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Oxaliplatin, fluorouracil, leucovoring ©]-§-%+ FOLFOX &
bz & 2000 oll G oA kel o) viAekel Bz
gerx] g9} HolA A X ol g ARE 94 ¢
} da] azolm Qlrh@,5) olF AP £ Aol A%l
% FOLFOX 39 2.9 phase I 977} A3=o] vkE-E,
A=) 7|74 HelE A ZHTime to progression, TTP), A&
£ 5ol4 £ AHE Jehll k67

Al YdAE £E E7hsd Y, A,
w= HolA gotslAE A g 2006158 modified
FOLFOX-6 YA EE U4 AejokAz Agsiex o
o 2 WA AEE 54 Soll tidt 27178 S AeElst
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20061 44 EE 2007 897A) 7HE
Sjgtell A 24 F A AAEe F AL
A 3593, & b e E A
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Agsigor, 1 A5E FFH R A
AAHE ofg7i7el 374 ofstol Ay B8 2AEA) o
EdbAgto] gl gkl 8 oA Fofol THbE A,
7150 HAsA L 3@ Eo] YA 1SR A
%), F571%50] Aty AN EZE o] 8.0g/dL
Jstol At & W& A7} 2,000mm’ ofsto) Art HaD
4217} 50,000/mm’ o)skel A9, AR 7150l AAHA &
& g doteld 4 g0l 50 mymin o]slel )= o
Aol 2] Al 2lsledet. FE3F ECOG 553 (performance status)
o] 2 ol3lel A$E LR slglon o] 7Fd AFE
7S 1HIAGE ol AlelA qgrh dAEE
AZ= A (A% 100 mg) oxaliplatin QA7+ A3 100 mg
9} leucovorin (2A1ZF AF)E A1Loll, 2l 2,400 mg9]

e e

o



fluorouracil (4641 7+ B )& ARY7AA Foldle LR
27 Ao g ARE, A g 33w} Agd wk-5
7}oll A} RECIST 7)52oll &3k A4 Wiulo] &ele 7} o
£ AA@EAT} obEol 7] o] FA] o] wheol} 2zt
o A& AR )2 ¢ o4 kX 87t B wint
A g 85 AEsct.

FAEA ol = SPSS version 12.0 package”} AH-£E 9ot
Kaplan-Meier method & ©]-8-3lo] TTP 3 4| AYE-&(overall
survival, OS)S ZA3}91 31, Log-rank tests o}-§3}o] A,
Aol ol YA BelH, 212 A71EE TTPol Rl
UeA 2A3 ). ol Aol cisplatine] FoI5] A =A19] o

Table 1. Characteristics of patients (N=78)

Variable No. (%)

Sex

Male 54 (69.2)

Female 24 (30.8)
Performance status (ECOG)

0 39 50)

1 32 41.0)

2 7 (9.0)
Previous chemotherapy

No 40 (51.3)

Yes 38 (48.7)
Disease status

Recurrence 35 (44.9)

Inoperable 43 {55.1)
Target organ

Lymph node 40 (51.3)

Peritoneum 26 (33.3)

Liver 20 (25.6)

Etc. 26 (33.33

Table 2. Response rate of FOLFOX chemotherapy

Agshe] Z2A391 2™, Pearson’s Chi-square
testE o] &sto] FA W Eo] Mol FUXNEE WokE

A9 of sk 4BaASL dEA 2AsHsAL
oW

% 71899 IAE e AT SA ol il =4
3tglom W7t 544, of b7} 2490l H AL 590
At H 7.1319] GAA S E Algslglon 7
Aleggk gxle] A5 173747 APFe Ao g9
o} Aol B FUA A EE T2 HAHo| e At
38w, 194 k2 3k} 409 o] Q). B cisplatin®] FE3F
#H dgAEger 1 F 14Ee] ZAF FEF P
doxifluridine-cisplatin® 2 12} ¢}otx 88 k& = Autsk
44900 Yux|E FOLFOX7} obyd o2 244 ekA|(S-1,
irinotecan, taxol )& HA YHEE 92 5] o] zlg)
4ol et A9t B4 A7 2E FZAo] 513%8
744 wgtow 1 thgog Hule] 333%, 1l 7ho]
256%%) RS2 JEbdH(Table 1).

