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1. 36 RS O BN

B EMICERSEEND DRE (B RER)

04 WROEITH AR T, HEAEFICE LWEEZ LT THEEA

Ov ZFoMBFEAFICEL VRS RIETHER

Ox  ERoREAEIZEY LA

(RT3 L 7o AR L)

<HELEEDTHNE >

SR LT 6t U CIZAN BB BRI 3 ME — DARIEEIE CTH 2 3, BHIR AR
PRI 70 72 0 25D VR U R AT RE 72 JE BT 2R DK 40%12 3 & /g EH D
Fo, BEmUIBRCTEELTH, TORERFRERT L7120, 5 FEAFRIT
B YIRGITHH 13% TH 5592,

S LI, REOIBRARE 2 R PTEITH], =R Ad K O % B30 T,
EHALERIE T & VTSR —RIR & 22 5 3 FF Y | stage IVa 5 L O

stage IVb O &L F WM R Sfli (MST) (3% 4, 9.7 » A/3.8 » A, LHF4E
f£3:13 35.9%/6.8% & TH AR TH H** Y

<A SR>

B IL, b THROBEBWEMIEEO 1 > T, 20 5FEFRIT 2~3%
EHEESN TR, BABUIIECH L IZTIRKEEZE LN D, P T
T 5BF KT 20 EMTBELZ 25 EAEICHMLTEBY, DA
BIFETCJRA TIEE S L Ao > TV B EFD | 80% L EOJERIIT, ZkrkET
T CICRATEIT RS AR RIS & Lo 7223 AT, RIBHIIEE YIBR O
S LT B ARNEED ks ME— DRRIBIRIE T H D ANEH BRI &
DIVIIER] T H 30%RTHE LM FICBIBRARE & B S, & Bl WsmfarE
DFEREYIRZAT 2 TIEFNZ B W T 2 O R RITE < |5 FEFRAE
TE31% 30% AT T 5 FF Y,

B RYIBR AR BE 22 R P AT ME DS A TIRAL L B & 5 W 13k 22 i
BEROELLERRT 2NN EERMETHSL, LML EGFU+F T RT T
T2 R EIERE vs AU X B B R RIERE & O R TIE S A
VA HEM L RIRIEREN AL TH o720 (MST : 8.6 » A vs13 % H .




p=0.03, 1 4/EfFH :32% vs53% ) VT HIZLTH FTHRARRTH LY,
F 7o, BRILE & Lo T EIT N A DOIGRITALFRER LT, AU X
BN E B EIRIRIE L 72> TV DA, MST 12565 % HTh o ®¥D %
BARRTHS, LEnoT, MWNRBROERIEZ, 7 [EMCERRY
BOHHIRE (BUOLHREE) | KN T 525,

2. ERERLofRHE
07  BEfFOREENRENIC W
OA1  ERKOERIKRBRIZB W TH M - ZRMENBEAFORIE &
THLNZENLTWS
B KB W TEENEBEICMEST O TEY, BN OER
BEOEWVEZKEZ CHLENICRBIT2HAHERI NG TS LE
oY ()
Ox EROEECHY LN
(EFCRICE L2 AR HL)
<HEEEOTTEHNE >
AV )T Hhy, XV TFITF Trdgrny T (5-FU) BIO
LAREYF—rHry 7 (I-LV) @ 4 #l %34 % FOLFIRINOX ik
DO UIBRARBEFERE ) 2 AR, WA TS S 7z MR A L LRI ER 1
FFABR (ACCORD 11 #BR) THEM SN *¥3Y | Wk TIXUIBR AR RE 72 s
(2% DR RE IR AL E AT T ST B EEY
FOLFIRINOX #{E2S B A N B3 123t L CH A M & HFfF S iR L
ZLLTF D 3 DOBLE B LT,

(1) HEOBE»S

YIBR AR REE Ok DAEYERIRIE CTH D 7 L v # B U ERE (GEM)
AR 1L 2 RRRRE & U 7o BEAE A L LB S 111 #0735k (ACCORD 11 i)
IZBW T, MST (FOLFIRINOX #£/GEM #f : 11.1 » 7 /6.8 » A . P<0.001) .
AWM P JefE (PFS, 6.4 % A/3.3 » A, P<0.001) ¥ X UZEH)=
(RR, 31.6%/9.4%, P<0.001) OWFIIZH W TH GEM HAIEE T L
T FOLFIRINOX JIEMN A B ICENL TV Y,

AT, PR o®ISE A+ 234 LT, 5-FU, GEM, 7 7 — /L -
FRATIN XTI H ) TLRED TEAAK (S-1), = unF=7
RENBHY ZOHFTH GEM HARIE IR ERRIE L ALEM T b T
BWEES ORI EGEHRA 6 » ARELHETE 5L DT
72 T R PUEME RS RO O L R RE OB R R A LN TV D,

o1 FHEER T GEM HiARIEAZE L < LBl 72 IR L BLRE R T
FOLFIRINOX JIEDHTH V. AARANFEWEFE OEFHRIERICT ST
LT ENHIFEND,




(2) “EMEOBLEND

ACCORD 11 #BRIZIHB T, GEM Hifl#ik L » FOLFIRINOX #iLT%
<R BT Grade 3V LD Ee HEFLIT AF FEREE ) (FOLFIRINOX
FE/GEM B : 45.7%/21.0%) . FEEMEAF P BRI (5.4%/1.2%) I/ IsD
SE (9.1%/3.6%) . T (12.7%/1.8%) . J& R MRS (9.0%/0%) ., BiE
(Grade 2) (11.4%/1.2%) Th >7-, F7-. IHFRBEEIEIL FOLFIRINOX
BET 16 (0.6%. FEEMELFFERA) . GEM BET 161 (0.6%. [LA4)
Tho7%"Y, FOLFIRINOX JRiECTREEN EHII268EFERIIDHD b
DO, 1RPEBEIE TlX GEM BE & 21T 0 5TV,

H AR ANIZHF 3 5 FOLFIRINOX JEEIE DT — Z TG HAL TR WA, K
FICB T DIEERNRIE L LTRSS L L TWD FOLFOX LT, [ L <
AFBIT I TR0 Mlides TIR < K& L TW5 FOLFIRI iEAOFH L7
BRETHY, WY AARNCHRT 2 ZRMEIIME ST p 5900,
F 72, ACCORD 11 Bk O #EH Tid, FOLFIRINOX #iE DA EHFL DB
RKIZEFTDL0O0, FHzRBmBEORBUTIA SN TN ARNEED

NSO LD, FOLFIRINOX JEIEIZ R EMEDOB AN D B A NP
BEICX L CH AR RERIBFRIEEBE 26N,

(3) EWS O EREREE DE

FOLFIRINOX #yEM B9 2% £ Tid, WA K OEN O IR Y BR R EE 72
R L2609~ 2 — IRIBIR D FEHERY R IE X GEM HADRIE Th - 72598 L
72 L. ACCORD 11 B D8 L » . FOLFIRINOX ¥ %1% National
Comprehensive Cancer Network DR A4 K7 A > (NCCN guideline ;
v.2.2011) 2B W T, EHFREORWEFEICH L THEIL— R h 72
U —1 LB T B, ROk TIREEREE & 2o TV D EED,

