Jpn J Clin Oncol 2013;43(2) 143
Table 4. Background information and outcome of ILD cases in the study®
No. Sex Age Line Smoking history Stage PS (pre- Gemcitabine treatment Seriousness Days from Days from Outcome  Days from
treatment) first dose  last dose onset to
to onset to onset outcome
1 Male 68  Second Unknown Vb 1 10 00 mg/m* x 6 times ~ No 54 12 Recovering 15
2 Male 79  First - IVb  Unknown 1400 mg/body x 6 times Yes 52 11 Recovered 10
3 Female 78  First No I[Vb  Unknown 1200 mg/body x 9 times Yes 91 17 Recovering 9
4 Male 69  First No IVa 3 1000 mg/m? x 9 times Yes 80 11 Death 34
5 Female 60  First - Ivb 0 1400 mg/body x 1 time  Yes 25 25 Recovering 42
6 Male 68  First Yes Vb 2 1100 mg/bodzy x 9 times Yes 91 21 Recovering 104
+ 800 mg/m” x 1 time®
—, no data.
“Based on data reported by investigators.
®One dose was reported as post-treatment therapy.
Table 5. Sub-group safety analysis about the association between PS and age
Parameter ps? Age
PSO >PS1 <75 years >75 years

All, n (%) Serious, n (%) All, n (%) Serious, n (%)

All, n (%) Serious, n (%) All, n (%) Serious, n (%)

Evaluable patients 302 483 756 99
Patients with drug-related adverse events 147 (48.7) 19 (6.3) 266 (55.1) 67 (13.9) 308 (40.7) 85(11.2) 38 (38.4) 13 (13.1)
Hematological toxicities
Leukopenia 60 (19.9) 6(2.0) 117 (24.2) 16 (3.3) 164 (21.7) 21 (2.8) 23(232) 440
Thrombocytopenia 30099 0 (0.0) 86 (17.8) 17 (3.5) 107 (142) 18 (2.4) 12 (12.1) 1 (1.0)
Neutropenia 23 (7.6) 1(0.3) 28 (5.8) 5(1.0) 47 (6.2) 6 (0.8) 5(5.1) 0 (0.0
Hemoglobin decreased 11 (3.6) 1(0.3) 28 (5.8) 3(0.6) 36 (4.8) 3(0.4) 3(3.0) 1 (1.0)
Non-hematological toxicities
Nausea 13 (4.3) 4(1.3) 46 (9.5) 6(1.2) 62(8.2) 11(L.5) 1(1.0) 0(0.0)
Fever 18 (6.0) 4 (1.3) 20 (4.1) 3(0.6) 36 (4.8) 5(0.7) 3(3.0) 2(2.0)
Anorexia 8 (2.6) 1(0.3) 30 (6.2) 6(1.2) 35 (4.6) 6 (0.8) 5(5.1) 1(1.0)
Vomiting 6(2.0) 2 (0.7) 19 (3.9) 3(0.6) 27 (3.6) 4 (0.5) 1(1.0) 1 (1.0)
Hepatic dysfunction 3(1.0) 0 (0.0) 7(1.4) 0 (0.0) 8 (1.1) 0 (0.0) 3(3.0) 0 (0.0)

#Seventy PS unknown cases were not included.

investigated, relief of pain was achieved most effectively,
and even 4 weeks after the last administration, improvement
of symptoms in response to gemcitabine therapy was
observed in 19.6% of the patients.

Table 7 shows the changes in serum CA19-9 levels, re-
vealing a decrease in 213 of the 335 patients (63.6%).
CA19-9 decreased by >75% in 19.4% of the total group.
According to additional analysis regarding the association
between CA19-9 and tumor response, the overall response
rate and disease control rate of patients whose CA19-9 had a
>75% decrease were 21.5% (14/65) and 81.5% (53/65),

respectively. The overall response rate and disease control
rate of those whose CA19-9 levels had >50 to <75% de-
crease were 12.5% (6/48) and 60.4% (29/48), respectively.

