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#8 HEHOWR (REERITTRER)
&k El R *ELIVFUE
{n=65) (n=29) {n=236)

) o mig A% BEXR| A A% RS AN 4N REE
WA T 300, BB % & 600 | 15 36 517 | 24 46 667
L 1 1 18 1 1 34 g 0 0.0
iz i 1 1.5 1 i 34 0 0 0.0
HMRE 21 29 323 5 7 17.2 16 22 444
LR 1 1 L5 0 0 0.0 1 1 2.8
L 5 5 7.7 2 2 69 3 3 8.3
TH 7 7 168 1 1 34 & & 18,7
B 2 2 3l 1 1 34 1 1 2.8
AL 1 1 15 0 0 0.0 1 1 2.8
Bl 4 4 6.2 2 2 6.9 2 2 56
B 2 2 3.1 0 0 0.0 2 2 5.6
i 6 & 9.2 1 1 34 5 5 13.9
R N 1 1 15 0 0 0.0 1 1 2.8
LBEER I UREBITER 10 11 154 2 2 8.9 8 G 22.2
B R AR 2 2 3.1 1 1 34 1 1 2.8
RS E S E 4 4 6.2 0 0 0.0 4 4 111
BRI 2 2 3.1 1 i 34 1 1 2.8
SEL 3 3 46 g g 0.0 3 3 8.3
KBS L URRRE 3 3 4.6 0 4 .0 3 3 83
BT 3 3 46 0 0 0.0 3 3 8.3
WEREE 7 7 10.8 3 5 17.2 2 2 5.6
SEEDH F 2 2 3.1 0 0 0.0 2 2 5.6
LA R 1 1 15 1 1 34 0 0 0.0
iy 4 4 6.2 4 4 138 Q 0 0.0
HumE 6 6 9.2 3 3 10.3 3 3 8.3
AR SR 1 1 1.5 4] 4] 0.0 1 1 2.8
AHRAE 5 5 7.7 3 3 103 2 2 5.6
MRIRES MELB X UREERE 2 2 3.1 2 2 6.8 0 4 0.0
TP AR 1 1 1.5 1 1 34 0 0 3.0
IEMRE TR 1 1 15 1 1 34 0 0 0.0
Bl E LU THERE 1 1 15 1 1 34 0 0 0.0
piis/ 1 1 15 1 1 34 0 0 0.0
BReE 9 22 138 4 15 138 5 7 13.8
FHELY  FTEJMNFIURT =7 EEN 2 2 3.1 1 1 34 1 1 2.3
VARG EVBET I IV A T2 5B 1 1 15 1 1 34 0 a 0.0

fiika =R o) MR ¥ 2 2 31 2 2 6.9 0 0 0.0 .

gy V7P v 1 1 15 1 1 34 0 0 00 ¢
ke IR RS - 5 1 1 15 Y] D 0.0 1 1 2.8
foerd ) o A 2 2 3.1 1 1 34 1 1 28
b RER I 2 2 3.1 2 2 8.9 0 0 0.0
ye X WP INPTF VAT TN 3 3 46 1 i 34 2 2 5.6
e Bk 4 1 i 15 1 1 34 0 4] 0.0
sk #on 1 1 15 1 1 34 0 0 0.0
FFERERTT 1 1 15 0 0 0.0 1 1 2.8
BERE S8 1 i 15 1 1 34 0 0 0.0
SRR EBE 1 1 15 1 1 34 a 0 0.0
M7 bl Uk ATy ¥ B 3 3 4.5 2 2 6.9 1 1 2.8

MedDRA = medical dictionary for regulatory activities, SOC =system organ class, PT=preferred term Y% %
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RIRAETHD, SOCOERESIISBEINLEE
BhShot, BWEEOEEEIRIZLASHFEES
IR TH Y, BSEOBER TV RAEL1H
CRBL2E (818 BREEE 1S OAT
Hoizs

BN EMIOBIPERIIE, BEF R SFEOBEE
SR 6.2% (480 4 EMIBEALALEE 3.1%
(28D 268TH Y, BEBRNARE C—EHICA
LEERERTSH -7

FITAE A A4 FEBENOBERERARIIBY
T, BV ABTERALORE P BIERIXEET
HY, FFaANBTERAEOEI o -BWERIR
TH, W, MERVEIERTHo,

2) ERLEEESR
FETHIIABENICEBEE N ENEEERE
(B (EMERE IR THENCABT]
B, BPAORE (REREA) LB H
YaRYETIFRD N, HFT-200 L ORE
BRI 2 L THha7
FOMOEBLHEEERIE, 6HHBTH 2,
NEREOESTEY, WER, ®THEE BE
IR, BEMR ROEY BEBEIHTHo
oo CNHOFEERDI) L, BWRELORRER
BEETERPo-BRIZ, 8%, MREER 1
Thh, WTRLENVLABOB—-BETCREL
7s

m # 5

Tx vy I VERERREEHIE, AYd S Fo—
F-variZBirABOEVERORBEL LTHH
LEEITH A, BHATE, BOEVEREOBRE
1001230 1w EFHwLERTWY
}:77}0

Lo Ladt, FIPCHROT = 0 F 2 VBRER
RBHATHOORLTWABRERE, ELe i
Txvyzov=150:1ThY, ERBABLBVT
ENe R EFEOHUMBRIEL N WITTEBEAR
BENTWBEYY,