ACCORD 11 i BR O F2> 5 . FOLFIRINOX #3513 B A A Jfefs B3 o /&
M2 KRIBICIERE T DA REERH D Z &b, AHENEETE D L
EZD,

UEXY, EREEOFHAMEOHBER Y ICH LT LLEEXOND,

<D RfE (EREoABEOHKRL) >

HHADYEE « IR THD TR 2oV T, AV /) Thy, X%
7I7Fr, InrFury T (5-FU) KONV ARFRY F— vy A
(I-LV) @ 4 #l% fF 4 % FOLFIRINOX %413 ACCORD 11 B ({A[H)
IZ X VBRI (AT Z EUHAD LB L TH O N AL E
(MST 12111 » H vs 6.8 » H) @RS TR Y *#3Y | k[E NCCN &
A RTA4 0 THREIREN BAF 72 RPTEIT K O REsk 2 0 9 2 P A
FIZRT D577 —ARNTA O EDIT (Category 1) 72> TW5b, L
TeRoT, BEREOFGHAMOXGIIVIZESY T HEEX D,
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2. BELPEICIRDIOK T DARE DR
KK 6 7 N
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(ZYEIZF
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HEL LT, KERMCEICTEHR I NT-208E - 208, Hik - HE.
M TN UGTIAL B A IR D HD NI OV TRiH L7z,

(BROK

556 M ETORAENE)

ROK A [E T ORRBNE (EENFICEET S EFTIC FH)

K [E]

IR7e4 (2%4) | Camptosar®
irinotecan hydrochloride injection
(Pharmacia & Upjhon Co Division of Pfizer

Inc.) #%D
ZhEE - h R i iE R O

ARANZ R N5 1 s A O 5-7 v A
nySL,/ a4 aRy oA TO—
RIGRE N LT D, £l 7rdnrnu Ty
JL_— 2D —RIAHE FEE % (2R3 ST AT
U 7 SR T8 M 1 1B 8 S D VB R b TS &
T 5,

ML A= < OF HREE >

BEHEL A

AH L 5-7 47T (5-FU) iAo
aRY» (LV) EofFH

ARANL, 90 7320 F THRIEFHET 22 & (R
WEROMBOEESZR), T XTHOL TR
YT LV EARAER %, £ 5-FU I LV &
E#HELIZEET 5, KANFHEI LD LY
AUTHEMRT2Z L, BIEHRIATHD L
TA U ERL0ITRT,

x10: FAREOREL VAV RKOHEE

E a
LA | B 125 mg/m? % 90 4y T A &
R—F = 7 (day 1, 8, 15, 22)
5-FU/LV & | LV 20 mg/m? % 7R — 7 A 1E
DT 6 (day 1. 8, 15, 22)
By A 70 | 5 FU 500 mg/m? & R — 5 A ik
(kY17 (day 1. 8, 15, 22)
ey AR EROEE O &
- (mg/m?)
BA 4 A 1 B R 2 B
iiis T & B &
R 125 100 75




Lv 20 20 20

5-FU 500 400 300
VIR 2 | KA 180 mg/m? % 90 4y T s i ¥
PR * (day 1, 15, 29)
5-FU/LV & | LV 200 mg/m? % 2 W[ C A
DPEH T 6 7 (day 1. 2. 15, 16, 29,
BYA 7 30)

(K¥ 472 | 5-FU 400 mg/m? % R — T Ak
i day 43 | R—3 (day 1, 2, 15, 16, 29, 30))
2B AR) 2

5-FU 600 mg/m? % 22 B i ¢ AL

et #7E (day 1. 2, 15, 16, 29,
30)
HEAERCEREROAE

(mg/m?) 2 EXp s
BAsGA 1 EERE 2 R

& 4 ST
A H 180 150 120
LV 200 200 200
5-FU 400 320 240
Rz
A
5-FU 600 480 360
A3

* FMEER ORE < BHF I 2 BRBEEE LD S 512K 20%
DBEN/LENS LRV, BENEBETEL20D0TH
WiE, BB OERRMLEE R w < IRY ( B A 7 L OB
ERkRET D Z LN TE D,

PR =T A BB R EEEIT D,

< B >

LAY

ARFNL, 1 GE KO3 1 Ak
DOWFTHIZIEBN T 90 2T AR ES
528 (RMEEOMB-OEZ SR, HA
WIED LY A 2R 12 1TRT,

K12 RABEMEEL VA VROCHEBER

BH1E#REE"® 125 mg/m? % 90 43 T AW #HE (day
1, 8, 15, 22, =Dtk 2 WRHIKRIR)
FRIEREROCERERORAE®
(mg/m?)
BRtA A B 1 BYREIR 2 BrpE
& &
125 100 75
3 IEHBEELE | 350 mg/m? % 90 4> T T (3
Wiz 1mE) ©
AR ROCEREROAR®
(mg/m?)
BRfA M & 1 BRRSEL 2 BRI
=N =N
350 300 250

L EBIT, a0 BREOBEMEICE U THRA 150 mg/m? £ T, &
%\ % 25~50 mg/m? i L C R/ 50 mg/m* £ CHELAE TS 2
LRTE D,

P EBIC, e olEOBAEMEICE T T 50 mg/m? i L T RIE
200mgmM* F CHEZESHZ LR TEX S,




TBIERBECE S LD T HILIE. BB DA 0 B B -
BHEY A 7 L DWIRERSET 52 L BTE B,

UGTIAL EHETERE~OKREE
UGT1A1*28 7 L LN R EHAKRTH S =
EMBEIM D BEITIT. ARH % fh D FH & G
A, H5WVITHAICEET 28546, RAIOK
M ELE 1B EEET 5 2 &2 mets
% (FRREHE KL VS DIEZBMR), 72721,
ARBFEFTEORERET & 2 X
(272> TRz | il 2 O EBFE OIREIZ KT
T 5 BEMNIE U T O HEE T % Rt
THZ L,

1%

BRI R

ARHFN OB GRI, A MEREL, [ Bk
~NET B E Y MM OFEMRE=42 1
T OEMBHITEN D,

—UGTIAL BT

BE D UGTLIAL DRTE 2 ) iE 9~ 2 i K
HERFHTE S, MAEICEY ., UGTLIAL6/6,
6/7. XX TIT BB TR AZHESTHIENTE
% (BEOHESR),

“®5
—UGTIAL JEHIE T B

UGT1A1*28 7 L /L % AR E AR (UGT1AL
77 BE TR L LTHLoBRE TR, AFIE
GBI R BRI D U A7 3@ e b,

66 1l D B H I AH & A TR G
(350 mg/m® % 3#@IZ 1 [A]) L7-#BR T,
UGT1A1*28 7 L L 3R EHEA KD BHZE TD
grade 4 O &R ERE /D O FEHL =1L 50%, ~T
AR (UGT1AL 6/7 s 74! DHBE T
X 125% Th o7, BWAERT LLOREES
& (UGT1AL 6/6 i1x 7-5) D 3 Tl grade
4 DIFHERA IO b o T,

