oG

Japan Clinical Oncology Group

JCOG avtFr<=a7JL verl.10

JCOG 7ArI— IV BEZESDEELZZ(THAtTMIRI =27 VITH>THERT .
R-aATIILDEERITOVTIX,

1. TUIL— MR (EDFEERTHED) : RFMSPIvH

2. REES (RABETHY. TOF— LR ITHIBRESNSED) : FF MSPTvy

3. REHI(XEPLROFITHY. BMLTEAShIAREMEDHZIL0) : FEFMSPIvY
ITRBIEh %,

F A= a7 OERIFFRAMELTLEDHERITH LTSS, Y1V BB R TIFALERRIZOL
TIRBTLECORY TIEALY,

JCOG T—A3t A—BEEEZHRBRIER

JCOG EEZERAKR (verl.0) :20114%¥ 108 7H
JCOG T—A U2 —RWMETAR (verl2) : 20144 1H21H
JCOG T—A 2 —RMETAR (verl3) :20144 58 8H
JCOG T—A U2 —RWMETAR (verld) 20154 11 A 24 H
JCOG T—A 2 —RMETAEE (verl5) :2016%F 7H 5H
JCOG T—A 2 —RWMETAR (verl6) : 20174 12A26H
JCOG T—2 U2 —RWMETAE (verl7) :201944H2H
JCOG T—A 2 —RMETAEE (verl8) :2019%6 A19H
JCOG T—A 2 —RMETAR (verl9) :201948H 14H
JCOG T—A2 o2 —RWETAR (verl.10) : 202049 A 23 H



a7k =a27JL NOTES

ATZa7IIOEERIEL. 7070 =)L (TALI—LI=aT7 L) DEEREEHEEBRIZEO TS,
ZFD=H . RKRI=_aT I -ERERIE, ZLTORI—ILDREHICIFEAEZTDEERANDIENFEETH
5, UTFIZTaVEIMEBBOBESRE. EEKREOFIBEE RTH., FMICDOVTIE JCOG R—LR—
(http:/mww.jcog.jp/doctor/todo/ho/news.html) LS BB f=LY,

MREBHBOEHRICIICOG TARI—ILI=a T ILEREHRLTVDIEINEFN TS, AT MER
BIlS. KAV TbR=a7IILEF T FTICOG FAMa—)L=a 7 /L fERL TLV=EE LY,

BE.XTZaT7IILOEHIE ICOGC T—2t 24— EEEHE/TITI. MMAEEICREALTIX JICOG T—4
EUA—ROABE/TITV. KIBERNAZLERICBLTIZ JICOG BEERZESNEBRBE/DILLET D,

BERELERNE
2 TEDOR—UHIFREA 10 R—=U LA ET B (HN\—R—JLREDXHREFRC) o
A BFOMRENEBEETELESZH DHBERRF AL CELikd 5
LT Oa—)LIERDOFEEDT=OIZ. $ 2 EQFEBICEALTIE. 2T DREHEEZOFFEI/LTO
FO—ILIZERE TEDLIFRR T HIEMNEFELLY,

(ER@oRA)
LRI 2ETHOEBEBLUVEFINNLIERBIELTEERAIET D, LA 3 UTOEEEBLUVE
AAMIVISEE AT,
BRIEFE, AXIZFR=PH(R—DBFEB)EANDI L,

o TAUMEMS P IUYOEZELL . AXDXFHA XL 10 RAUREAZEELT B,
BAAMLIZESES B [P2.1.1.D) X7 FOra—)L(TOI—ILR=2T7IL) DRIET HEET
¥, BHEICRET AR O TIXTOra— LR =27 IILESEIZT BT,