SEBR AL, ENERBAE N FF TIPS
BEOKRREGEEEE L, PAREN 2y b —
NENTWBBEELWNRI, HLVWREN (v
ATy FoN=100:1) RESHTHESNS
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HFT-200 o4 h B2 HIEOR NI OWT, 91
BANBOKE VASEE(LEY TEFMEEEL L
THRET L2

FORER, EHEERED O HFT-290 883 8
(vh R BE) DA VASHEZELRED 5% EHK M
~3.4~4.6mmTHY, BWBEFRRMOEEBLY
THROBHEN 1I5Smm U T Tholzl dhb, &K
RETHEE L HFT-20 04 ¥4 4 FEEE»S
DOHBRBRIRYTHAZ EPRIESHS, T/,
HET-290 |AF B S BBBUR TH OV EE
#5 VAS B LEIE, 3.4mm EEHRTRALR
T, BEREOREBLIFTIRKR TH oM. F
B AFa— F—XEKIZ ELCABTOIHL
HRR2HnT 2HaAA LN, TORBRE
LMY RL, HFT-200 BRSIRER £ ¢ 1 B/
day RiETH -0

EATHE A4 FEBEEATE, A3 F V8L
NHENEABOFFAPLENERE VASHEEZ R LA
2, SN BINHBORE VASERLRE, &3 VAS
EOEE, AORILBLLBTLERTHY, =
A AR 4 F Lo FrEBRSARIYREENT
RHLTH HFT-200 OHBERBE IR Y THD &
%i 5 ﬂf:c
ARBOBEERIARIIG0% EHRO 7 ¥
VR RINEIRE L FERETH LY, BHELA
BI{eAE, EMBIUWNTHRSATVWE 72 v
¥ = VR B CRE B U BIVER & 132
Thot¥e T, ERBMERIE 4 4 PEMEE
T RECALNBERTCHY, FLAEIBET
LR EEDREEETh- 2. BEOBIEHEIZE L
CRBEIAC 2 (BNE WBRESEEL 14 aon
7od%, HFET-200 DEAHERBRR T £ ikt s i,
ERLBGHERIROBEORMMER 240A ThH»
Foo 727V TROEBEETEREREE LR
T A S 555, FRBR GBI OEEERE
AbWialrolk. ¥, BRBRINEHEAEE OBIE
HTHAEAENORERE, BEELIPEED
WHAES SR, SHEEAETH Y, BRI
BHEH TR AONEERCH o/ TRED
FEBCHETAERERLY, HFT-20E A ¥4 A4 R
BEEILYP OB 7T BT BWT, #él
CkEZBEE LV O EEZ LR,
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v ¥ &

SR EHRIC LD, BV ABA TS
= r:/m&xmw%%&ﬁwm B AT
Fie oy br- IR 5 %%%ﬁﬁﬁ,%b
WIS (BVER I 7 =100010 KE
ST S HET-200 D4 Y BRAJEROZRH
P Y R 2 HROENE VASEELREREL L
THREL, UTORRLHEL.

1) FAS kBT, Y10 BAMHROER VAS
TALED BB ERRMO LRBLUTRD
WAHEA Bmm LT Chokl &2 b, &
stERCEA LA HFT-200 04 ¥ 4 i
BAHLOHBBREL (VA Ty
=100 WEHTHALILHFPRIESN
?‘;0
RITF A4 FEBEHOBITCBYTHE
REERREECELR, BERELORY
BEREE L.

EABERIEY €A 4 FEBET—RICA
LBERTH Y, BEREMEE 2 5EFA

BB SN Do, HET-200 4 ¥4 o
FifEr o i BAL7TAHBRCBY
T, BEMIIKELZBERRVIOLERD
fLlce

YEXY, HFT-200 Ve ABHE 34+
o ¥ EBEKDYRREED L O Y ELRAL
RN ThD, MHBRIBOKEBL TV
D= VTELIEVHEREINT,

L

1)

2)

3)

43

7)

8)

pd 73
H#HARRIBEE (REXAFR  BADHAL LD
Big - WHO RS AKEHRE - B2, &KW
FR. 1996,
Kokubun H, Matoba M, Hoka S, et al. © Relationship
between serum fentanyl concentration apnd tran-
sdermal fentanyl dosage, and intra-individual varia-
hility in fentanyl concentration after application of
fentanyl patches in patients with cancer pain, E#
FEE 331 200-208, 2007,
SEEIOAR BBES: ToryoliyFOHE
TR, PABRHE & HERE, 14 0 47-53, 2003.
ANEEE, PHERE SEET, B YL F
BEPS T2y VEREADF L F—
F-a y DREBEFAEBHBRCBY 2RER
DR, Yekugaku Zasshi, 129 : 335-340, 2009.