AFI (180 mg/m?) & AL 5-FUILV % {f A
L7 ToOHFMERBIZKIT S UGT1IAL*28
SR DO E 2 Mt L2 an & 3B (n=250)
T. grade 4 O 4 FERER D DR HL LT,




UGTIA1*28 7 L L BN B AR D B Tl
4.5%, UGT1A1*28 7 L /LN ~T A 1KD
B TIX 5.3%, BFART LLBNREEAK
DEREZETIZTL18% TH -7,

F7-. B 109 FCE L TAA (100~
125 mg/m?) & AR —F 2 5-FU/LV % ff & 5
L 72 o BRCTlid, grade 4 @ 4f FERJEAD O
FHFRIL, UGTIAL*28 7 L L BN EHEAK
DB T 18.2%, UGT1AL*28 7 L /L 73~
TaEAEROBE TIT 11.1%, BAR T LIV
MEREEASEROBE TIL6.8%TH-T,

UGTIAL*28 7 LV NARETHESEKRTH D Z
EMBEM D BFITIET, ARH % fh o FH| & G
M. &2 WITHAICE LT 28546, AFIOH
A EE 1B B ET 5 2 & 2 RET
Lo T2 L, REFEETEORERET N
IR R o TV R WD | il x O EF
DIFFENTKE T D AEMEITIE L TU#Z O H &
EEAERFTHZ L (AL ARLOMER L
DEE : BAMEOHZZH),

HE | BGe4 (¥4) | Campto 20 mg/ml concentrate for solution for
infusion
(Pfizer Limited) %%
2hee - 2R
ML &
fii &
ME | Bot4 (B¥4) | CAMPTO® 20 mg/ml
(PFIZER PHARMA GmbH) #*%
Rhee « B
ML - H&E
ES
{AE | BFe4 (48%4) | IRINOTECAN PFIZER 20 mg/ml, solution a
diluer pour perfusion (1V)
(PFIZER HOLDING FRANCE) #*%
ZhEE « AR
ML - H&E
ES
IIE | 54 (%4) | "CAMPTOSAR® irinotecan hydrochloride

trihydrate for injection 20 mg/mL




(Pfizer Canada Inc.) #*™®

(E72132he -
DRI D b
% e FIT)

ZhEE « 2R
Hik - H&
i 5
ZEIE | lRFE4 (%4) | CAMPTOSAR® injection
(Pfizer Australia Pty Ltd) *%©
ZhEE « 2R
Hik - H&
i 5
Y e
i‘;;;; mkE  OxE  OmE  OGE mnE 05N
B A MEHEIZII NCCN A K74 2 KON CCO Ntk STz,
(WK 6 30 EFEMTIEZ, NCCN A BT A DORhEE « DR, 5 DONKE % B
HcoEgAng |t L. HFETEOMDTA T4 2OV TRHE LT,
(2 BIY % &R
BavEss | (BRCKRSE 6 53 E T o HERg i N4
WK A [E T O REHERG B N A (B P A0 B % B AR
F o ;7 L\L K[E | #A4 FF4 | NCCN Guidelines™ Pancreatic Adenocarcinoma
%Y [ o A U 4 Version 2.2011 %)
ggi?%% Zhig - 2hH PRINCIPLES OF CHEMOTHERAPY

Metastatic/Acceptable chemotherapy combinations

(for patients with good performance status)

- Gemcitabine + erlotinib (category 1)

- FOLFIRINOX (category 1) : B RREDS FLAf 7

JRFTHELT K ONE RIS 2 A 3 2 Bops A 2k
—WIRF & LTHERE S LD,

- Gemcitabine + capecitabine (category 2A)

+ Gemcitabine + cisplatin (especially for patients
with possible hereditary cancers) (category 2B)

- Fixed dose rate gemcitabine, docetaxel,
capecitabine (GTX regimen) (category 2B)

+ Gemcitabine + nab-paclitaxel (category 2B)

HiE - HE
(7213 HE -
HAEIZEED H
2 R PT)

A RTA NITFRE B 0 RGO H
ERLHEIILL T O Y
“Oxaliplatin 85 mg/m? day1 + Irinotecan 180 mg/m?

dayl + Leucovorin 400 mg/m? day1 followed by
5FU 400 mg/m? bolus dayl and 2, 400 mg/m? 46h
continuous infusion, biweekly”

HARKTA
D IR L7

Conroy T, et al. J Clin Oncol. 2010; 28(15 suppl):
4010.%4%)

10




k= NCI-PDQ & TV ASCO # A KT A Zidr#k 722
Lo

- KERBEE - Z¥EFEIZIE TNCCN Drugs &
Biologics Compendium™ %<9 (=4 J 55 o %
&2 FOLFIRINOX JRIED M I TR Y | LIk
BB R T AT R K ONE RIS & A 3 £ e
(2t L CAMERFRRBRIC THRERME IR S LT
L.) LOFEHEND D, EFEMIL Centers for
Medicare & Medicaid services =#2 |2 T {i &8
A LT,

Medicare (% FDA 78 % 7 @ indication & #£:(Z |
LLF @ off-labeled indication (2t % {8# & 1
N—=TF5,] LOFLEHLH D,

- Carcinoma of small intestine

+ Non small-cell lung carcinoma (alone or in
combination for the treatment of locally advanced
and/or metastatic stage I11B or IV NSCLC)

Small-cell lung carcinoma, extensive-stage
small-cell lung cancer, first line treatment, in
combination with cisplatin

+ Cervical carcinoma

+ Pancreatic carcinoma

+ Advanced esophageal carcinoma

+ Metastatic gastric carcinoma

+ Primary brain tumor

« Epithelial ovarian cancer of platinum-resistant or
platinum-refractory patients

+ Metastatic breast cancer, refractory
¥ 7=, Local Coverage Article ®H{21%, EEEiChn
AU TOBEISHRREEZESN TN D HORH
%o

+ Malignant glioma of brain, recurrent of
progressive disease

+ Bone cancer-Ewing's sarcoma

+ Metastatic rhabdomyosarcoma

+ Small cell cancer of bladder

A KT A ESMO clinical practice guidelines
g

BIRE « AR

(E7 13508 -

11
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Pancreatic cancer |ZE #7220 » 7,

T[]

A RTA
g

BIRE « 2R
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Hik - H&
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FAZEIZBEED B
% S T)
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D IR L7

(RS

A

INES|

A RTA
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Zhie -« ZhF
(E 713506 -
RN B E D
2 Rl & )
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MEIZEE D &
% FL i P

A RNTA
DR L 7R S

fii %

Rl

Jn

A
g

Program in Evidence-Based Care, Cancer Care
Ontario (CCO)
Evidence-Based Series #2-18.