o BEEEFTEEL 1855754 T1V T TRET 5,

2 S NERHRE ()
2T IOERIEHREF LT HI5E (L. JICOGEESRHKRE I XEM(ICOG_SC@ml.jcog.jp) 1=
BT D, LTFOVNT DDA ETOERRAI ATEE, FRHERICH->TIE MKBLETTIL—T &
LTHBERET A EICOVTEENEONTLIRELN DS,
1. LEBRATORM: T4t 4 BEEEREYENSM
> aVETREMFNZYIIL—TOPRCEE. EREES. VIL—TRRZEOVLThAHLDLEL—
2152 L
¥ PRC ZE.EFEZEIHAREERETIELTHI5E. thd) PRC ZEFIFEFEESIC
LE1—%{KEET B
¥ LE1—EHRBHER -ARKKRELILROERDZENTS
> LBTEBEEROLE 1 —ELFLREL TV, BERDOBAIGEELTEREZHL
(LD TEEFZLUSMIRELTEE L, ET IL—TEMSEREAHY . BIMERIZIR
EFBHIEEL=,
> RBBI:EMAARE L I—hRiER BRERRZIENM AAREE EFE 8 B F=(&
ZOOM 245 web F2 = (ZOOM (& T —2 L 2—[EEEHEBHIBUEIERE)
>  FBRICLE2—%2B4LI-. FIBYIIL—T D PRC REFIIEFEEEFIIVIL—TRERE




B RAULE)DRBENDHE
> 2EOIEXAMNETIZ. VLT REA—ILIZTHEYSEIEMDIE,
>  JRA|1[E

2. EETOER: T2V BESEBRY I —THLEEICLSIEELEL—
> AVETMEMFICHARERR -ARRKRBLLFNOEEZDT IL—TD PRCEE. EFEES.
TI—TRBREEOVWTIADLEL—%ZITHTE,
¥ PRC ZE.ERZEZEIHARBEEEIELT LI5S, thd) PRC REFIFEFEESIC
LE1—%1{KET 5L
> OAUtETMENHEROBEERBFTRBZL>TKRET 5L,
>  [REI1[E

A N EEKE
LITD 5 mERk. BEEH QIO Word 774)L, AT RBRIF IV AR JIL—T Dk
BHAFK YY) E. . LEL—FHEELI-ZE(PRC £5. E¥EEL. VI —TRKEFH)ZELT. 7Aka
—LEBBEZELEE (PRCoffice@ml.jcog.jp) NMEHT 3,
1) AavtwT o T IVIZ - -RBETHS
2) MRBLETTIN—TELTHRREERT HLITDOVTEENBFELNTLD
3) I IW—TOMREHE-ARRRBLILFNDMEED PRC FE, EFEEER. VIL—TRRRED
WIFNMNZEZLEZAVETRDEFILE 2 —FHTHD
4) TIL—TRREODEDEH/TLSD
¥ aAVETMERHETBIRIC. CCITTIL—TRREBESDH TA—ILEEIETHIL,
5) HMEBBZEBOEHZHELTLSJCOGKRYS— NolOTHEREREMEZHERIZSHR)
- EEHEBEOEEHETHSDICOGC SMERDFRBETHELTHLLY),
s TIL—TRREDEDER/TS,
o JOPI—)LBERERAZHO. thdTOLI— L DAEBHEFETIEEL,
LERELETHLLELT. 2. O~@DWFThhEiE-F BELHD,
D PR-ZLMHERERZE. FIEZTORELAH D,
@ TOba— I BEZREREE. FEZTORBENHS,
® MAEBROEBRNHD,
@ LUTOIRTEET (D~BWThDREEBRLEMES),
> FAka—)LartIrMEEEIC2EUE, JCOGEERZRER(IC1 U EHEL-READHS,
> FRTMICOG KR —, avtFhv=a7)L, FAba—IL-a7ILERHRL TS,

GH. BEEEMONMRERHYIB 1T, 2T MRS REREIRHEE ORE 4 BEFTTHLA., AIZE-TE
D50, LTDI77/ILONHRHHEYIR 12585,
https://secure.jcog.jp/doc/member/prc_calendar.pdf



AN=R=DL ATl

Hapan Clinical Oncology Group

Japan Clinical Oncology Group (B AEGEKIEBHES IL—)
o000 N—7

EINAEL 2 —HRRFEE 2020-J-3
TR AN E RO A2 12 EE A RAESL D=0 O E AR 1 T

PCXXXX

(ExRX% PC BB ITa T MRHE#%IZ PRC EFERMEEE)

