4\/0/9/\3\’(@0 ﬁ;//"

JRLE T B A S R R

HBTH A EFEE RS
(H26—2 8923 A— —f%—052)

HEATIRH S AT 2 T BIRIE OB RRRE S OO 2 3

i 2L A IR B D A5

RG22 6 BEBRERTE

XHEEE HRFE

e (20 0 5) 4= 37



Ay JBAS @ OREAFEHE FI SRR (
BTN A EREF LR R GEH ) ICRDEFEEG L L
T, MSEATECE N ENL S AUBFIE R o 2 — D3 E i L 72 526
FERE THEATEESHER A AT X9 D T4 A B RTE DR HETR e
SED T DL gk LFRFGE] OREZIRY L& O DT
7




I. RREEBHRRRE (B
HETTERERAR A3 AT 69 DI AR IE DR E R RS DO T2 O O
Z iRz L FINFIEIC B H A 50

ESZ BN AMZEE & — 3R BIR(E

II. HREEBRRARSE GEHHEE)
1. EHSHERERIC R DR M ERIE OB F I3 D45

ESZ B8 AMFGEE v 2 — e HIR(E
FIRERE 57— FEHFIEAN
RPN SR e 1% F i B

2.  EATERSHERE O RETHIER A BAY L Ul BE RS RERIEC
Sl pRAY iR N o e Y SR

TMBEN AT X —hIRlE K

3.  EASEEVEICKTT D~ A 7 T RNAFRATIC BT D HFgE

JE B REFER B E R R 5E e FRRER

I11. Z8%RKRER

IV. BFEREOTITY - BRI

13

17

23

27



[. HREEEBRERE
(¥ FE)



B4 EREE RS (EHRD A ERFERLAIEERE)
LREEBRCRME (1fh)

HEATISAAR 3 AN 3 DI R MBI IE D
TRYETRIEMESL D 72 D DL HaaR LR

rEfEE HRE E
MSTATBOENESIN ARG & — Bkt BHEHAE BR

WREE

it %% High-Risk A7 (BIRMIREEME, U o "EisMRE) 263 2E(T5EY
HRELREREEOTRIIARTHY, WRICHEMEREZITY Z R HERINT
AV

Z DFEYETEFR I CDDP (100mg/m?, dayl, 22, 43) % BEGFH -+ 2 (Lt fgs (UL
T 3-weekly CDDP+

RT) TH D, LAxL, 1) TN, 2) IREDI T T4 T LV ANRFES TR,
3) REIABEANLEE, 4) O FHREAEENBEIND Z 05— BINICiTh
T, BMEOEY CDDP (30-40mg/m?) % & 59 5L EYE (LT weekly
CDDP4RT) 3L STV 5, L L, BEERE CTh 5 3-weekly CDDP+RT & DT
LB RIThN T I o tolzd, TOTETF U AEZ LY, £ LT,
2 3R & 72D 3-weekly CDDP+RT & weekly CDDP+RT & D & Al Ebiess
BRaEtE L,

ARFFED BEOIL, RETEITHESE R LR EITE E% High-Risk BEEXI4 &
L T weekly CDDP+RT 2%, 3-weekly CDDP+RT I\ZAETERAMN] L 62 & (FELHHE)
T 2 H MM TT/111 FB3UER (JCOGLO08) I K » THREET A Z & Th b, kS
PERRRAE S NAUZ Y R T /R T 4 v DEEBEN DT B R ENHESL T 5, FE
LPEDHREE S 72 WA BB D4 D weekly CDDP+RT DL OHIIEIZ D222 5,
¥, ARBRIIEMNOBERR 7N —7NoENELAEE S, ARBREFELC
7r b a— &RV THERRR 2 ZER% IR AT 5 BRI S 5E S h
THEY, ThRENSHRE~ZEFT U AORE] ICHRRT A Z ERHEFEIRS,

SHSHHEE (2361 DIRFEIRC, BRICET 55 A= —F —IFFEL L TV 220,
MIBERFZE & L CHEEMR D~ 7 o RNA FBEMT, BETOMEFo=s Y Y —
LD A 7 87 RNA OFRBRE(EZ KRR —F 2P X Vit L, Fiiz7z A
F~—h—EREETD,

ARFFRIILLT O SR AMAIRITH D, 1) 3-weekly CDDP+RT & weekly CDDP+RT %
BT 5 RGO T & AMUIEGEBR,  2) EEITERSHEE 5T U TR TARBIIC
TONBHDT & MM ER, 3) BRARRERIZFRE L CIMERA D~ 1 7 1 RNA
FEMTAAT 5. 4) JCOG & BRINDERRRER 7 v — 7" & OF D ILFFFE,

A FEITBEIFE BRI T AR RAROEHEHICRE<ERT L2 L
2, EERERERICSMARERGEERMEL, FT7 v 77 70ERCLES LED,

HBSMEBEEOREL LT, ARRICEKRT 2T X TOWEEIL TERIFR
BT A mEES BLXOA VX ESICH o TREB 2 ET 5, ARBRILFE
B 24 10 A D BERESRBIN TR Y, BEHIR 5 £, BHEHE 3 4E, B
WHEHIR S EDTETH 5, ~