DISCUSSION

This study is the first large-scale observational study to elu-
cidate the safety profile of gemcitabine for Japanese PC
patients. The results of this study indicated that the safety
profiles of Japanese patients were consistent with the safety
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144 PMS of gemcitabine with 855 pancreatic cancer patients

profiles in previous reports of non-Japanese clinical studies
(1). Incidence of serious bone-marrow suppression was
<5% and gemcitabine appeared to be acceptable as a che-
motherapeutic agent. Previous studies of anti-cancer drugs
have indicated that drug-induced ILD is more commonly
observed in Japan (5). The incidence of ILD associated with
gemcitabine was 1.7% (36 patients in total out of 2110 en-
rollment) when investigated in non-small cell lung cancer
patients in a Japanese post-marketing study (6). In this
survey, ADRs occurred in 51.9% of the patients which was
lower than that observed in the Japanese Phase I study (2).
Because the study is post-marketing study as a non-

Table 6. Anti-tumor effects of gemcitabine for pancreatic cancer patients in,

post-marketing surveillance

Parameter Number of patients (%)

Analyzed patients 600 (100.0)
CR 6 (1.0)
PR 30 (5.0
MR 14 (2.3)
NC 274 (45.7)
PD 276 (46.0)
NE 251

ORR (CR + PR) 36 (6.0)
DCR (CR + PR + MR + NC) 324 (54.0)

CR, complete response; PR, partial response; MR, minor response; NC, no
change; PD, progressive disease; NE, not evaluable; ORR, overall response
rate; DCR, disease-control rate.
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interventional study, physical and laboratory examinations
could not be stipulated but were just executed in clinical
practice. And in this study, the data from laboratory exami-
nations were not indispensable reporting items. In addition,
the AEs in this large-scale study were evaluated by each
attending physician. Thus, most commonplace AEs were not
considered as significant to be recorded. The patients in clin-
ical practice are less often and less intensively examined
than ones in interventional clinical trials. That is why it
should be noted that the study has a limitation when com-
pared with other interventional clinical studies given differ-
ence in nature of studies.

According to additional analysis of the association
between tumor response and CA19-9, tumor shrinkage was
seen mainly in the patients whose CA19-9 level had
decreased by more than 50%. This shows that there were
more tumor controlled (CR, PR, MR or NC) patients whose
CA19-9 level was >75% decrease rather than <50 to
>75% decrease. Also, 21.3% of patients whose CA19-9
levels increased were observed to have tumor disease control
(CR, PR, MR or NC). We experienced one 63 years old
male patient whose CA19-9 level increased but showed
tumor shrinkage. His CA19-9 level decreased after the end
of his observational period. Therefore, we think that it is pre-
ferred to select the treatment option in reference to not only
tumor marker evaluation but also tumor shrinkage in radio-
graphic findings.

More than half of the patients successfully received gem-
citabine treatment over nine times. Hence, gemcitabine
appeared to be well tolerated by patients treated in daily clin-
ical practice in Japan. An improvement in cancer-related
symptoms after gemcitabine treatment was also observed. Its
safety profile and tolerability was demonstrated in this study.
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Figure 2. Disease-related symptom improvement in response to gemcitabine therapy. Total responders were 185/686 patients (27.0%): *4 weeks after the last

administration.
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Table 7. Change in serum CA19-9 levels in tumor response to gemcitabine
therapy

Change in serum Number of  ORR? (%) DCR® (%)

CA19-9 patients (%)

Evaluable patients 335 (100.0)

Decreased (total) 213 (63.6)  21/213(9.9)  121/213 (56.8)
>75% decreased 65 (19.4) 14/65 (21.5) 53/65 (81.5)
>50 to <75% decreased 48 (14.3) 6/48 (12.5) 29/48 (60.4)
>25to <50% decreased 53 (15.8) 1/53 (1.9) 25/53 (47.2)
0—-25% decreased 47 (14.0) 0/47 (0.0) 14/47 (29.8)

Increased (total) 122 (36.4) 1/122 (0.8) 26/122 (21.3)

%CR + PR)/(CR + PR + MR + NC + PD).
5(CR + PR + MR + NC)/CR + PR + MR + NC + PD).

In addition, its anti-tumor effects reinforce why gemcitabine
treatment is currently considered to be one of the standards
for advanced PC patients worldwide. In Japan, the effect of
gemcitabine is demonstrated by a summary of the national
PC registry in Japan, which indicated that the survival of PC
patients has increased significantly since 2001; the authors
of the study ascribe this improvement to the use of gemcita-
bine (7).