Report Date: June 23, 2011 #*#10

2hee - 2R
(F7213%

HE + Zh R
D& % FLHE
AT)

AV 7T > % T FOLFIRINOX J# 1413,
ECOG Performance Status (PS) 0-1 ™4 & iR HEA
BT BV L E N EEE D 1.5 5 A5 O 1=
PRS2 A3 2 AR B F o3 LT, A
MZIER L QOL #tHET 2 b, —IRIGHR &
LCHERESI N D,

12




AL - & | FOLFIRINOX J# %
(£7-11H - Oxaliplatin: 85 mg/m?, 1V, d1

W - 2B | - Leucovorin: 400 mg/m?, 1V, d1

Db 57 #E | - Irinotecan: 180 mg/m?, IV, d1

i) - Fluorouracil: 400 mg/m?, 1V bolus, d1

- Fluorouracil: 2400 mg/mz, CIV over 46 hours after

bolus dose of fluorouracil

Regimen given biweekly

A RNTA Conroy T, et al. N Engl J Med. 2011; 364: 1817-25.
v OMPE | EEY

X

fii &

ZM | A KT A
g

DILERENIES
(FE 72132

BE « 20 R\ B

D & % L HE

AT

ML - H&E
(£713H

% - HEICBE

Db % FEH

At

A RTA

> DAR LG

X

fii & A

3. HEANRITHRDLERNNADREILER - KEFIZHONT

(1) BAEZRALEEGARR, RS IR D AR E L ToOWMERN

<CHRDORR R ITiE (R AR R 5 ) | Mot R, STk - ik FEF 0@ E P i
D HEmE & >

1) WM BT 2 R R

K |E o [E SE & AEMSE AT (National Institutes of Health: NIH) ¢ U.S. National
Library of  Medicine © XX ®#k -+ — % X — X  PubMed
(http://www.ncbi.nlm.nih.gov/pubmed) % W THFZE L7,

Fr 5230 : FOLFIRINOXJ[AII Fields] AND ("pancreatic neoplasms"[MeSH Terms]

13



OR ("pancreatic"[All Fields] AND "neoplasms"[All Fields]) OR "pancreatic
neoplasms"[All Fields] OR ("pancreatic”[All Fields] AND "cancer"[All Fields]) OR
"pancreatic cancer"[All Fields])

MR H 20114 12 A 6 H

Wk 2R - 15

BB R D 55 2 #72 FOLFIRINOX (Z B84 % 5 254 5. 10 # A% FOLFIRINOX
BT S8 - WS Th o, REWIICIL, BEEEDNERLETA KT
A THRHENTWDL XD D5, EFREEH LRV 3MEBMLZEE 5 W
ZARIE 3. (1) 1TRT, M - % i, LR 10 oz, EYEECTDH S
NTWE1HmABMLUZ 11 #A2RESI. (2) 1277,

2) HARIZEBIT 2 ERRR%E
EHEE Web 2 HHWT, FTRlORERE - MR THRELEMAR, BARIZEITD
FOLFIRINOX %# L ¥ * b § B HERFABRAE IX 72 > o 72,

'FOLFIRINOX | 3% £ 5 3CHk & 10 3R,
Fis& . : FOLFIRINOX/AL

M H : 2011412 A 6 H

B FRAE S 5 1

<A T B EER B >
1) Conroy T, Desseigne F, Ychou M, et al. FOLFIRINOX versus Gemcitabine for
Metastatic Pancreatic Cancer. N Engl J Med. 2011:364:1817-25.%2%% (CCO 4 Ko

A EEO D 5| I SCEE 5 9)

<HBRTV A, FHE>

o BTV A
Zhusx LA, MEAEA L, 2 BEMEE. 1/ 58k (ACCORD 11 #/
B)
. XIBEBH

{BEFRIERIBIR OEBER 2 A3 5 Bow B3
o HEEWERFE K
BOFE 404 (BENO OMEFHI) & 11 AERER O B EERF o
#Hix7e A, FE ASCO 3% (J Clin Oncol. 2010;28(15S): 4010 *%¥)
121X 360 44 L RLEH D,
o B EHIR]
2005 4 12 A ~2009 4 10 A
o TRMEHE

14




FOLFIRINOX B ONVF Ly 2 B U BE

o JRIEHM
FOLFIRINOX T® 1 IRIGIE
o M- HE

FOLFIRINOX B Tlx, A% U 7 F F > 85 mg/m® % 120 4y Tl 5
L. fW\WT, B 23R 400 mg/m? % 120 2y CHEHEGET 5, A =2
AU OFGBRAE 30 3% AV 2T 52 180 mg/m?* 24T LT 90 43 T
ST S, F0%, 7AF 7T 400 mg/m? A AL, X
%c2mmwm%ﬂﬁﬁﬁ#ifﬁﬁﬁgﬁéo_M%zﬂﬁlﬁ4ﬁw
ELTEREZ®B RS, 7 A /& B BETIE, 1 [E 1000mg/m? % 30 45
RIEEE L, B 1 RG22 7 @hdm& 5 L, 8 i BRI 5, %@%
X, 4B LY A7 LT, ELEEREE 3@k L, 4083 2K
KD,
o EEFHEEA (5 1 FR)
Tumor response rate (RR) (FOLFIRINOX #f 40 £ ' 11 4 CTERIINE S
NI EIZE A ~FAT)
o mIRFHEERE (1 HE)
Safety
o  LEGHREE B 1FR)
Overall survival (OS)
o BIREHHER B 1R)
Progression-free survival (PFS). Tumor response, Safety., QOL

<FEE >
o fRATXI R F K
%5 11 48 : FOLFIRINOX Bf 44 44, 7 AL & ¥ U B 44 24 D3 88 4
B I AH (ITT) : FOLFIRINOX Bf 171 4. 7 Ay X B U8 171 4 D
342 4 (BB WM OB E 2 &),
o HREREL = (55 11 4H)
FRBRE T 2 TRIRT (FERRO LT T OERD B ),
ECOGPS DA 27 730 Xi% 1 DEF L, FOLFIRINOX #£ T 99.4% (170
) ROV LA HETL00% (1714) Thotz, HWERT » bOfl
M Z1%X. FOLFIRINOX # T 15.8% (27 4) MUNF AT X BT 12.9%
(224) ToH-oi=,
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Table 1. Demographic and Baseline Characteristics of Patients
in the Intention-to-Treat Population.”
FOLFIRINOX Gemcitabine
Characteristic (N=171) (N=171)
Age —yr
Median 61 61
Range 25-76 34-75
Sex— no. (%)
Male 106 (62.0) 105 (61.4)
Female 65 (38.0) 66 (38.6)
ECOG performance status score — no. (%)
0 64 (37.4) 66 (38.6)
1 106 (61.9) 105 (61.4)
2 1(0.6) 0
Pancreatic tumor location — no. (%)
Head 67 (39.2) 63 (36.8)
Body 53 (31.0) 58 (33.9)
Tail 45 (26.3) 45 (26.3)
Multicentric 6(3.5) 5(2.9)
Biliary stent — no. (%)
Yes 27 (15.8) 22 (12.9)
No 144 (84.2) 149 (87.1)