RECIST (Response Evaluation Criteria in Solid Tumors) 7]
ol 2J3t 2bA Fall(Complete Response, CR)¥= $igior
+- Zell(Partial Response, PR)7} 11%(14.1%)2] SkAbollA] 3t
2|93 A$)A ¥ (Progressive Disease, PD)S 327 (41%)
o] Aol Al wbAbEtg] o U A] 357 (44.9%)ol A = A
4} eli(Stable Disease, SD)E #<15| et A4 wulo] vje}
ved Zele A A 1409 0)9en i AE7)
7+ 13AYo AT ALet dATH FEol Erbsalad
BT 2 o] AR ofget ubgokg vlgt A
o2 vebgde) wdt Aol g GtAlol =EHUR 34

,1‘
o
fo

o]

PR Sb PD
Disease features N
No. % No. % No. %

All patients 78 11 14.1 35 44.9 32 41.0
Recurrence

Yes 35 5 143 14 40 16 457

No 43 6 14 21 43.8 16 37.2
Previous chemotherapy

Yes 38 6 158 17 44.7 15 395

No 40 5 125 18 45.0 17 42.5
Target organ

Only liver 7 1 14.3 4 571 2 28.6

Only lymph node 12 0 0 1 83 il 91.7

Only peritoneum 6 1 16.7 3 50 2 333

PR = partial response; SD = stable disease; PD = progressive disease.
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T3} 297 g o2 Lhro] A HohE nhbAe,
Aol xmuﬂi FReto] A2 A 7 L Bl o
A% i ARG PAYeIg ot = Aol
o 7&% R AuR gel Aee velkekTae 2,

A4 o] e Aelt A7ke] % gkmedian
TTP) 6718 olgl o, 3259 AHE1%)l A A4 Wl
o] BL/‘“*P%#(Fig 1. A, Ao} of B, ool kA2
£ P o F G2 ol TTP oJv|glE Aol &
FA ke Aoz veiger, A7ME AR H S
Tollt Ao 1 74+ TTP7} 8709 2 Hetolu} g1 Z Aol v
3 F 9 2 Aos Uetgo EAHoE foJd ol
19 ek (Table 3). 17 9] $H2421.8%)0ll 4] Abto] Whada}g)

o] % 69 2 kA2 vl Holl, YuiAE AAY
el o5z o ol4F YA EE A Foh 9]
el o) Adstgler. L7170 FI3hE 1308013
t}h(Fig. 2).

CTCAE (Common Terminology Criteria for Adverse Events)
3ol BhE 4 Yrhel A% 1, 2539 e TH Be
4179 AAlA Uehgos] HF 47319 A2 E A
WL Holl EASAT 1, 2559 oW FaFL 1499
Aol A vhebk o 493 At H bbbk W
BT #aFH E3T A4FE 44 89 6ol et

é

[
B Aee gelngden 27t AE 65, 6359 YA T
A8 Holl Yebk EF 1, 255013t oxaliplatin®] F
oJg AW BEE FAG 249 T2 17499 3
+ 47eA ¥ 1, 25FoR Esigien, oH
cisplatin A £ 5 2 37 13982 A 44
39 FYAEE A i HAFAE B2 gU-
b 112 H 74309 FAABE A3 Holl F4o]
eht SAH R 33 Rl 5 E%M(Tabl 4, 5). 84,
AA| kAo A SA40] AR o] ulE °1]X*°ﬂ O
oA E X 2 UUT SATH A5 FOLFOX FHA &
Table 3. Comparison of time to progression
Mean TTP +
Factors (months)* P-value
Sex Male 7.6+0.8 0.603
Female 7.0£1.0
Recurrence Recurrence 6.0£0.8 0.130
Non-curative 84109
Previous No 64+0.6 0.653
chemotherapy Yes 7.70.9
Organ involved  Only liver 80+12 0.153
Only lymph node  4.120.7

Only peritoneum 4.510.6

*Results were presented as meanstandard error. "p-value was
estimated by Log-Rank Test. TTP = time to progression.

£ e A Aololl fojgk RelE
(Table 6).
ZH%I/H I:H i

g2 4
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1763} 5ol UK B F AP F gldeh 53] 49 AR}
dlA 3, 4579 FAE Ho] IAAE 2Astoio} o
UrlR] SxEol & Aubl 8571 A Yol
o] WA=t g 127 9] 3Alell4] FOLFOXolA]
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X g5 AP gt
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Oxaliplatine 5-FUS} 45202 2hgsl+ Al W &
A ZA G AAZ 2Eslo] DNA F4-E Lalist
1 A&7} 7129 cisplatinol] Bl FHolyd Ao g o
A k@) 2 Aol 4] oxaliplatine 25 7+A o2 AFw
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Table 4. Toxicity profile of FOLFOX-6 chemotherapy

