T
D EHAo
B, WG~ BIWEDRE S v

Reprographic Reproduction outside Japan

One of the following procedures is required to copy this work.

1. If you apply for license for copying in a country or region in which JAACC has concluded a
bilateral agreement with an RRO  (Reproduction Rights Organisation) , please apply for the license
to the RRO.

Please visit the following URL for the countries and regions in which JAACC has concluded bilateral
agreements.

http//www jaacc.org/

2. If you apply for license for copying in a country or region in which JAACC has no bilateral
agreement, please apply for the license to JAACC.

For the license for citation, reprint, and/or translation, etc., please contact the right holder directly.
JAACC (Japan Academic Association for Copyright Clearance) is an official member RRO of the
IFRRO (International Federation of Reproduction Rights Organisations) .

Japan Academic Association for Copyright Clearance (JAACC)

Address 9641 Akasaka, Minato-ku, Tokyo 1070052 Japan

Email info@jaaccjp Fax: +81-33475-5619