XXXX (2092 XXXX ARICEET 5504 LE B BRRE T E =

TIL—TREE XOXX(TI—TREEIRBEFTEDHELETS)
XX REREGREIHZE XXXXX F

HRLRE XXX
XX KEKRERBEEZERTT XXXXX £
TXXX=XXX XX B XX T XXXX 3-1-1
TEL : OXX-XXX=XXXX (R#g XXXX)
FAX : OXX=XXX=XXXX
E—mail : xxxxx@xxxx.ac jp

BIREFRR : XXXX
XX KRERZFREZPZT XXXXX
TXXX-XXX XX B XX H7 XXXX 3—-1-1
TEL: OXX-XXX-XXXX (PR XXXX)
FAX : OXX=XXX-XXXX
E—mail : xxxxx@xxxx.ac jp

20XX £E XX B XX B JCOG BIELHATE(CSXXXX)
20XX £ XX A XX B OVt THMRETESHAHA

20XX £E XX B XX B a3t TMMEETE (PCXXXX)
20XX 4E XX B XX B {BEARIZH

20XX £ XX B XX B JCOG EEZELE




PCXXXX verX.X

x—< [P-0.1.)

© SV LELEEER, BROL AV DA EDLE  EROEF )T DEAEHEDEE. Y1 —YEERT
2o

1.889 [P-1.]
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e primary endpoint (JREITU'&D) . secondary endpoint(s)Z &0,
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MBETHLHN . BERIZL-TIE, IREFAD ., ABRAEICLDIAR Ty EAFFINSEAEL TERSN T
SEIZIE., RECARICAN AR SERDIBNERBAT LOMNHLNENH S, TDEEIZIXTARHREDO R R ]
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o HERARICETIBENTEMT I (—RNESHLEEELGEEER) L. HEBARICL - TTFHHINLE
ERBIZDOVNTEERT S, BFIDOHRABEDIGE . BRICH T2 ELSEOEUNET —2&. SEAKETTH
INHBHEOEYT —FERXFIL TR T S,

o JOra—VARICEFNIEESE (EERRLEST) ARBHMRICSHL TEEATERBEINTLSHLED
(FBEICEFENTLANEDID) | ERERIITEDIFEERRBAZRISERE T D EN . RIRIRE SN TLEMEMIC
DWVTEREHT 5, BEEZLERDBINTUVVECTEH, BEZETHERASN TLSIGELLE . KRN HNIL.
TDOERE TS &,

o JOba—LBRICHDDER ER] ZOMERBBRLRELET)

o BHOER)TAICKEIEZHABIN R AECHIGE. TNTNDOEL ) T(EBICEEZ ST TR T 5L
MEFELLY,

«  JCOG %> JCOG KDY IL—T T RFHEBRD BT OMMEEE 5 Z 55 L5 HEBMEHE., EffiSh TS
BEIZIEX. TORNBZEELRT 5,

232, MNEKERROBH [P-2.32.]

o BE. EROEIE. IRIZEREHERAESFHETH SO . AREMERDIRMIE 2.16.12E<LDH
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*  Phase Illwi%ﬁliE:&Z:%o

242. TURRAVIDOERERIL [P-24.2]
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ﬁ%ﬁ@%—ﬁiék%’&t@#u BREITSSEDZ LM (] : SHEHEL ., S RAERT R E DB LS DO RERA
BEDOA) YR EhRD,
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o ARHBETIZLICKYELNIMADEEME ERT S EHRIEMICER T 5, T4h5. QB FITH
FTENRT4YMIBELTARABRD BERL D REERT S,

e 4% phase Il MIFE (L. positive results MIFLNT=EED A2/ T2+ T%4L . negative results [Z#&4oT=[FIZ
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HLDHEIEFRZEE (inclusion criteria) T#HY . — AR ATRET4E (generalizability) [ZBEET 5,

o — A ERRETREINAARERICIZET 0. HERITHAANSZEAREBHITLELD . HERTRELGSE
k- REMOFHEICEEERITT LHMINITIRERNT DEHGEHRTET 5L DM BRIMRZE (exclusion
criteria) T8 5, AT TIX—ARAABRINRED SR T E GRERFEM I CE B RNRE (L ETR) .