R% 26 AEFEIRES 11 TSy (G 66 44) OGRS T L, MiTRIRIE DL M A R
Uiz, BUE, 5 3 FHRBR B Sk Ch 5, HBIHED IMRT PR O 7 'm ko
—VEGET, & BICBINER 2 4 iakiEse Lo 2 & CL A B ERERUEE D FLIA
END, WA — 2 2 X OHEFERIIENT D B ISHER S A DS A A~ — T — &
20 D HEd~ A 7 2 RNA % 31 FEIERE LT,

WhefldRs mE F
[E S22 A GEE o & — BB
PHEENE B

A. WFZEEBY

1) AT T BRSAED R S L RO I 1 T
High-Risk B # 2 % 4 % weekly
CDDP+RT A, ¥R E TH 5
3-weekly CODP+RT (ZAETFHIRI C4 5
NIk GRS BT v F sMbbigi
BR(JCOG1008)IZ & » THFES 5,

2) FioEBEBRED~A 71
RNA gy, = iz, fiian, ik & OVFE5
Brolmih o~ 7 m RNA OFERRE(L
DRI CH T2 70 8o Fr~— T — B4R
T5,

B. #gHE
0JCOG1008 7Bk -
B BE I AR BEOTIOIRERE
7 o LEIFT U T ABES Crdims
DIRRE DR MR L, & 1 ABE S
W CREFHM % Primary endpoint &
L T weekly CDDP+RT O, fEHELGHE T
% % 3-weekly CDDP+RT (2%t % FE4,
PEZHREET D,
A%: CDDP 100mg/m2, day 1, 22, 43,
RT —H 1 [\, 1 5 El5SENE, Total
66Gy (i RT t=¥EH &)
B#f : CDDP 40mg/m?, day 1, 8, 15,

22,29, 36, RT —H 1=, # 5 [E455%

1%, Total 66Gy
Primary endpoint : 45 IIT F8#545 « 24
I B TL ARGy« TR setdl e
Secondary endpoints : 25 III #8575 :
MEFLRS AL AT, R P TS AR AT I
AEFS, B ILELS . AEES
BRPR ARG & F B
AFER O BRPRAE R T TG REE (B
¥ weekly CDDP+RT) O 7FHiRA
DR ERE (A B 3-weekly
CDDP+RT) ot L CILMHETH D) T
HH ., ThFER S5 E . Weekly
CDDP i F {2 S e V5 & 1l 7% il B
PVE DIEEVEE & HIWr 9 %, 3-weekly
CDDP+RT @ 3 FLEFEIE % 49%. I
Fi~v—V % 10%, Al a=0.05, &
A 75% & LT, LEmRGIEIT 1 B
128 44, WREET 266 4 L 72D, BHF DR
WG 72 & 2B L TR 260 4%
LPOTFEREEE L,
Wik : JCOG BESEFR A A 7 /—
7 22 HiEk
EBRILRBFT « RN OERRRBR 7 V—7
X, ARBREFE—0 70 ba—LE AN
THERRBR A ER L, &M - A%
BLTHEMITT2TETH D,

(G ERE ~DEE)
SIMBE OB EMERERIC OV T, B
Zfpe7 o ha—LiBEO R IEEEH




VAR LRI TR, BBsmc L5
FRIFE I ERIME SN D, Fio. TERERM
FEICEET A mEfEST) B~ X
BEE % EOEEMRBIRA L BT 5,
BikDO~ A 7 1 RNA f#friz, SRR
ERVWERHBERORR THLZ L
no Te N7 A BRI EE
T AHMEES) OXFR LT bR,
EAEREEOB AL, [EEMFIIC
B & fmERtest) (¥R L - JCOG @
[9E5° ) DNEATRSE) R Y o —1Z9-> T
HUNCEFEFTREEA LS L ITERER
AREE AL BT T L CERET 5,

O0<A 7 o RNA 47 :

KA — 7 P —Ion PGM % FIV T,
Ty VLR LA
RNA OREEZFRIEL, THOLORBEE
BLOEBERTESIZRARD, RESORE
WEOTI ) —MIEEND~VA Y
2 RNA- OFfEfH - BFHEEL L OERETE
Fl| & BT B, EALE VDR O L >
b, UTo<A 271 RNA 2FEET 5,
1) BEY I NCOREAICIBE LT
mEhs (BEEM~A 2712 RNA O
FE). 2) < DEEY VI D HE
LB L TR T 5 (BEBD~ A7
o RNA OFE), 3) BEOAT — VK
FRNZHEMSH HVIEBD T H~A 7 1
RNA O RIE

FE XNz~ 27 2 RNA-mRNA (22
VT, PR, TR, ROV TV E
FWTHER L, SRR R R~ — D
— &R0 D DHINE I MEFARSD,
ABFFCEE TlE., 260 £ & S HDOFEEK
CLTHELTWD, £9 25 412>
WTHRER Y — 7 = 2 L B %
Eh L, FEFREE. AT - 5% ok

Dxy YV —hFD<A 7 1 RNA FH
fENT 2 EfET 5, JHICEFE AL LTHA
EE—FEEOBERE A 25 4%z 72 100
BDV— T T AT R R T D, £z,
I/ LNDK30D A7 1 RNA
BEHIZOWT, MEFROREZE LN
7-BEIZOWT QRT'PCR ZEH L., &
FEEIREESEER IS AN A A~ — T — F Al
H9 2,

C WFotRi R

0JCOG1008 Fkx .