The 1-year survival rate of advanced PC patients treated
with gemcitabine monotherapy is 18% (1) and there are
many attempts to enhance the advanced pancreatic patient
outcome by gemcitabine.

Given its mode of action (8), gemcitabine with a fixed-
dosage rate, which may maximize the active intracellular
form of gemcitabine, was examined in a large phase III
study but failed to overcome standard regimen (9).
Furthermore, a number of large phase III studies revealed
gemcitabine monotherapy as the standard treatment for
advanced PC (10). Some combination regimens with or
without gemcitabine have shown promising survival benefits,
including gemcitibine with erlotinib (11) and folfirinox (12).
Considering vulnerability to toxic agents and poor PS of
advanced PC patients in general, gemcitabine monotherapy
remains a mainstay in clinical practice for treatment of
advanced PC because of its good balance between efficacy
and safety. With that in mind, a gemcitabine-based combin-
ation therapy, maintaining a good balance between efficacy
and safety, can be anticipated.

In conclusion, this study with over 800 patients revealed
that gemcitabine is well tolerated in Japanese PC patients.
The study suggests clinical effectiveness in DRSI of gemci-
tabine even though there were some limitations due to the

Jpn J Clin Oncol 2013,;43(2) 145

purpose and the framework of the study as a non-
interventional study.
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ElCbRUEHEL I A &2 HW S GEM Bl E &
GC DT » ¥ MLILEGABR (BT-22 3B A9 M
R, BIEZRBROBRREESERINLY, ThoD
wRPS, BOPETY, 201228, YATIF U
GEM & oftHIC & ) HERISESAE S, I
ARERRER 20 A AR E LCTHYWHR TV A,
2. EEBLEREOSEOER

CIEAERENE O 1 RIEETIES-1 TR T
BRI LAFHANSEONTEY, F/2GSHEE
LRRMHFIN T, £22C, SSI1ONESTE
HoMIL, SHROFNHEABTRITIZ2HBMT, S
1 & GS#ED T v ¥ A LEE THREED JCOG Bk &
LCERmE N (JCOGO805 3ER) o FDHEE, FEET
fHIEH O 1448413 GS Bk E 52.9%, S-1 8
400% & GS LA RIFCH Y, OSHdfEid 1255 H
& GCHEEE LI B A E o hTw a2, GS#ikid

GC BN, BRERFEIST TR, BEE, Bl
ZEHALRBEES PR EORME RSN, B
#, YBRABEHER N T 5 GSHE L GC LI &
2 MHRBSBEB I Tw5 (JCOGLLI3 RER), &
LIZGEM, S-1, Y A7 5F 0 3HIGEHE b ROEE
ELTRABNTEY, 1M ALVILE THRERD
H#H LN TWAED, &%, 3HIBHHOMN 2 iBREO
USRS h T bnEELLND,

=75, 1 IKIGHRETES b BHMkR SRR L BE L %
{BroTETWAY, TNFT2HREHRE LTHAME
HHERR SN EHNIFET LT vy, JHEFOME %
Wiz 4 =2 —h—0OBRFEIITbIATEBY, Zhic
OV T ENEORBEIHRE SN Tw S,
JRAERE T, THE TRIBAEBFRE BT 5 KHLEL
REKRBRIEITbLTB 5T, WMk ERe
HREELHR IR T D o7, FAETIZ GEM I
X BRI E O IBARRDT TIBFART L,
HRFELOWRETH L, T2 B CTHVADENSE
BTz S-1 LRALMEAD 1, 4 MAHRERAFHE X
hTwnb, i cid, EETHRY S EY2HWY)
B L ORRESED SN Twb, Thb0RER
20 BACIRERM B HBREOM LI E TN,

. BRERAABROANA > b

FRR B DR R 2 BT 211, FT20HBRD
HR R T A V2 MERTH T EDRKYTH 5, B
KRB H 7 iR BYE, BURGR O Z HIIZAT
b ad, £IMHRRE>S TH, THREEZORB
WHRL L, B 1 HRBIEEYBESC R TORIEN R
2PEDLLEDTHY, #EH20~30BIDOLHBITERS
N5, FIMRABIIRE LAHRHEICLY, —ED
FREICBI LAY REMEZHERNICALLDTH
D, FRTEERENFIRIZLOTELV, HEOH
AN A AT 2 X RERBRSS RO S 525, R
BRZIE T v ¥ A TARER & MR BR H D, H
MHBEHELIREL D, 2% 0, 705 A8 THRABIL
HLETIMHRBRTHY, EHLO0BRBEILVEE
B, BHEBEMICARLZIOTH Y, FHMARERICHL
FHW L DTH B, Lo T, EEHREIIRRN
LRGERBTH 2 E MAHRKIC L o THhRO OB RE
LDTH b,