FEFEMEE (55 11 HH)
RR |Z. FOLFIRINOX #£C 31.8% (14/44 4), 7 Lo ¥ E U HET 11.3%
(5/44 £4) T& 7=, FOLFIRINOX T#% Nl FABATHAEZ 7= LT-,
FEFEMEE (55 110 4H)
AEEWIE PR EIX, AL Z BB 6.8 » Ik LT FOLFIRINOX
1115 H P — R (95% fE#XHLCI1])1%0.57(0.45, 0.73) (P<0.001)
T o7z, 0S ® Kaplan-Meier fif % T (A) 2R,
BIREEME B (55 110 48)
PFS O gfE %, 7 A Z B ff 3.3 » A iZxt LT FOLFIRINOX #f 6.4
# A, ¥ — R (95% Cl) 1% 0.47 (0.37,0.59) (P<0.001) T ~7=,
PFS @ Kaplan-Meier iz T (B) (27,

A Overall Survival B Progression-free Survival
100+ P — . 100+ - ;
Hazard ratio, 0.57 (95% Cl, 0.45-0.73) Hazard ratio, 0.47 (95% CI, 0.37-0.59)
P<0.001 by stratified log-rank test P=0.001
754 75
g 3
-
g 50 FOLFIRINGX = 5o
£ = FOLFIRINOX
-3 =
2 [
a a
254 3
Gemcitabine
Gemcitabine
Q T T T T T T T T T T T T T T 0 T L T T L T T T T T T T
0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 0 3 3 9 12 15 18 21 24 27 30 33 36
Months Months
No. at Risk Neo. at Risk
Gemcitabine 171 134 89 48 28 14 7 ¢ 3 3 2 2 2 2 1 Gemgcitabine 171 88 26 B 5 2 0 0 0 0 0 0 0
FOLFIRINGX 171 146 116 81 62 34 20 13 & 5 3 2 2 2 12 FOLFIRINOGX 171 121 85 42 17 7 4 1 1 0 0 0 V]

RR |X. FOLFIRINOX #£T 31.6% (54/1714). 7L X B BT 9.4%
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(16/171 4 ) Toh o7z,
Grade 3 X34 D ERFEHG % FFIZ/RT,FOLFIRINOX HEIZHB W T,

TRERHE & BY

PN LA FEFRTHT LICEHF T, FEWEL ek E

14 Thot-, IBBRI LB EMENH D Grade 3 LA EOFEFSL (WI v

DOFET 5%LL EFEL) 1%, i ERIBUE
DIE, AL,
Mt 2ERIE Th - 7=,
FOLFIRINOX B CTH &

SN

U1 SN AT

WCRBLEIE NS> T2D

PE & Hh BRI IE | J]ﬁl/J‘*ﬁ/Jj’}\r BN

T BN A TR BRI RE L /N IR
B =2 —m R F—
_m%®¢T&Av§t/ﬁk%ﬁbf
L. AR ERIBUDE . B
R =a—m/XF—Th-o T,

ALT E&H. KDY

JHE AT FOMOIAZLTEILS AbND Hﬂ”ésﬁ% FARBR TIERD 6N
Mo,
Table 3. Most Common Grade 3 or 4 Adverse Events Occurring in More Than
5% of Patients in the Safety Population.*
FOLFIRINOX Gemcitabine
Event (N=171) (N=171) P Value
no. of patients/total no. (%)

Hematologic
Neutropenia 75/164 (45.7)  35/167 (21.0)  <0.001
Febrile neutropenia 9/166 (5.4) 2/169 (1.2) 0.03
Thrombocytopenia 15/165 (9.1) 6/168 (3.6) 0.04
Anemia 13/166 (7.8)  10/168 (6.0) NS

Nonhematologic
Fatigue 39/165 (23.6)  30/169 (17.8) NS
Vomiting 24/166 (14.5)  14/169 (8.3) NS
Diarrhea 21/165 (12.7)  3/169 (1.8) <0.001
Sensory neuropathy 15/166 (9.0) 0/169 <0.001
Elevated level of alanine 12/165 (7.3) 35/168 (20.8) <0.001

aminotransferase

Thromboembolism 11/166 (6.6) 7/169 (4.1) NS

* Events listed are those that occurred in more than 5% of patients in either

group. NS denotes not significant.

EORTC quality-of-life core questionnaire (QLQ-C30, version 3.0) % H\»
72 QOL f##Hr Tix. 6 » H @H—*f,.\\f*ffAv& UL L T
FOLFIRINOX #£ T QOL D& T 23 ICBE SN TV, " — R (95%
Cl) 1% 0.47 (0.30,0.70) <P<o.001> szoto

2) Conroy T, Desseigne F, Ychou M, et al. Randomized phase Il trial comparing
FOLFIRINOX versus gemcitabine as first-line treatment for metastatic pancreatic
adenocarcinoma: Preplanned interim analysis results of the PRODIGE 4/ACCORD 11
trial [abstract]. J Clin Oncol. 2010;28(15S): 4010.*%® (NCCN # A K A *%

17




D51 SCHkEE 5 243)

52 Conroy T 5 3k (N Engl J Med. 2011; 364: 1817-25 *¥) D # &Rl
2010 £ ® ASCO Annual Meeting THF Z4L72 55 W AHRER (BB MEEE) OF
NHOKEDOFRETTh D, I AKT 5,

3) M. Ychou, F. Desseigne, R. Guimbaud, et al. Randomized phase |1 trial comparing
folfirinox (5FU/leucovorin [LV], irinotecan [I] and oxaliplatin [O]) vs gemcitabine (G)
as first-line treatment for metastatic pancreatic adenocarcinoma (MPA). First results of
the ACCORD 11 trial. J Clin Oncol. 2007;25(18S): 4516."%% (NCCN H A K A
B | FISCHkE 5 242)

52 Conroy T 5 3k (N Engl J Med. 2011; 364: 1817-25 *¥) D # &Rl
2007 4= ASCO Annual Meeting TH 3R I AL7225 W FEFRER (588 MR e ) 0)%
NHDOEAEDFRET TH D, FHMITERT D,

4 ) Conroy T, Paillot B, Francois E, et al. lIrinotecan Plus Oxaliplatin and
Leucovorin-Modulated Fluorouracil in Advanced Pancreatic Cancer—A Groupe
Tumeurs Digestives of the Fédération Nationale des Centres de Lutte Contre le Cancer
Study .J Clin Oncol. 2005;23(6):1228-36." %% (NCCN A K F A »*%% D3| 3L
Mk 5 241 LTV CCO A R T4 2¥19 05| F k% 5 8)