Rk 26 I I ARED B 66 £) D%
BT L, MIRREOZENETHER L.
B 3 MY OBERE BtE Lz, BEEY
HEEZHE LT, SMEEROEMN (RE
4 g% . X512 JCOG HbtiIaE S
N—T DU =% T T N—T DX
ORI ZEE L, JCOGL008 B DR
EERBABREREHTET 570 ha—
NHET#4T 272, 2014 FETH LV U—F
TN — T TRE S LTz ik (2015/1
R Caf 22 fEFRT o 12 fiER) T
IMRT % FWW- BB ek 2 EHR L, 8
EEVERRR A CIMRT OBEEA 1044T
& JCOG1008 FER DIEFILEFE~— A M
WE LT,

NCI 23## L T\ 5 Head and Neck
Intergroup meeting & T K R B %
Intergroup study & L TERTAZ &%
BEL, AZVT, RNRIIL, FU
Y. BER EPRBRERLT R L TS,

O0<A 7 1 RNA fi#4T :
WA — 47 o —Ion PGM% VT,
WATB X O ComBEFRD~ A 7 1
RNADELF| % MR 2 — 7 = A AT
L. 6 OIFRZ SRS A OTRR AR




DIz DT —H =2 LT, ZIHITE
Wk = A7 BEJ O miRNA &
%%mmmNM*?/?w~émmw%ﬁ
DN FRNAZ AR T2 2 L TE
DEIEITHIB0% Th - 72, mlRBaseL;a,
fENTHWAHEEHO~A 7 aRNAIZE L
Tl 179FEIC W TR Lz s 25,
FHSHER S A DISA =T — LT 9 5
Bt~ A 7 n RNA% 31HEEE ) 5 = &
MTCEI,

miRBase

D. #%
0JCOG1008 3k -
SHEETL DS A w~7@%wm HEEML,

Intergroup study (2722 "HEME & T &
TRY, HAEESNLIRBRICRD &
Pivd, #Ficls BRI O3 2 8 b
SRR R O ERFRBR(JCOG1212) %
Blds S, BITE, TS ANTKT 5 SEERER
T O R A AET 2 BRRRER b S E T
b, KITNV—TOFEBHREED . A
[ 7> & B 7o 2R B MEVR R S O FEAE S FT e
W7D 2 RIS,

RERBAA Y PN < BN H FERR CHRE
PR IR R OBENEML TE
(Tvr—1F3F=7ELUL), SEDOT
o b a— VEETITEFIERE N — AN E
WERTHDHZ LIEn0 T, 7w
— 7T b FEARIC TR E SRR IR I &
L EREREN D = — X DI E L 5 2
oo W7 V— 7 DEEIZ L DM N—TF
C O 580 B S TR AU MR IR R O E R 134 [E] A
HOTDr—AThoToN, SRERE
BEEA bW 7 — T REBRRBROE
EETNELOBKRTCRKEFEZETH -
7= Bohs,

0O<A 7 11 RNA fi##7 :

SEHSHE (2 A 0 DIRHESRIRRS . BRI RS
P HINA A DV ERESE L TR,
GHSEERMN A DA HA ==L 700 5 5
{Effi~+ 7 v RNA % 3 1 HERET 5
TEMTELI L, ABOWRICIER
WCEEND S b s

E. i

JCOG1008 B FEfulc T, Fhuskizisir
% W R ER oD B i O B I E MR L T2,
Intergroup study & 7Zpduid, RO EN S
Bz IR UEV R RS ICE R T & D 2 &
@ﬁ*ﬂé OB R T e 0D HE i A9
T H T & T, BB ASEI O FRY
ﬁ%®§ﬁé%&u§%¢@ Bbih s,

F. fEREERE®
L

G. WhgEFER

1. FW3CHER

1) Zenda S, Kawashima M, Arahira S,
Tahara M et al. Late toxicity of proton
beam therapy for patients with the
nasal cavity, para-nasal sinuses, or
involving the skull base malignancy:
importance of long-term follow-up.
International journal of clinical

oncology / Japan Society of Clinical
Oncology 2014.

2)  Yoshida M, Suzuki S, Enokida T,
Tahara M et al

aprepitant as a

[Evaluation of

prophylactic
antiemetic in the Cisplatin split
regimen combined with radiation for
patients with head and neck cancer].