B ARG EE, DS VIEESTZ RS
LI ELTTFHA vEND, FHLWHENEE R EOR
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FHE F L — D - EErh T EpEE R &
FEUIEE - AL B TR A AT v MRE
—PEEEE AR LTI A
W& 2T VT4 v 27—

B ORERY - i R’ -

OONY

\

ERERTARERY - At MIEY - BE #Y

SR FY i B - BEEREY Ay i - ME
Bk RAD SR OEFY - EE A mE pE) AR R

W P TEEEEEERICHT D AT MEEE covered metallic stent : CMS A3 X 1,
CMS ZE—@BIRELTWWAHERREZ . ULALESE, hTHEEREREICHTS CMS &
uncovered metellic stent : UMS DEFD S > 4 LMULLERBOKBRASRESN, ATV D
DOHTFHBICEEZERRDONLBVIEDPRENTWV S, —F, EFTEEOBREMEIL gem-
citabine (GEM), S-1 (TS-1), INOF=TLHEDEFICKYMEL, BHLAELED
I UMS OFLBAERRETH S tumor ingrowth IFEIHT R EMHTREE R DDH D, Eh
ICHEV UMS ORFIBIZER L, CSHEERDFITERRFLAFTEHRAIBOATILS. &5
[CUMS (& CMS EHBUTAT Y NBEICHED SHENRE, BBEHIERTHBEND
FMRZALTOVS. LD > CGETEREOMIESEERTHICEITE AT MNaE TIIEHE
MRS THZEEFD re-intervention H B 5% UMS % first stent & U THUVLHEFO AN
ATV MICMS ZAHWVWSEE, BFERERBICISLUTUMS & CMS 2R3 EHE

HETHb.

Key words : uncovered metallic stent, covered metallic stent, pancreatic cancer, obstruc-

tive jaundice, chemotherapy
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H T ERIEE R ZEDH 8 B2 15 0 5 EATEEE D IR
BITLFREOERICI Y MEL, ZRICHEVEER

Chemotherapy and Biliary Stenting in Patients with

Advanced Pancreatic Cancer Treated by Chemo-

therapy

Taro Hara et al

1) FEENALY Z—NRSER (T 260-8717 TEH
PR X F T 666-2)

2) B EEAR

3) TEXRFRFERESHIFERIEEARS

TV MEEOTERIIKESEL TS, Tabbik
HEOAEHIE LBRNBE, O, HEERELHE
EPOREIT) 12O DEENEELDD0H B, L
Toho THEITEEO AT v MBEEIZB W T, JHEXR
7 v MEE L ALEREOWE A b ORI & IR
FEETH L, ARTIIEE, BFEOBET LWEST
BERE B A HERRIE L JBE R T~ b (UMS) O
BREEIMELERET),

I. A7 MER: UMS D CMS 2 ?

T ERAEE KT A HE N L g — VI plastic
stent : PSIZ L XEIHF B @ & v self-expandable

825



metellic stent (SEMS) ##—®iRE &b, SEMS
WA Y PREMP V) 2 0% ECTHE SN2 CMS
EWMBENTWEWUMS ¥ ), 2004 4F Isayama 5
DOFT o Fo P T EERRERZE I 5 UMS & CMS &
IbEE U 72 randomized control study (28T, ZIEHR

FRICMSPAFEICEN TV 2L OWmEN RSN
72V, L2 LiESE, UMS & CMS DRI % bk L
72BE O RCT OFEETIE, WTFRIIBWTHBEE
MOBEZIFEINTOURWTY, & 512 CMS R
(migration) ®JREES 22 K OR S bIEFENTH Y,
BAE, AN, 27y NEEICE) S BRIAH
JE%R R ED, CMSICEMEIIREN TV RVWET
2 5%,