FC Conroy T & @5 11/111 #B 785k (N Engl J Med. 2011; 364: 1817-25 *%* _J Clin
Oncol. 2010;28(15S): 4010 *¥* _ J Clin Oncol. 2007;25(18S): 4516 “*%) d Rz &
fE S iz, EATEOREE (RrET KRB E) 2x58 s L TCEmBINZEH N
R TH 5,

<HKRT VA Hik>

o WHBRT VA
Zhiax L. 5 1 AHRER
. XIGEH

BIBRASBE D J& AT AT SU T PR e ;R
o HIEYERE K

46 4
o BRI

2000 4F 6 H ~2002 4F 6 H
o JRIEHE

FOLFIRINOX ¥ Hijh
e JRIEHM
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FOLFIRINOX T® 1 RIHIE
« M- HE
FXY U 75 F L 85mgim® & 120 4y THMEHEG L, KT 1HM%, 1
U /771 180 mgim? % 90 4y THRIEE 5 5, Z Dk, 7 A =K U > 400
mg/m? % 120 4> C/AHE S L, 7441 w5 20 400 mgim? % A
L. & 5122400 mg/m® % 46 B[] CHEREERIET D, ThEz 1Y A7
NELT2HEMI LT IET,
o  LHEFMEEA
RR
o EIRFHmER
Duration of response and stabilization, Time to progression, OS
o T O OFEAME H
Safety, QOL

<fEE>
o fRATRIGRPRE K
46 4
o HKEBRE Y R
FREBREYE R E TRICTT (FEHEROLCERP ORN OB,
WHOPS DA a7 (%, 46 42BN 0 XiF 1 & LT IRED B VWEHE

TohoT,
Table 1. Characteristics of Treated Patients
No. of
Patients %

Sex

Male 30 65

Female 16 36
Age, years

Median 56

Range 40-69
WHQ performance status

0 12 26

1 34 74
Disease stage

Stage Ill/IVa 1 24

Stage IVb 35 76
Prior surgery

None A5 50

Curative resection 2 4

Explorative laparotomy 2 20

Palliative surgery 12 26

o FEFHMEHEHE
RR I% 26% (12/46 4) Th o iz,
o RIRFHmLEH
Duration of response ® HJ:fE (X 9.3 » A, PFS O YHfiix 8.2 » H. 4
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AP REX 102 5 H Tho7=, 0S @ Kaplan-Meier #if 2 T2
NI

1.001
0.90¢
0.801 N =46
T Median survival = 10.2 months (95% CI, 8.1 to 14.4)
= 0.70¢4
= Censored =6
@ 060+ 1-year survival % =43
© 2-year survival % = 24
=
B 0.50+
£
S 0.404
(&}
0.30 1
0.20 1
0.10
0 6 12 18 24 30 36 42 48
Time (months)

Fig 1. Overall survival in all treated patients.

R LBEEEN D DA EFLRTHLE LEZBFIRO LN o7,
MR @ toxicity 235 b L < L Hdv, 24 4 (52%) DO #ER 7S Grade 3 X
X4 DIFFERBUMEE BB LT, 24 (4%) OHERFE Y Grade 4 D3EEL
PEAF H BRI E &2 S8 BL L 72, FEIMIE R @ toxicity D 9 B, A& %925 F
FZRB LI HRE L 44 CThoTo, 1RBRIK L M2 H 5 Grade 3 X
I% 4 @ toxicity DFEM A TRIZRT,
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Table 4. Main Grade 3 to 4 Toxicities Related to Study Treatment
Per Patient Per Cycle
(N = 46) (N = 356)
Grade 3 Grade 4 Grade 3 Grade 4
Toxicity No. % No. % No. % No. %
Hematologic toxicities
Neutropenia 16 35 8 17 54 15 24 7
Febrile neutropenia — — 2 4 — — 2 1
Anemia 5 11 & 7 7 2 z 1
Thrombocytopenia 2 4 1 2 2 1 1 =0F
Main nonhematologic
toxicities
Diarrhea 7 15 1 2 N 3 1 <05
Nausea 9 20 — — 9 3 — _
Vomiting 8 17 — — 9 3 — —
Asthenia 9 20 1 2 16 4 1 <05
Peripheral neuropathy 7 15 NA NA 10 3 — —
Alopecia”
No. 9 NA
% 20 NA
*Grade 2.

EORTC quality-of-life core questionnaire (QLQ-C30, version 3.0) % H\»
7= global QOL 2 = 7 (X, 18.8%D#EHR T 10 "1 > ML E#EAL L7228,
37.5%DHERFH T 10 A A > MLl EE LT,

5) Ychou M, Conroy T, Seitz JF, et al. An open phase | study assessing the feasibility
of the triple combination: oxaliplatin plus irinotecan plus leucovorin/ 5-fluorouracil
every 2 weeks in patients with advanced solid tumors. Ann Oncol. 2003;14(3):481-9.%
#5 (NCCN A R T A > 05| SCHkE 5 240)

FOLFIRINOX O HH &G ED 1= DRERHE TH 5,

<SRBT YA L FE>
« REBRTVA

EMik e, BB, FEER, AR, 51 HRR
JRCE S €

OB R AE DB E I B . USRI IS RIS O T USRS

P D g8 FR A
o FRBRIH
1998 4= 4 4 ~2000 4 1 A
- HIY

R MEETE DN AVBEIZR T D 5-FUe A aR ) CEEMNEEHFHT S
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FTXHBVFITFo A )T HrDRKRMARE (MTD) & #4531 & %2 ik
ET D
o JRIEHM
FOLFIRINOX T® 2 RIBHE
o k- A&
aR—h1:AXH Y F5F %2 120 5 THTBEFEHEL., KT 1HR%.
AV T H % S THEMHET S, £0%, 74 3R > 400 mg/m?
% 120 4y THIEEE L, 704 1 7 F 20 400 mg/m? % ZUE F7E M OF 600
mg/m? & 22 B TR IE T %, ZoFHICa A, aR) LT
a7V ERUAERECE TS, bz 1427048 LT 2 HERH
LIRS, AFEIZBNT, LFD 8 EET, AU ST F
AV T OREEMEITOVHIEA &2 ET 5, X0V 775
>,/ AV 7571 :60/90, 60/120, 85/120, 85/150, 85/180, 85/200, 85/220
J% O 85/240 mg/m?,
aRr—hr2: XV VTFIF AV )T Hh o ar— 1 THEREEL
THER L - R THE%, oA 2R U 2 400 mg/m® % 120 43 T &
HT 5, T T7LAr I 400mgim? ZAEHIEL, S5
2400 mg/m? %z 46 BR[0T CHRiEHIET 5, Thxd 1 A4 270 e LT 2
B STk R,
o FHMmEEHE
MTD. RR (& X HIE AT 6E 72 # B D 7»)