Gan to kagaku ryoho Cancer &



3)

4)

5)

6)

chemotherapy 2014; 41(9): 1103-6

Tahara M, Onozawa Y, Fujii H, et al.
Feasibility of cisplatin/5-fluorouracil
and panitumumab in Japanese
cell

carcinoma of the head and neck.

patients with squamous

Japanese journal of clinical oncology

2014; 44(7): 661-9.

Shinozaki T, Hayashi R, Miyazaki M,

Tahara M et al. Gastrostomy
Dependence in Head and Neck
Carcinoma Patient Receiving
Post-operative  Therapy. Japanese

journal of clinical oncology 2014;
44(11): 1058-62.

Machiels JP, Licitra LF, Haddad RI,
Tahara M, Cohen EE. Rationale and
design of LUX-Head & Neck 1! a
randomised, Phase III trial of afatinib
versus methotrexate in patients with
recurrent and/or metastatic head and
neck squamous cell carcinoma who
after

progressed platinum-based

therapy. BMC cancer 2014; 14: 473.

Kunieda F, Kiyota N, Tahara M, et al.
IVIIT  trial of

Randomized phase
post-operative chemoradiotherapy
comparing 3-weekly cisplatin with
weekly cisplatin in high-risk patients
with squamous cell carcinoma of head
and neck: Japan Clinical Oncology
Group Study (JCOG1008). Japanese
journal of clinical oncology 2014; 44(8):

770-4.

7)

8)

2.
1

2)

3)

Schlumberger M, Tahara M, Wirth LdJ,
et al. Lenvatinib versus placebo in
radioiodine-refractory thyroid cancer.
The New England journal of medicine
2015; 372(7): 621-30.

Tahara M, Kiyota N, Mizusawa J, et.al,
Phase II trial of chemoradiotherapy
with  S-1
unresectable locally advanced head

and neck cancer (JCOGO0706). Cancer

plus  cisplatin  for

Science in press.

FRRE
Tahara, M.,

analysis of serum biomarker and tumor

et al. Comprehensive
gene mutation associated with clinical
outcomes in the phase 3 study of
(E7080) lenvatinib
cancer of the thyroid (SELECT). in
ESMO 2014. Madrid.

in differentiated

Tahara, M. et al. Comprehensive

analysis of serum biomarker and tumor

gene mutation associated with clinical
outcomes in the phase 3 study of
(E7080) lenvatinib
cancer of the thyroid (SELECT). in
ESMO 2014. Madrid.

in differentiated

Tahara, M, Hasegawa Y, Ando Y, et.al.

Sorafenib in Japanese patients with
locally advanced or metastatic,
radioactive iodine-refractory

differentiated thyroid cancer: A Subgroup
analysis of the Phase 3 DECISION trial
5B26[E H AN DM EE, B HE,
201455 1.



H. FnpRf FERE 0O A - B ERD

PP 7o L
TR L
TOM AL

R



IT. RFEEBRRME
(CEBHBE)



BAFZBRFMERLE G0 VEREREATIEEE)
LARBRARE EHEHEE)

SESAERRRIZ 9 2 TR A B FRIE D BA 56

HYREE HE F
MSATBOE NE LS AT & —H Rkt BERSEMHNE BLE

=

fiTt% % High-Risk B+ (VIBRWTHERE, U o ~ESNEE) 2F 7 HE1THE
EHRTELEBEBEEOTFRIIFRETHY, WRICHBIEEEZITY 2 L 0nHES
TV 5B,

F DFEXEIREIZ CDDP (100mg/m?2,day1,22,43) % [RIEFHFH T 5L F SR
B (ULT 3-weekly CODP+RT)CH D, LavL., 1) BENH, 2) 1BED
AT TAT CARFELS TR, 3) EMABSLE, 4) 174 O FATHALREY Y
BRRESND Z & b— RN TN T, OBV CDDP(30-40mg/m?) % 4
Bk 5-§ DL EEE (LT weekly CDDP+RT)ALA STV 5, L
L. EHEEETH D 3-weekly CDDP+RT & D5 o & AMEHESERER T T
IRolled, FEOZETUAFZ LY, I T, e iZHROIERD
3-weekly CDDP+RT & weekly CDDP+RT & D5 o & Al ket B 2 5 L
776
AEFFED BHENE, BETEITHESES R Y _E BT F R High-Risk BE 255
& LT weekly CDDP+RT 73, 3-weekly CDDP+RT IZA&FFHIBITH bW &
(FESMH) 2 T & AMLEESE TV #EERER(JCOG1008)IZ & » THFET A Z &
TH D, FELEENPRIESIIUIY RV IRXT v MEEBMEN D B T2 I BN TR
HESLT D, FELEDRRIE S NLRWEETX, FIRDS D weekly CDDP+RT O
WHOMIEIZ 272035, 7R, ARBRIIEIMN OEERRER 71— 725 5O B
MEFEELN, RRBREFR U7 2 b a— L& AW TCHRRRER 2 EMi% IS MR
T 5EBREFRPFZEPHE SN TEY, ThRENLHER~Z LTV ADRE] I
v 5 Z RN sn s,

ARFFCITEAZR IR 2RI T DR BB OFHIBHICRESBERT L LD
W2, EREFNRRICBINFRRRMEHRSE L, N7 v /7 7 0EHcbLES LE
Do

HBRBMBEDOREL LT, ARBICERT AT X CTOMIEEIT BRI
R 2 WMEES ] BIUANA Y UFEEICH > TRBREFERT D, ARBRIT
Rk 24 4 10 A DS BEBENRA SN TR Y BRI 5 4., B 3 4,
RHFFEHIR S EDOFETH 5.