—77, UMS ®E7%HZERN T 5 tumor ingrowth
&, EEOFEEOM IV S hoobh Y,
BEEYHITIE UMS 27 > MO BEHHOERE A
HENTWED, F72 UMS IZHEECHEE % ET 5
Z WA vz CMS IC IR, BEAR EOE
EREAHER—RICOLVWEENE, DXl
TR T 227 ¥ MAERICBW CIAFHM O
A, APHESCHEROIINE & - BEI 2 G En
REBLIIATAFY MEREZITILEND B,

II. EITEERRREDES

JT4E, gemcitabine (GEM), S-1 (TS-1), =i o
F =7, FOLFIRINOX 7% & DO¥i7- % iBEEOE M

Mg S, ETEEOERERIEMEL TWwa, U

BRBEEITIE 2 005 & LR R Cla A fF
FAE 157 HEBZ 55 0bEHME SN, BHAEDIHE
AR DE LD 79124 L OEERBBRAITbI T,
12t v & — 2B 5 LI BREATIERE 328 Bl s
BB E R L7z GEM HAHI O MST 8% A GEM/S-1
OPEAEE MST 104 B, ZIE 48% & GEM HiK
EHAHED T BIFRBEIRENTWED s $72RT
HEFTHERE WS 5 S—1 + B E CIE RT3 41%,
MST 177 &, &HICBIFAEEARENRTWAY,
P Eo & 5 TG T 2 IREE O m L2 o,
UMS DBHZEERTH 5 tumor ingrowth B R 7% HlE
EREICEY, MRS ENTREE R DDH S,
LT, bbb oIz B8IT 5 ETEEICH T 25E
ERE L BE R T b (UMS) ORERELBE L%
21T

MST

Survival

s G-{4RT 37 5230 (17 Mo)
GEM/S1tH 106 2997 (10 Mo)
GEM 185 231H (8 Mo)
Rate
1 -
8 7 q
i
6 . L’la
-
5 y Ll
4 hom
2 1 o
e, S
o4 i v

O 250 500 750 1000 1250 1500 1750 2000 2250 days

1 FEEDPALY Y —ITB1T 5 IEBRET R
DWEFEH (N=328)

£ 1 BEOAR (n=109)

1bZE R aHRE T © S-1+ Radiation 13 %1
CDDP +Radiation 4 %I
GEM +Radiation 2
Radiation 4l 34

& 22
EHLFEE  S-1+GEM 32 1
GEM 42 11
GEM+ 7 vt 4 1
S-1 5%
5FU +CDDP 4 %1
&t 87 B

. HfESEEE UMS REFPRRORE (85
BITDRED)

1. MREHE

HHRIT 1998 25 2013 4 F TIZFEREPF ALY
7 —BLUOTERFEFHHEREICB VT UMS ¥
BTV, JUEEEEE L CLERED 5 Itk
K+ LR 2 AT o - FRUIBRAETTIRERR 100 B, “FI54E
i1 65.6 mE, F1E 66 51, Lotk 434l Stage IV a 41 6,
Vb68#le X7 MEEIZEFNRENEE (BALHE
MHBE) 21T, A% Y v r A7 Y MI&efl UMS %
Bl RHLAEAFT Y MEb—¥—#v b (laser
cut type) DAF ¥ M M4 BNHERL, A I AKA
7 > b (braided type) % 65 BIZHEHE Lizo BERIZXS
TAPIESREEONRE (K1) TR L. {LFERE
R 2261 (20%) HEAT L, 209 bR (13
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Survival Rate
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2 SEFOAEFHEBE X5 v MRFEEE (on=109)

B) DEFNHT LT S-1+ BEHREE 2 AT L7z F
7o B bERFII &I L TiThh, 93% (101/109
B DIEFNHT LT GEM & 5 Wi S-1 DM s iz

25V FMEAGEHMOERIIZAT Y VEEIOHET T
EL, A7V MHEREFLTWAEMIFITHED
& L Kaplan-Meier # % F W CREITRE L 72,

——  CR.PR: 4458 (40f)
e SD 12450 (38f)
—  PD  :2308 (314

CR.PR vs SD or PD
(Log-rank test ; P<0.0001)
AEEDF TR AERICHERBIER,

Patency (%)
2. R 100%
QLR DTN & 27 > | BN BE
SFEFI ORI el (MST) 12336 B (117 A) 8 A
(K 22)0 &HEBIDZF > b O b Je#ix 315 H
(10 B) Thotz (2b)s 67
QOBBEEYEND AT >~ - FITEEIE .
B 3T HEREN O X 7 >~ B 2R L.
A5V PRFHI R RfEIZ CR, PRE445 H (148% 2 4
A), SDE245H 1» H), PD#230H (762 H)
LEEEDHTIEE R BT OE SN S °7