<fER>
o fRENT RGP BRE EL
A4 (ar—h1:34%, akrk—hr2:74)
o WEBRFE Y =
ERWBREN e TRIORT (FEEROHL LT ORI LB,
WHO PS ® 2 a2 7%, ) 80%D#HERH TO XXl Thote (BHHRHE T
X 0~2), FRBEBITRBEIRDEL (1L 4), WOTHE (6 4), B
¥ (54) DIETH -7,
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Table 1. Patient characteristics at study entry

Characteristic No. of patients Percent
No. included 42 -

No. treated 41 -
Sex, male/female 2417 5941
Age. median (range) 56 (32-73) -

WHO performance status

0 12 29
I 21 3l
2 8 20

Prior treatment

Surgery 31 T6
Chemotherapy 32 T8
Median no. of lines (range) 1 {0-6) -
Radiotherapy 13 32
Site of primary umor
Colorectal 11 27
Pancreas 6 15
Gastric 3 12
Esophagus 3 7
Cholangiocarcinoma 3 7
Kidney 3 7
Breast 2 5
Lung 2 5
Unknown primary site 2
Others* 4 10

. B H
AERP O TITRD b ro T,

ak— k1T MTDIEAFY Y FTF 2 AU 75 % 85/220 mg/m?

THO, DLT FEEOHFERBVIETH 7= (TF£),

L7278 »> T,

85/200 mg/m® SHESEFH B & 72 D 8, ARG ETIE 30%% EE 51 2L
THE (AU /T 0 3k o toxicity (2 K0 16%D ¥ A 7 )L Tli&)
AT T W= Z & v 5, 85/180 mg/m? 73 & JE & LMD » b ik

bEYRMELEZ DN,

Table 3. Dose escalation for determination of maximum-tolerated dose (first cohort)

Dose level, oxaliplatin/ No. of patients No. of eycles No. of patients with at least one dose-limiting toxicity at the first cycle
irinotecan (mg/m-)

GO/90 3 22 -

G0F120 4 45 —

85/120 2 5 -

85/150 343 48 2 (diarrhea grade 3, grade 4)°

85/180 543 45 2 (neutropenia grade 4 =7 days, febrile neutropenia with diarrhea grade 4)
85/200 6 25 2 (neutropenia grade 4 =7 days, stomatitis grade 4)

85/220 5 36 2 (neutropenia grade 4 =7 days, febrile neutropenia grade 4)°

*Patients included after determination of maximum-tolerated dose.
"Two dose-limiting toxicities among the first four patients included at this dose level.

AR — b 2 TIH HRGR O EFR R A FRE 172 toxicity o HE B MK )

>7= (FF),
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Table 4. Main grade 3/4 toxicities: wotal and by dose levels (values are no. of patients/cycles)

Daose level, oxaliplatin/ Total no. of Neutropenia Diarrhea Nausea/vomiting Asthenia Peripheral neuropathy
irinotecan (mg/m°) patients (cycles) Grade 3/4 With febrile neatropenia (grade 3/4) (grade 3/4) (grade 3/4) [gr.ac.lc 3, [spc'c:l_ﬁc
N N - oxaliplatin Lévi scale)]
or neutropenia =7 days

First cohort (fixed
regimen for LVSFU2)

60/90 3422) 2(9%) - - - - 2(32%)
60/120 4{45) 4(29%) - - - - -
85/120 2(5) 2 (40%) - - - 1 (20%) 1 (40%)
85/150 6 (48) 5 (28%) 3(6%) 4 (8%) 2(6%) 5(10%) 40(31%)
85/180 8(45) T(27%) 2 (4%) 2(4%) 4 (9%) 3(T%) I (9%)
85200 6 (25) 4 (36%) 1 {4%) 1 (4%) - 3(28%) 2(12%)
85220 5(36) 5(25%) 2(8%) 2(11%) 3(17%) 4(22%) 2(22%)

Second cohort [fixed simplified T(51) 3 (10%) 1(2%) 2i4%) 1(2%) 1 (4%) 3(31%)
LV5FU scheme (85/180)]

Total 41277) 32(23%) O (4%) 11 (5%) 10 (5%) 17 (9%) 15 (20%)

LV5SFU2, full-dose leucovorin (LV) and 5-fluorouracil (5-FU) regimen on days 1 and 2, every 2 weeks; LVSFU, simplified LV and 5-FU regimen

PLEX Y, WHBITO FOLFIRINOX ® HiE - A&EIX. A%V V775
> /A4 / 7 71 % 85/180 mg/m® T AU EHE. 7 A =R U > 400 mg/m?
% 120 A CHEMEEBIE L, $F T4 e 7520 400 mgim? % AR
L. & 51T 2400 mg/m? % 46 W2 CTHife s+ % ik L Lz,

34 4 OFHM P HE /B E D S B, CRAN 34 (B 14, KIBHE 24) .
PRA84 (K34, WEm24, WE14, BE 14, BE14)
Tho7l= (FF), RRIZ32% (11/34 %) ThH -7,

Table 5. Antitumor activity by dose level (values are no. of patients)

Response (n=34) Initial planned dose level, oxaliplatinfirinotecan (mg/m?) Second cohort Total
60/90 600120 85/120 85/150 B5/180 85/200 85/220

Complete response 1 1 - - - - | - 3

Partial response - I - | 1 2 1 2 8

Stable disease 1 2 - 3 3 1 I 2 13*

Progressive disease 1 - 1 1 2 2 | 2 10

‘Including four minor responses.

<HARIZR T D MR FUBRSE >
FRICERDO EBY . BARIZET 5 WK L2 o7,

(2) Peer-reviewed journal D#RFE, A ¥ « 7 F U ¥ REDOHEIRDL

1) Assaf E, Verlinde-Carvalho M, Delbaldo C, et al. 5-Fluorouracil/Leucovorin
Combined with Irinotecan and Oxaliplatin (FOLFIRINOX) as Second-Line
Chemotherapy in Patients with Metastatic Pancreatic Adenocarcinoma. Oncology.
2011;80:301-6.% %1

2003 4= 1 A 75 2009 4 11 H O W[ #11Z FOLFIRINOX J& ik % JiifT S du7z 27
BHZXTT DL b AT T ¢ T OfE R BBMEROE IS T 5 IRIBEIC
BT, FOLFIRINOX ik iﬁsdyi%fmb (JHEh=a v b —L R 63%, &4F
AR IE - 85 » H) . AAEMITFAHHANTH 72 (772 L. 56%DEFE
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T Grade 3 X% 4 D4FPERAER TR D HLTo) o KL DA TR YERERE O —
WIBRIE L 720155,

2 ) Tada M, Nakai Y, Sasaki T, et al. Recent progress and limitations of chemotherapy
for pancreatic and biliary tract cancers. World J Clin Oncol. 2011;2:158-63.% %'