WRE 26 EEEEILES I FHERD (B 66 L) DBERET L. MIBEIED LM 2 MR
Liz, BIE, % 3 HERBREEHNET TH 5, BEEBLEO D, MEREE
WIMRT #FAEZBEEL, 71 ha—LKiT&To7, SHICAREESIMEHRS
R CTRBBEO DOMiFEN 2 MER U T TholzZ &b, A5t 4 R OBEIMN T
o, INHICXL Y BEEBOWUENRIAEND,




A. WFEEERY

JR3 P A AT 5 S R S b B o I % P8
High-Risk B & (2 % 7 5 weekly
CDDP+RT 7%, ¥R K TH D
3-weekly CDDP+RT \ZAEMFHIM TH 5
Nk GESM) & T o H SMeHEG
BR(JCOGL008)IZ & - TIRFEY %,

B. WA
0JCOG1008 35k
RS R A B B BRI OTERR &
T VS NEIHT LSS T RSy TR
DIRFDOL M E MR L. % 11 FRE S
W2 CRAEFEWIR % Primary endpoint &
LT weekly CDDP+RT @, HEAEJRE C
& 7% 3-weekly CDDP+RT (29 % IES
PEARFET 2D,
A EE: CDDP 100mg/m?, day 1, 22, 43,
RT —H@ 1 [@, @ 5 [E4s5EE, Total
66Gy (fiith RT =M &)
B : CDDP 40mg/m?, day 1, 8, 15,
22, 29, 36, RT —H 1[El, # 5 E5HE
1%, Total 66Gy
Primary endpoint : & I & « &4
R, % [ AEES - TRESEEES
Secondary endpoints : 55 III #8843 :
AR, BT EER AT,
HEESL FIMARD  FEFS
e PRAVIRER & TR EREL -
ARRBR OB UL TRERIEERE (B
B¥ . weekly CDDP+RT) DO&AEFHIH
N yE R (A B 3-weekly
CDDP+RT) Zxt L CIHLEMTH D] T
HO. TNNIERE NS, Weekly
CDDP ff AL F R R L 2 T 2 B
RIEOEEIRE & I 5, 3-weekly
CDDP+RT ® 3 EAEFEIG % 49%., I
Lik~v— & 10%, Al a=0.05,

Hih 7% & LC, LB GIEE 1B
128 44, MiRERE 266 44 LD, HTFDOR
BRI 70 & A L CEERE 260 4%
WMHIOTEREE L L,

WFoe i - JCOG BHSHER N A 7 N—
7 22 fiiix

[E B 4L RIAFSE B O ERPREER 7 L— 7
i, ARBE R0 e b a—uEk v
CTHERREBR % FhE L, Zat: - A
B LGB 2 TETH D,

(i R~ OB JE)

BINBE O L EMEMERIZ DOV T,
G a b a— LIRE O IR
W LRI TRY BEESIIZL D
RIS IIRAMEE D, £, TERRF
R BT A mEfEEt) B RO~ R
BE 2 EOEBROHERAZETT 5,
BiED~ A 7 v RNA fENTIE, TEEHER
FHWIAEHMBERORR THDL Z &
»e Te N L BEFREITIFSEIC B
T HHEEEE) ORI LITIR B IRV,
BNEREEOB AL, TERRITZEIC
BEJ 5 fmERigst) (CHEHLL 72 JCOG D
(e ) BRITHFZE) R Y 2 —I1Z4E> T
WUNERE A EEA LD L ITER A
AREEALIL AT o 72 ETERT 2,

C. WrFupis

0JCOG1008 FRER :

Rk 26 EEIXE 1 AEER > (B 66 B)DE
FRET L. MIBEIEOREMEETER L,
%3 Ry OBGEREBE LTz, RS
HR PR IR B B 2 AR A A AR T R (IMRT) 23
FHTE RN &R, RBRBEOGITIC
RoTND I &ML, BEBRIREELR
\Z IMRT #3845 71 ba—Vi&kEiTx
KHE L7z, JCOG HHHHRIBERE I N—T L




DY =% T I N—TORHORER, 7
o ha—LIET S, BEERN— AN
WELZ, DT N—T2kL LTH
#k 0 DHEFR Y 2 FEFRLL T CTho7zZ &
b, AEEIX, BIMEFKE 4 HEREMNT
T

NCI 23%:#E L T % Head and Neck
Intergroup meeting I T & & B %
Intergroup study & LCEETHZ &%
RETDHZ N TEL, ARBROERIZT
B EAL, A Z VT, AL I