o [~ZRBRIJEVSHEETH->TH. [RIRICEAH DS EEIREIZERR T 5 () BEBESEFFEISES RN
SRS B 1E E LB IRZEIZEER) o

o AREGRYESBMGRTFEZAVNSGIE, [~EBhnd ). T~EHEansd ], [RBIELTIGE LT,

o BEBIZITNNAILDEBEFITS,

o ZEBEEFROZEICIE—REFERFLE, —REFESRELZ DT TR T D,

o HERBIRZICEBRT R CEERECKRIMVMREZ RO SBETETOHBI BRSNS HERETEFNSE
MESFUVREHDE R TRENBRL T T LRELLLLENLIICTHEEITT HIE,

SCEBID
1) B (HYAFE) :Disease
RN D FEYMEN Y T2 TEHET S5 5 (XBHET 5.
iR (MR- D FEVZEN) 2 DR RLFBINSGAE-BRADHREEZRELET 5.
LEG) BIRFEEN LD NRTERICTHREFENIRELZHSIN TS,
2)RE DN - F2E : Extent of disease
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SIRREEE AR T B,
DA ECERAR UIBRMBOREZHOES. BRRZEOFAEHELE)
EREZEIC & D staging DIHE . FBRSNDEESE W CT £=IE MR) LIREBDHFFEHF(THIT
HEL. FFICERRMISEYIN DERATEEMEE B L TRET 5.

3) I : Age
ORBUL (BHREFDOFEHTRET Do LRITNT LEERELLGLTELLY),

FEETRIE 16 HET IAILREL, 16-19 B TIEEAERELLBVDABERRET HHEBRTIE 20 &
LTh&LY,

4)PS:Performance status
ECOG performance status score ZFALNTIRET B,

5) f& 2= D FE AT RE T4 : Measurability
BIEREEREDFEDNS LUV ZDEERTHMEICHET S,
BIERREREDHELZBDLLEWGEE X TDEHELT 5.

6) BB D FRTE : Prior treatment
HEBRDOMRELGDMNAITH T HACAEDRELZDL ., BEFERELLTOMONAITHT HAaBEED
HETHLIDMIZERFEIZXAIL TEEET 5.

SEGD DL AREIZX T HEELSH TLEEE. BEHRARE. WThOBIELEL.,

7) BR & & - 1R EIZB8 9 S HIBRZE1E : Prior or concomitant disease (WL ETI5E)

8) FEFZE - G RAE LIRS A HIFRZEIE : Prior or concomitant treatment (WL ETIEE)
HERTHULLNAERIEOMREERNHMLONTUODSERAHY  HAEERIZLYFEHINIEEER
NEELGLDTHLHEIL. BRIMVRETHGERRELL CHIRSEIEZ R85,

9) fg et EE (ERPRARE{B) : Laboratory tests
CLTRESTIIEDHT, LB 27 LTS TRET 5,

AIRE7GRYIEHETIRRTE T 5, [TEEXEEED OfFFHEELLL,
10) FRERSMIZ DOV TEERANOXETRIED TS TL VS : Written informed consent

4 RERETE

41. Faora—)LEE [P-6.1]

o BIZEHOL DAV OEHDEZINTAZESREL DAV DGE . [TOra—ILAR IO EEZBAREICITS. %
ABREORANEHEICEERZT S

o ISTEARETEIOFHM (K LLEAR. JAREE. ARETHE. 2 METE. MERO. RV EFOREFIR) . A%k
EEREOTIFEELEDERFETMIFFE,

o SUALILHERTEEMN, ERRAROHBRTEIESTARIZ NMNRBLEDITTENENEIRT S
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411, RELAEEARH