(CR. PR vs SD or PD) (Log-rank test; P<0.0001),
QOBEHRIGEOFE L 27~ bFIFELRH
LICRGHREEOFEICL 2 27 v FREHE O

FERER LIz, REHIEERO AT ~ b BEEAR R

fiEI% 370 H, bk BmMBECc 268 HTH Y, (bFE

B2 BENAERE 1T o 12 R G B C I B R

PIERT HEMA D 5/ (Log-rank test; P=

0.0493) .

@RFEN O A7 > b BATEEE
S5CIRERIOR T v MMM OB RE R L2,

A7 v PBEAFMEFIfEX CRT# 370 H, GEM/S1

REOLZHEIBEARE392 B GEM/or S-1 7 & BB

246 HCTH Y, CRT B, ZHIPFAM CIXBEFBICHN

A7 MEFHHAERICERE L Tz, (Log-rank

test ; P=0.021)

OFHMIcEEY 5 2 2 AT Ost

0 250 500 750 1000 1250 1500 1750 2000 2250 (day)
3 BERIWEEL AT v MNEGFLHE

AR EL 52 ARTFORFOFER, BEE
AT Tl AR, SHIFRAERICEEEZ RO
N, ZEEBMTCREEENEOAVERELZRFT
otz (£2) (P=00002 HR 0228),

®A 7 v MEEBEIZH ) EHHE

A5 v VB ABHEE, REEZK 251 (1.8%),
BEOSMEL2H (18%) LIKETHY, HEISE
BE RITTEMEIRD R o7z, BEEHES LT
IR B (09%) MEHERIGERE CIELE B s 2
Bl (18%) LBHEIHEDIERETH -7
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— MEHEAE (+) 3708 (224)
— HhtiRAE (—) :268H (87fl)

—— CRTH# 3708 : 22f
- ZEIGAE (Gem+S-1HtA) : 392H : 39/l
—— HEF (GEM, S-1) 12460 : 483

(Log-rank test ; P=0.0493)
MEHSAER CERERRE I EE,

(Log-rank test ; P=0.021)
CRTE, ZEIHAE CREEBEIEE

Patency (%) Patency (%)
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4 WEHREEOFEL AT MEEIHE

100%

%
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5 WEIORT Y FRFEHE

® 2 RAFHRMCEEEZ SR 2HF (BER/SER)

REFMREFRE RAEETRE BHEE SEE

(days) (days) P-value  P-value
B 70 LA E/70 UL T 392 262 0.069 N.S
TR B - 392 315 N.S NS
HEITE stage Va/Vh 369 276 NS NS
A7 v MNEHE (Braided/Lasercut) 431 315 NS (0.14) NS
AR O R & 5/ 370 268 0.0493 NS
LRI PEHESE H/E 392 246 0.0021 N.S
HERRIE CR.PR/SD.PD 445 239 <0.0001 H%O(())gzgg

v. & 8

1. HEEEEOESLE AT MK

AR D & B ) RFFUZ BV T T RRE P E 72 1C
X35 A5 v MEEEE tumor ingrowth FEE OELE D
5 CMS SR SN, B—BIRE LTV AHRERE DSV,
L LIESEEOR I L 2 AFHBOER I
VW, CMSHZELI L CEBRINS X )2k ) BIERO
WEEEOERN R AT Y MABRBIRSLEL o
TWwbo F72CMS X UMS & g LT 51, Bl &6k
FEAE £, BAZERFO re-intervention 2SR EETH 5 7% &
FHEELBRENTVYS, L2 THIEER
ER R e LB REIER 15 5 A 7~ MARIC
BwTiREL, OA7 > MEFHH, @x7 Y MEE

IR &8, @BIZERD re-intervention @ 3 K%+
SIER L LECTEHNAT Y NABRBRKBEILTA S
EBEETH 5,