XUy, BB EPHRBRERZBRETL
TwWd,

D. &%
0JCOG1008 RAEk :
% 2 fRE I CIEBEDIRIE DR &M% 1
RT&ETZ, ZNICL - T, BHAOEER
BN THEMBFEETH D Z LR
Sz, EEEHN AT IN—T OBINER
HESM L. Intergroup study (272 % FTHE
HEHHTETEBY, w4 EE IR
Wb L Bbivsd, Fricic ERERE IS
#é@&k#ﬁ%%%%@%%ﬁ@
(JCOG1212) bt E N, BE, FHA
X9 5 FHEE DR %%ﬁ&#é%%%
BROLEEFTHD, KT NL—TDIEEN
BED . BOEDDH R ERES
DFEEVBFREIZ2 D Z EB#F I 5,
REABELUWIC DXAFEEKT
IMRT O#EEREEM L TW5, RIFEIX
itk OBNEETHH 0 . BB RN
121X IMRT 23648 & bbb, IMRT 3

MEFTRESEER NIE X A L 9 XEE M L T
VNE TZUN,
E. f&E

5 2 FREIC TR OIRROZ 2 2

BWCE, ZThICk-T, W DEER
BALHER THEMAIEETH D Z &R
Eiiz, JCOG1008 REREMIZ T, &
RN 2 B PR SR O ARl D E I
HHERL7-, Intergroup study & 7Z2iUiZ,
B ED O IR ETRREEICEB T
LT ENHFEESNDS,

F. BEARER
L

G. WrEHEE
1. FRCHEK
1) Kiyota N, Tahara M, Fujii M. Adjuvant

treatment for post-operative head and

neck squamous cell carcinoma.
Japanese journal of clinical oncology
2015; 45(1): 2-6

2) Zenda S, Kawashima M, Arahira S,
Tahara M et al. Late toxicity of proton
beam therapy for patients with the
nasal cavity, para-nasal sinuses, or
involving the skull base malignancy:
importance of long-term follow-up.
International journal of clinical
oncology / Japan Society of Clinical
Oncology 2014.

3) Yoshida M, Suzuki S, Enokida T
Tahara M et al. [Evaluation of

aprepitant as a prophylactic

antiemetic in the Cisplatin split

regimen combined with radiation for

patients with head and neck cancer].

Gan to kagaku ryoho Cancer &
chemotherapy 2014; 41(9): 1103-6

4) Tahara M, Onozawa Y, Fujii H, et al.
Feasibility of -cisplatin/5-fluorouracil

and panitumumab in Japanese



5)

6)

7)

8)

9)

patients with squamous cell carcinoma
of the head and neck. Japanese journal
of clinical oncology 2014; 44(7): 661-9.

Shinozaki T, Hayashi R, Miyazaki M,

Tahara M et al. Gastrostomy
Dependence in Head and Neck
Carcinoma Patient Receiving
Post-operative  Therapy. Japanese

Journal of clinical oncology 2014;
44(11): 1058-62.

Machiels JP, Licitra LF, Haddad RI,
Tahara M, Cohen EE. Rationale and
design of LUX-Head & Neck 1: a
randomised, Phase III trial of afatinib
versus methotrexate in patients with
recurrent and/or metastatic head and
neck squamous cell carcinoma who
progressed  after  platinum-based
therapy. BMC cancer 2014; 14: 473.
Kunieda F, Kiyota N, Tahara M, et al.
II/IIT  trial  of

chemoradiotherapy

Randomized phase
post-operative
comparing 3-weekly cisplatin with
weekly cisplatin in high-risk patients
with squamous cell carcinoma of head
and neck: Japan Clinical Oncology
Group Study (JCOG1008). Japanese
Jjournal of clinical oncology 2014; 44(8):
770-4.
Schlumberger M, Tahara M, Wirth LdJ,
Kivota N, et al. Lenvatinib versus
radioiodine-refractory
The New FEngland
372(7):

placebo  in
thyroid cancer.
journal of medicine 2015;
621-30.

Tahara M, Kiyota N, Miiusawa J, Fujii
M Phase 1II of

chemoradiotherapy with S-1

et.al, trial

plus

10

1)

2)

3)

4)

5)

6)

cisplatin  for unresectable locally

advanced head and neck

(JCOGO0706). Cancer Science in press.

cancer

SRR

Tahara M , Kiyota N, Muro K, et.al,
Lenvatinib in Radioactive
Todine-refractory Differentiated

Thyroid Cancer @ Results of the Phase
3 trial (SELECT trial) #512[8] H AR
PRI lite s R

Tahara M, et al. Comprehensive

analysis of serum biomarker and
tumor gene mutation associated with
clinical outcomes in the phase 3 study
of (E7080) lenvatinib in differentiated
cancer of the thyroid (SELECT). in
ESMO 2014. Madrid.

Tahara M, Hasegawa Y, Ando Y, et.al.