412 BEAEMGBH)

SCE 2 EFRAERDABRDIGE
413. MRMEERSHEREE

414, Ffff

415. e
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« TOra—JLARPIRECRBREERED, REELTAVETMIERETETHHN . TURRAUMIA
BRI EAR (Time—to—treatment—failure) Z ST IHE A BHDES T AIZKBAEN sequential ITITHh 515
AL, TOra—)LARPILRESABRERTRENTELEZONDIGEICIE,. TO—)LAEDIEFRELS
AEEERELTLHLTHLLY,
RCELI 1:
EZMETHREGE 2 O—RE ZNITBIESHGEBIMMEREL 2 —RBRTLIZBEZTOM—ILAERTT
EEET B,
FCE 2:
AR CIE P IREE(CFZ L LGV RY TOba—)LAERIE#FSN D126 . TOba—)LBESTE T,

SHNRYEDHELHIERE [P-8.25]

o PRHTFEORHEAZ R T S (RAIELTO—R BT, BEMRBTEREL-BETRET D).

o FHEDES') T (BEER CT. MUER CT. MIED X 8% . WABDH 0 LFAEFMBRREIC/G D KI5, &S/ Bifl
DALY 5) LHIERE,

o PRHFELITHLVRBRTIEIARHR TIIHRFIE X THEL 1 E5CiR,

- ESHINROFHEEZITHEVGETH, BEEEATHMZ IR RAUNMIETESICIE BEOFEDT
i3 E e e S

FCEBI:
SRFIE (T IERMIED CT S LVERES CT ZALVT, TOI—)LAERIRE . 4 BEITTI,

6. T RRA UM EHRHERIBEER

6.1. TURRAUF [P-11.3]

e primary endpoint & secondary endpoint(s)ZBA3C,

o WML IVRRAUNERWSEBEICIEERFFLRNT 5, —RIWBIRRAUMIDWTIEEEDRIEIFE,

o AVETTIRIEMLBERTAEDRRIIERLTEIVWALIVRRA Vb, THAUIZHIET D EAKML TS
FEEAVETMERBRBE TRELTEIRETH S, BB BHEIURRAUN, THAUERWDEEICIE, f#
HAEERBRT S,

6.2. ZERMERTERN [P-24318%]

o FIIFMEHR (EMEHR) SBESEFOAFRBATOHETEME G FEFIEOCEFHRDPRELE) 2D
IRHL, BRIRAICERA HAEMDE, EEKE (0 BE N (1- B . ZEREAR. BEFEAR

o FIMEHRGESMHHR) EEAEFOAFERBAMOETEME G FEFIEOCEFHRDPRELE) 2D
BHL, LT =0 DRESEZ DRI, HEEKE (0. REH(1-B . BEHARM. BEhEARE,

- FIMHEHR HGEDHINELRERDENE. o fF

o FPEEZBRMETFEESHFHMOME

6.3. FIfEAREF [P-52]
o SV LB EITSE DEITRER T

6.4. hFEAEHT
o FIMHEFHER. RUSUALILELIHFHROGE. RREBHTOEKELUELHICOVNVTERET 5.
o HEOFE IR 2 RETH AL THAIGE. st stage decision|[CDWVTHEREH TS

1.B8EZHZRRAA [P-244])
. FRERHOREAHRUTESBHEAOEEEAS
. EEIELTR—EZEIZEITBBED JCOG REATHBFEMICE I, HYTET—2AKIMES | SIHER
D4R B E SO MHIMENSHEL R KRBT 5, SMEZADTUr—rABZRICES]
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EHREITOEINDNEBINTLNVENIENE V=6, BIERELIRINFENOBIRSN D BEHREZEDE
BIZEDNTHET DT,
o SUSLERBROBET, FTESNIEERMBEAICOVNTHRRT D, BEICEAHORRIZHLTITHAT
WBIGEIE. TDT—3ESELT D, %A THT—INENEEIE, 50%& RAATERHT S,
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