QA7 v FBFEHE  CMS vs UMS : RO Y5

v A

A5 v b EFEIEICE LTIk, CMS X UMS & ki
L CHEEMENE SN TES, mEFCRTIThI
== ODRCT DIERETIZTVTND UMS L H_EER
BAEMEOERIIRSRTw ARV, E3l2ohFE
TIEE S M7= CMS & UMS OBfEHIRIC B4 5 ¢
RTOBERBEOBREZ R L7 (20134 7 AHIE).
BIFHIICB VT CMS B BRI REN TV S5
T INFTIMBESINTNDE, —DIXAHEEN—
b5 DHETY, =0 PTCD V— b & W72 RCT
TH 5%, PTCD V— b EHW/Z2@ RCT i, W
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# 3 CMS VS UMS : Randomized Control Trial (Fully published data)

Reference JEBIE ATV b EEZE

Isayama GUT 112 Diamond (HfE) CMS>UMS
2004 Japan

Krokidis Cardiovasc Int Rad 60  Viabil/Wall (PTCD) CMS>UMS
2010 Greece

Krokidis Cardiovasc Int Rad 80  Viabil/Luminexx (PTCD) CMS>UMS
2011 Greece

Telford GIE 129  Wallstent CMS=UMS
2010 Canada

Kullman GIE 400  Nitinella CMS=UMS
2010 Sweden

Kjell Scandinavian JOG 68  Hanaro CMS=UMS
2013 Sweden

(2013 £ 7 BHAE)

FhdH CMS (Viabil) & UMS (Wall/Luminexx) T
BERSLBEOAT Y MNIMERENTEY, Mk
covered vs uncovered DR TIX R W EIZEE
RET D, FAT Y MNEEN— FOBE—RNE X
NTVAREEV - P EHVTWRWRETIEF VA
ELTOBICEMPIEI-NAARTH 5,

—7%, WMAT v MORGHMICERERLE I N
B SWHEENTVWAET™Y, Zh5i$<T 2010
AEDIREI RS S NSV — P2 S ORLT, Wi
NIZBWTH AT ¥ MAFIIBICAERZIIR ST
Ve FNENOERIEIZ CMS B & SN2t
252 BT L CHBEZE R LAS597 Bl L ERIE, Hi'E
V—b, BERBROMTONIERSELRAIICEHEL
7o%e, TYFYRAELTIECMS 8 UMS D A5~ b
HANRICAEZEIRDON W EH I NG, T/
1,000 LA LD RCT O — % % M L 7255 D meta
analysis DFERICBWCHEBOERTH Y, BEEE
WCBWTHREFEE AR E L CMS OB EIRR S
NTWiwd, EBE BEETIT S REOREE
NCCN #4 F54 22012, I—av 354 K54
2012 12 BWTHEBEAT ~ MCHET IR EN
TV AD CMS OHRIFTL SN TV AR WD,

2. {LEEEE AT NETFEAM

AR D X 912 GEM, S-17% EOBHIC & ) YR
EATFEOGEEGRIIM EL, BROEEYRIIAE
CEHFLTWA, 2011 12 ASCO THE SN2 KHR
7 RCT (GEST study) OE#EEEIE, GEM/S-1 Bf
FABEOMSTIZ 1017 BE BEHFRBEEIRENL T
B, 20 XD REEDREITERE OBBEEO M
5 UMS DHERRK D% { % 5% 5 tumor ingrowth &
AR GTIEEEERECLVIRITRE 2D 0D0HY, Z
IRV UMS 27~ M OBFIBI O EEN D Sh

TWwh, PUONOBEICBWTIIEEEDEL X T
YIRERRICHBERSERO N, BERSDEF
(CR, PR &) OBTFHIM 445 BICK L CHERDFTIX
PDE£230 H, SD# 245 H L EIBEHICBWTHEICH
FHEOEEIRD SNl FRENOKEIZBW
T H A ERE TR L VEEREL 1T - 124X BE AR
AL FE RS RIEERE CHFRRHOERFREIN TS
D, INLOFEM»S DPUEEEZEICE D UMS D in-
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CGH 3% (array-based comparative genomic hybridization) C&34°/ LAE—HKORERE
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DIT>TWBT LA CGHIRICK BT/ LAOE—HERICDXHEHRL, SEOREICOVTE

BRETD.
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Comprehensive Genomic Analysis of Unresectable

Pancreatic Cancer Using EUS-FNA Samples
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