Sorafenib in Japanese patients with

locally  advanced or  metastatic,
radioactive iodine-refractory
differentiated  thyroid  cancer: A

Subgroup analysis of the Phase 3
DECISION trial #526[E] B AP 43 W5t
BFEa, HHE. 201454
BEHEMEIED)  BEEINATREED
BROBIRESEDFHITDONT
FEBENEEDSIE G, F38E B A
BHEEE RS, BUR. 2014486 4.
TEHEMEIE,  FRBES AT S
S FIEREE O ESEFH & BIERE 2
{22\, FATE B AREARRI R
£, f&f, 20144108.
EHEEIED  ETHERRERE (K
S U RIREERGUEO S (L,
R, RoME) T oL 087



W

=7 OEERER. F47E A AR
RAMEIFES . fER, 20144104

PR EEME D HFE - &k
WEFEUE 2 L

CEREERE L
. FOf AL

11



B4 B A REE CGEHRID A ERFEREITEEE)
EREFEBRARHE CGEBHEA)

WEATEHSEERE O BETHlEm L2 A9 & Lo BR A HRIRRIEIC
B9 2 WF5EI B9 D HF5E

HUELE HF
B AT v — YRR

%

BRRRE MR

FREE

JCOG BHSEERM A 7 N —TIZ BN T L BEIIERE & OEFHNERIE DT T
WA, BRI RIS EEREE 2 2V IREEDIEE(LCHER S Th 5, K
HEROEA B L OBEIEG ORGSR EFRLITO S ICIFRFRICERIZE L LT
% RIS TR RRIR R X A ERRARBREE IS Lo 1T COEHIEH 21T 5,

A. #FZEEBY

AFRIZ I T DERSHE DS AT 5 BRIR
REBROEE - BIE~DOER D MADHF T,
SRR DY K L IER(IC 5T R
RIFFEZAT 5,

B. WfzEHiE

JCOG DFEASEERRE 7 /v — 7 O B PR BR
DFEFHRREIZBE ST 2 5 OFHER
WZBE LHHY L7z, JCOG1008 BRI/ NA U
A 7 N3 BT R R B A ST AR
EDT & MMEERERTH D ARRER D K
MIBEEERZHEY LABRERZEY L
o, FEERRICH] Ui E B BRIRE D
TRENEE) 2 ek TIE BT T 5 7
B JCOG HHHRIRE 7 N— 7 L EHEL T
T—% 7 TN — T RE LSRR &
B, 7o b a VKETE1T 9,

(REE~DEE)
YA I R B R A R E D
+ BB O EIZIEEIZER ST,

C. HFFERE
JCOG HHRIBEES N —T L DU —F

YT T N—=T DB RO EH| ZEE L

13

JCOG1008 7Bk O 7 B 25 S B S R TR IR &
FRTHT e Fa)VRETEIT oo, 2014
ETALVT—F T ITN—TTRES
AT HEER (2015/1 BER TR 22 MEgk H D
12 5i3%) Ci IMRT % BV 72 SRR B % (|
U7, EZ/ERE A T IMRT OB &I
2510 T3 1D JCOG1008 3RBR DIEFILEFRE
R ANHE LT,

D. &% .
BESEER S A 2 v — T O SIMFER b #E
LRBRBAA LI < BNH EEEK CHE
BB BRI OBEE N EM L TE T,
RERBAA L) 3 BIFEE O sk THfE Bt
VB8 S TR AR ST ARTE R & SR LT T8,
REBET Vr— b NeBlRolzbl A
7 FILL BN EHER CHRE LTRSS
BERBZ o TWez, SE07a han
BETIERBROMEZRERICER T, £
fth 7 — 7 C b [FIRR IS TR E A S R TA
B L ARBER D = — X DEMmNTIE
ENnb, T N—TDOEHEIC L HMM7
— 7T ORE L FHRRIRR O E ML 4
ERFIDTDOIr —ATHoT1-0, 5%
BEEEL b bW 7 — 7 HREERER
DERET NELOER TREFEET



otz

E.
F R RRRE I DR 29900 5 = &

Pl ot
iR

T, FASEER AN ARG O SRR IRRE O T 7
HEFACEWNT 5 & BT,

I

fE R IR 1

7L

G. WroEFEE

1.
1)

2)

i SCHE R

Tomita N, Kodaira T, Teshima T,
Ogawa K, Kumazaki Y, Yamauchi C,
Toita T, Uno T, Sumi M, Onishi H,
Kenjo M, Nakamura K. Japanese
Structure Survey of High-precision
Radiotherapy in 2012 Based on
Institutional Questionnaire about the
Patterns of Care. Japanese journal of
clinical oncology;44(6):579-86,2014
Kunieda F, Kiyota N, Tahara M,
Kodaira T, Hayashi R, Ishikura
S,Mizusawa J, Nakamura K, Fukuda
F, Fujii M and Head and Neck Cancer
Study Group of the Japan Clinical
Oncology Group. Randomized Phase

TI/IIT Trial  of  Post-operative
Chemoradiotherapy Comparing
3-Weekly  Cisplatin  withWeekly