Table 6. Toxicity rate according to previous chemotherapy

Grade 1~2 Grade 3~4
Toxicities No. of patient % No. of patient %
(n=78) (n=78)
Hematologic
Neutropenia 6 7.7 0 0
Leukopenia 8 10.3 0 0
Thrombocytopenia 14 17.9 0 0
Febrile neutropenia 0 0 0 0
Anemia 41 52.6 0 0
Gastrointestinal
Nausea 50 64.1 0 0
Vomiting 13 16.7 0 0
Diarrhea 1 1.3 0 0
Constipation 0 0 0 0
Stomatitis 2 2.6 0 0
Neurosensory 24 30.8 0 0
Hepatic
AST 12 15.4 0 0
ALT 8 103 0 0
Bilirubin 11 14.1 0 0
Other
Pain 22 282 0 0
Cardiac { 1.3 0 0
Renal 3 3.8 0 0
Fever 0 0 0 0
Cutaneous 2 2.6 0 0
Alopecia 0 0 0 0

Table 5. Characteristics of toxicity

Toxicity N Mean cycle to toxicity*
Neutropenia 6 6.3+3.4
Leukopenia 8 6.5t3.3
Thrombocytopenia 14 49122
Anemia 4] 4,7+3.1

13 4,38+2.53
Peripheral Previous chemotherapy (+)
Neuropathy 11 7.40£3.50

Previous chemotherapy (—)

*Results were presented as meantstandard deviation

of|A] JAE| I AT 7HERL grade 3, 49] AF AL
BRA] kot Sl Fvkele 3xpEol 7HF wo
&sle Fgoldleh 71E ofe] HildlA BRARE
FAHEHE Hod A oxaliplatin Fo1%9] 77| 3
Ao 2 ERd v} 9lor (9) o] & Fo]7] §J3 ofEj7tA W
o] 39kE| it} &, gabapentin, calcium¥} magnesium, car-
bamazepine, 7 glutamine8] o Go] W¥xEg o} &
ZARWSE 22 5 v AHHY Wk ol A

koo fot T

ko oXx
1

Chemotherapy before FOLFOX

Toxicity P-value
Yes (n=38) (%) No (n=40) (%)

Hematologic 23 (60.5) 19 (47.5) 0.249

Gastrointestinal 27 (71.b 24 (60.0) 0.305

Neurosensory 12 (31.6) 12 (30.0) 0.880

Hepatology 6 (15.8) 8 (20.0) 0.628

Other 10 (26.3) 13 (32.5) 0.549

Percentages are portion of the patients having toxicity in patients
categorized by previous chemotherapy. P-value was estimated by
Pearson’s Chi-Square.
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= 2 A7E . (10-13)
HHQ YAellA gAY Akl £3E
] AA B o FAT X &ell Yo} F
teoh A og £2 £3EE B
7.13], 7 17319 YLAEEF %
A 32 F BT F oA Ak B3 2ol 3
247 134, 157 7o & IGAE axelA =HAvke A2
FOLFOX ¥4 87} ¢ E7hsd A, dolAd st
AX EA] 1A A Z qHY Therie AE €55
o] Zmo)| 4] HeiFrh FOLFOX 3428 3 w257}l 4]
A W o2 e Slcisplatin® & $FHA| S A8}
1339 3A}ollAl B3t 1.763] 4ol Si-cisplatin 94X B S
AP 5 ggon g9 &5 wik g3 "ozl
AL E718 qkg Ho|v}, Yamanaka S(14)& S19] Al 7Hat
Fa-go] yehtA e A¥JAAE 2A st HEY vl
geom, 1 FollE S1 Fo ofHel ALHE L2 A
irinotecan (odds ratio, OR 3.07, P=0.003), mitomycin (OR 2.28,
P=0.004), cisplatin (OR 1.60, P=0.007) So] Fetx|gich o
2ol A& oxaliplatino] fj¢kel] tale] HEgQuA o] xA] &
of A&EA %2 glo] 47] BiolA wA gle Ao
AZtE ], B A9 ATl A LpehitRo] FOLFOX 94|
g9 AYFoirt 35 81 FoJA] A2 HALo] Vel
A e g FA et FEEG w1 A =
4 7153 1ol FOLFOX Xl g2 13 Adgek
AR AL 5 APA wo] el 24 Al aAS
73-%, Sl-cisplatin FA|9] A€ Hrl AlFgh nas dQ
sto] wdt AU ol tigt Fo7 e WHe] oY
Aes AztEc,

A Akl diel} 7)1 &l A=Y 2AF dAAE
¢l CF, ECF §gA 8+ 9] A&A o] ga AY7A 4
Bl e AZHTTP)e] 4~5719o) &3t ddg ox gl
th(15) 2§ FAAZA S, capecitabine, paclitaxel, irino-
tecan, oxaliplatin 50| SAsHA thFdt 79 2,34 9
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Table 7. Comparison with previous phase-II study results

Cavanna Al-Batran Kim Louvet This
et al. (16) et al. (6) et al. (7) et al (17) report

N 56 41 2% 54 78
Median
TTP (months) 62 56 43 6.2 6.0
Median

*
OS (months) 8.6 9.6 73 86 13
RR (%) 429 43 2% 45 14
5D (%) 2% 9 29 449

*Mean OS from this report.