BN ARRBROFE R LV . FOLFIRINOX I IZERB MR ICB W T, F oy
A EUVHANCK LA BEREGFHMOLEEEZ R LIS AV B2 E RV
DIRRIETH D, BMENTRN T2 OARFED B U #E 7Y FOLFIRINOX %5 DA &
LR 0ED,

3) Oberstein PE, Saif MW. First-line treatment for advanced pancreatic cancer.
Highlights from the “2011 ASCO Gastrointestinal Cancers Symposium” . San
Francisco, CA, USA. January 20-22, 2011. J Pancreas. 2011;12:96-100.* %%

201046 H ™ ASCO T4 X #1172 ACCORD 11 @ H & 5 Tid . FOLFIRINOX
X7 by Z el bl U T RS AR I M OV AR A R P R A S LT
DVEMED RV D &5 FOLFIRINOX VEIRIC L W R 7 ¢ v b 3G 5 &
EHRFET HAMEND D, £1-. KET 2010 4F 8 HloHEMS-FHET, PS 1
DERFEME IR T /3 2 IR IZF ) T, FOLFIRINOX SRIENJiifT & v 7= FBF D&l
AT 18%TH - 7=,

4) André T, Wislez M, Goncalves A, et al. Following communications made at
American Society of Clinical Oncology 2010, what will change our practice? The
point of view of the editorial board of Bulletin du Cancer. Bull Cancer.
2010;97:1551-62. %%

R PEERE IZ 3BT L7 AV ¥ B U IED B FOLFIRINOX #iE~R4 5 =
EMNO0S ZWET D,

(EENSOMETH] 77V ABEOLMTH Y, HETHEHEINLTND
Abstract 7> 5 L 72,

5) Saif MW, Chabot J. Metastatic pancreatic cancer -is FOLFIRINOX the new
standard? Nat Rev Clin Oncol. 2011;8:452-3.%%1%

FOLFIRINOX 7" A & B2 &g LT, HEHH R O ERR I A BICEMm e F
ERLT-ME—DFHL A THD, 72720, BERRWZD, E2HIRENE
T, e U e MENER 2B EE IS LT, WWRS TIRHIRRE L
BRELT Tl AORBRERKIZRVE D, 2k, BFAEER 2/3 IXBEEEE
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(< DBETIHE AT b 2 DA, A PERBAE DRETIHE RO U =
INRDDH) THDLHZENAOBILTNDD, R TOREKIT 3% DN &
CHEETILERD D, 7 AV ¥ U HANCRIE O BE I8 LT, FOLFOX
L FOLFIRI Z# £ T R&TH D,

6 ) Conroy T, Gavoille C, Adenis A. Metastatic pancreatic cancer: old drugs, new
paradigms. Curr Opin Oncol. 2011;23(4):390-5.%%®

FOLFIRINOX [ZIkfEN B W3 (ECOG PS0-1) IZxfL, Ay Z e bt
%2 L T toxicity 288> 7o b OO AFHIE T R 6.8 » A D 111 5 HIZ
SER L7z, (B0 5 OmEHH]) FOLFIRINOX O % | A7, %5 11 ¥, & OV 11/
FEFER DRRFED D BTV D,

7 ) Trouilloud 1, Dubreuil O, Boussaha T, et al. Medical treatment of pancreatic
cancer: New hopes after 10 years of gemcitabine. Clin Res Hepatol Gastroenterol.
2011;35:364-74. %7

FAVAE U ERWERE A OL Y AL L FOLFIRINOX OIS E R kE (44171
i, MEREEEALFHIRN Z2R) ok s FTRITRT,

Table 3 Main randomised trials assessing gemcitabine in association with other chemotherapy in advanced PC.

Primary endpoint N Locally Treatment 0s PFS RR
advanced (%) Regimen
Herrmann et al., 2007 [24] 0s 319 20 Gem-Cap 8.4 4.3 10
GEM-C 7.2 3.9 7.8
Cunningham et al., 2009 [27] 0s 533 29 Gem- 7.1 5.3* 19.1*
CapGEM-C
6.2 3.8 12.4
Colucci et al., 2002 [29] Clinical benefit 107 42 Gem-Cis 7 4,9* 26.4*
GEM-C 4.9 1.8 9.2
Colucci et al., 2010 [30] 0s 400 16 Gem-Cis 7.2 3.8 12.9
GEM-C 8.3 3.9 10.1
Heinemann et al., 2006 [31] 0s 195 20 Gem-Cis 7/ i 10.2
GEM-M 6 Eh 8.2
Louvet et al., 2005 [32] 0s 326 30 GEMOX 9 5.8* 26.8*
GEM-C 7.1 3.7 17.3
Poplin et al., 2009 [18] 0s 832 10 GEMOX 5.7 2.7 9
GEM-FDR 6.2 35 19
GEM-C 4.9 2.6 6
Rocha Lima et al., 2004 [33] 0s 360 15 IRINOGEM 6.3 3.5 16.1*
GEM-C 6.6 3.0 4.4
Conroy et al., 2010 [50] 0s 336 0 FOLFIRINOX 10.5* 6.4* 27.6*
GEM-C 6.9 3.4 10.9
* P<0.05.

ACCORD 11 O A& D & . FOLFIRINOX IX#s M e (IE& Z2MmiE eV
NE LAV TRERIEOBRWVEHR) O —KipEe LT Ay xer b
E A, AN, BEEAGTHM., BHROTITUWTIENT, FAVFE
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Table 2. Dose and schedule of treatment in the PRODIGE 4/ACCORD 11 trial.

ARM DOSE/SCHEDULE

FOLFIRINOX Oxaliplatin: 85 mg/m®, IV, d1

Leucovarin: 400 mg/m?, IV, d1

Irinotecan: 180 mg/m?, IV, d1

Fluorouracil: 400 mg;’mi, IV bolus, di

Fluorouracil: 2400 mg/m®, CIV over 46 hours after bolus dose of fluorouracil
Rogimen given biweokly

Gemcitabine Gemcitabine: 1000 mg/m”, IV weekly x 7, | woek rest, then weekly 3qdw

Planned duration of chemotherapy in both arms was & months.

Abbreviations: IV=intravenously; w=week(s).
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WC-1) KEOTA3E (Camptosar® irinotecan hydrochloride injection)

WIC-2) FEEOWRA CE (Campto 20 mg/ml concentrate for solution for infusion)

W3C-3) JmE O A CE (CAMPTO® 20 mg/ml)

WC-4) ALE O WA CE (IRINOTECAN PFIZER 20 mg/ml solution a diluer pour
perfusion (1V))

W3C-5) MEOFRASc#E (P"CAMPTOSAR® irinotecan hydrochloride trihydrate for
injection 20 mg/mL)

W3C-6) ZEIN DO IRATSC#E (CAMPTOSAR® injection)
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