Cisplatin in High-risk Patients with
Squamous Cell Carcinoma of Head
and Neck: Japan Clinical Oncology
Group Study (JCOG1008) Japanese
journal of clinical oncology;44(8):770-4,
2014

14

3)

4)

1)

2)

3)

Ijichi K, Hanai N, Kawakita D, Ozawa
T, Suzuki H, Hirakawa H, Kodaira T,
Murakami S, Hasegawa Y. Selection
of

alternating

therapeutic  treatment  with
chemoradiotherapy for
larynx  preservation in laryngeal
carcinoma patients. Japanese journal
of clinical oncologyi44 (11):1063-9,
2014

Takeshi K, Yasumasa N, Yoshikazu K,
Naoto S, Satoshi I,

Masahiro H. Definitive radiotherapy

Yoshinori I,

for head and neck squamous cell
carcinoma; update and perspectives
on the basis of EBM. Japanese journal

of clinical oncology. In press

FRER

T Kodaira, H Tachibana, N Tomita,
et al, Clinical Efficacy Of Helical
Tomotherapy For Nasopharyngeal
Treated With Definite
Chemoradiotherapy,

Cancer
Concurrent
56th Annual meeting of the American
Society for Therapeutic Radiation and
Oncology

Takeshi K, Naoto S, Yoshikazu K, et
al, Accelerated versus Conventional
Fractionated Radiotherapy for Glottic
Cancer of T1-2NOMO (JCOG 0701):
Comparison of acute toxicity of both
group ,bth World Congress of
IFHNOS and Annual Meeting of the
AHNS

Takeshi K, Maiko Y, Kana K, et al,
Aichi of

Cancer Experience



w oo

Chemo-IMRT using Helical
tomotherapy for nasopharyngeal
carcinoma, The 2nd annual meeting
Taiwan-Japan Conference on the high

precision radiation therapy

FIRYEA FEMEOD HIRE - B ERIRIL
RFErEufS - 72 L
FERFERS: L

ZOM 2L

15



FBEFBF AR E (R0 A ERERIEER)
RGBT (EBEE)

BESHEREE o5t 5 ~ A 7 v RNA AT B85 2458

HYEEE HE KRR
JRERFERFBEE R EEN R Mlas FEMFIEER 2R

WREE

FESEHE A A D BEAFE BB L OVEER R 2 B E IS+ 2K & AW o 4=
—h—R¥E B E LT, EEENAOHEIMFEIZRBIT 2 MER D~ A 7 1 RNA O
RN 2 IRHEAR S — 7 = W 2 RN CTRET 29T 9,
EEEBADOFh~—I—DOREEZENET 5, BEREOEERBRED~A 2
o RNA 4T, [FHBEFIZI T DR0ME, EMEE Ao~ A 27 o RNA T 217
Do

BEED~A 7 2 RNACBI L Cld, BEOARA T —IREM R EE2REET 5, Zhb
DOFNSEEEIRANCBN TN, F—h— L2085 Fm~A 27 2 RNAIZEL
T, gRT-PCR TR 21T 5,

INLOREREME LT, HEHENAZRIIRATCEAEARAAA A ~——D
FE% DI,

A. WFFER WZBWT, " F~v—H—LLTDO~

23 AURERHEEREAGTE ] TiX, A A 7 1 RNA DREITED 7= b ORENT % Ehi
WL DRECEOBD  ETOBABE L T2,
ZDOREOER OB L IEREFEDOE
DR LN THELLTE RERT VA v ERBEIC AR BEL
LEDIHEOEENSEBEEL LTS FRODWERELEL T FZ LEIMIT L, B
F o Tns, RIFFETIL, ZILEZER 11 ABER S CIEmREDIRR DL &M & Tk
T BT OICEESEE S ANTE SR E Y TT, BL. B I BRI TaEFHR 2
BREEER S A D BLHAFE BRI L ONBRSEER A3 Primary endpoint & L T weekly
A DIEEEN R % B FE T 2 iR CDDP+RT @, HEIEJRE TH 5 3-weekly
ERWEAL F—h—FREEZD T, CDDP+RT (kb4 2 3ES M A FRFET 5,
BAREIZI BESEER DS A OTTRIIN R 123 A®£: CDDP 100mg/m? day 1, 22, 43,
VB MYE & LLE L C L BESEE S A D T4 RT —H 1[E], @ 5 [El45%¥%E, Total 666Gy
~——OREEEHLET D, (fiit4 RT IEHER &)

B &£ : CDDP 40mg/m% day 1, 8, 15, 22,

B. #F3tHE 29, 36, RT —H 1 [E, # 5 [EEE,
%% High-Risk BF (BRMEERI WG Total 66Gy
BtE. EiSMEE, SR Y o HiEs Primary endpoint : %5 III AB¥R4y @ &
¥) #HT 2 REETEESR T LR AGFEIM, B ILAERS - BREEREE
FEREIZOWT, LTORET VA Secondary endpoints : &5 111 #BER%y :

17