Aol Jehda gk B ddlde= TTPY F9zhkol
6ol on] FH{AT| ko] A b HAZ YA
Zo| A ghzbe] Ak o]stell A wHAEH Aol wiEol
obz] AAABE7178] Fkgk(median 0S)S AE3LA] X3t
defolw AABEZ|ZHS] HFEE 13/1€ Ao g
wt AAellofr}. T3t Wh-3-E(response rate, RR=CR+PR)< 14%
E UEN T 449%004 SDY Aoz vebydet A, Aol
A 99ke Yo Z FOLFOX aHMX 85 A8 J]&9
phase-1l #5749 v ¥ Table 78 74th(6,7,16,17). TTP
o] T 43~6204Y, L7+ TR 71.3~9.670
4, vhSE2 26~45%, SDE 9~35% 24, 7|&2 dFet
vl W TIPS & Aol & Holz| ¢kgkow CR+PRY
vl &2 Yo} DY HIgo] ¥ 2 AoE YEla,
o F median OS7} ¥} ZA }E AoE AAtEh
Al 2 7|3l e A s FE Brksdt Sl &
2+ A Bkl S FOLFOX S 8% A3kl Fofsla glo
o, 2144 wwio g 3held 79 2%} 4€<kA| 2 FOLFIR],
Taxol-cisplatin, S1-cisplatin 55 AH83lH A =o}A] 21388
wlolli= vhE 2x AEekAl g aAlse Azks Hslka gl
B 7|3l A 23 GAAlE Agely] AlFslHA g £
53 AHE ks A A ENZ FARE F
AL Az 15718 A2 FalEglon, shlld] dF
g A714Q wheg7h | ohekdt 24 Aok A3l
22} Fo] Aol o) 7|ES A Q) A Fol] i
Bz ulel] AE Az A} Qe AoE FHelw

o,

30

E

rhu

P4 Qictell sl Rkt AR getArt Edso]
AL Yo 17 Qlste] AELY] 4T &) A9
MAdo] o] Fo|A 1 girt, B3] o] ZAo|A FOLFOX 3
FHREE 92 FA4Y 2 34 £33k, 2L $2 4

W 27 & (Disease Control Rate, CR+PR+SD)& Ho|& Ao

2 Uehta qlol F4el $A5RAL 248 4% A
W 919 B Yol A S A2 A AelokA
2 A4y F28 7 9 AR 429k Ouliplatn
o 1% AAFAS A4 YA S49 A7, 227
A4y Yol Jehste ul 24 oAl A Sof o
sAaor & HAY Aoz Az,
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= Abstract =
Modified FOLFOX-6 Chemotherapy for Recurrent or Inoperable Gastric Cancer Patients

Sung Bae Jee, M.D., Jae Hyun Han, M.D., Hoon Huh, M.D., Kyo Young Song, M.D., Hyung Min Chin, M.D.,
Wook Kim, M.D., Cho Hyun Park, M.D., Seung Man Park, M.D., Seung Nam Kim, M.D. and Hae Myung Jeon, M.D.

Department of Surgery, Catholic University of Korea College of Medicine, Seoul, Korea

Purpose: We wanted to evaluate the efficacy and toxicity of modified FOLFOX-6 chemotherapy for treating recurrent
or inoperable gastric cancer patients.

Materials and Methods: From April 2006 to August 2007, 35 patients with recurrent gastric cancer after curative resection
and 43 patients with inoperable gastric cancer underwent chemotherapy, and the results were retrospectively investigated.
Results: 78 patients were assessable for response and toxicity, and they underwent an average of 7.1 cycles of
chemotherapy. The response was evaluated according to the RECIST criteria. 11 partial responses (14.1%), 35 cases
of stable disease (44.9%), and 32 cases of progressive disease (41%) were observed. The median time to progression
was 6 months, and the average overall survival was 13 months. CTCAE grade 1 or 2 anemia (52.6%) was the most
prevalent toxicity. Other common toxicities included thrombocytopenia (17.9%) and peripheral neuropathy (30.8%). There
were 13 changes in the chemotherapy regimen to S1-cisplatin due to disease progression, but only an average of 1.76
cycles of St-cisplatin were delivered due to severe toxicities and poor compliance.

Conclusion: Acceptable efficacy and toxicity were seen as 59% of the patients showed non-progression, and no grade
3 or 4 toxicities were observed. In conclusion, the modified FOLFOX-6 chemotherapy is considered to be the proper
1st-line choice as a palliative treatment for recurrent or inoperable gastric cancer patients. (J Korean Gastric Cancer
Assoc 2008;8:40-46)
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