 EBHE SRy 7RIS TERSr %]

K, BEYy—b, 46119122, 2010,
WIS, BARWEE NEE, M SAEEK
Wt a1l H1ERde Y2y ok n/BRIERE
R RIS o0 85 TR AR BRER — 3 B 1| B
D7 vy VERRNEEA S SOU DB AR
-, BEE{bEMEE, Inpress 2010

Donner B, Zenz M, Tryba M, et al. : Direct conver-
sion from oral morphine to transdermal fentanyl . a
multicenter study in patients with cancer pain.
Pain, 64 : 527-534, 1996.

E¥ERA vy a—74—h Fauaiy TeMT
2Ny F WETE2M, YrerTr-w, 33-42,
2010
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BAMEEREIEET BN E LI2ELE ¥ a F Y EFRD
AR & Atk
— 4 R ORI A —

HER ST OAH MAT REEZ0A™ BR EHT RHN &Y
ML et g jeeht

(Jpn J Cancer Chemother 37(5): 871-878, May, 2010)

Efficacy and Safety of Compound Oxycodone Injection for Cancer Pain Relief—a Multicenter Survey of Prescrip-
tions: Tetsusuke Yoshimoto ™', Atsuo Hisada*!, Kinomi Yomiya *?, Shiro Tomiyasu **, Toru Hasegawa*', Satoshi Murakami **
and Motohiro Matoba** (*!Palliative Care Team, Social Insurance Chukyo Hospital, **Dept. of Palliative Medicine, Saitama
Cancer Center, **Dept. of Anethesiology, Palliative Care Team, Nagasaki Municipal Hospital, **Dept. of Palliative Medicine,
National Cancer Center)

Summary

Oral oxycodone has been available since 2003 in Japan. Oxycodone consumption is increasing along with the decrease in
morphine consumption. Although this drug currently has a central role in cancer pain treatment, at this time pure oxycodone
injection has not yet been available in Japan. As an alternative, we can subcutaneously administer a compound oxycodone
injection (Pavinal™) containing a small amount of hydrocotarnine. Since few clinical reports on efficacy and safety of the
compound oxycodone injection have been published in Japan, we conducted a retrospective multicenter survey with struc-
tured sheets. Monthly survey data regarding the compound prescriptions for cancer pain control have been collected from 3
cancer hospitals. Finally, sixty adult patients were analyzed with the following results.

(1) The adverse effects caused by the prior opioids improved in more than half of the patients, and worsened in none.

(2) Dose escalation of the drug was achieved through subcutaneous administration (the mean was 1.6 times), and
resulted in “pain relief with tolerable adverse effects” in more than 80% of patients.

(3) Adverse effects occurred in 13% of patients, but more than 80% of the episodes were mild in severity. Conversely, we
found no adverse effects becoming sequelae, failure and/or fatal in severity.

(4) Subcutaneous administrations with the drug were available in long-term (mean 15. 4 days, maximum 53 days), in-
cluding home palliative care use (1.7%). No toxicities due to accumulation were observed.

(5) The conversion ratio from oral oxycodone to compound oxycodone injection was 0. 8240. 20, and the domestic and
international reports are basically consistent with our result. So we speculate that the compound can be regarded as a pure
oxycodone injection using subcutaneous administration.

While further studies are needed, our study indicated that compound oxycodone injection has efficacy and safety in cancer
pain treatment. Especially in switching opioids and/or their routes of administration to enhance the analgesic potency along
with reducing the adverse effect, we conclude that prescribing this drug can be a convenient alternative. Key words: Oxyco-
done, Cancer pain, Adverse effect (Received Jan 12, 2010/Accepted Feb. 19, 2010)
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BoOERTEEL, BEMRBRESAE ok, O FFIETRSICXZHERG (FH1.645) FTRETHY, SETETDR
H5 (AR EIFCRERRET] 2°80% 2B 2 EHIERTE T, @FAOBIERAIZ 13.3% CHREINLA, TO
Q0% LLLIIRECH ), Bl KA REAEEDLRYPok, @ BMETRS (F915.4 8, RA53H) PEEBAT
(1.7%) ATEETH ) ERBRRBB SN2 ok, OROFFT I FyPL0OYY B ILEIT0.8240.20 TH ) Epst
DEELIZZ—H LTV, Lo TETHREEAVIUE, BHAITHLIMERAF Y FViELARES LN,

KR HEELETHH, WHAF VI F VRS AKERRIC B TREP OFA LR T 5 & &1 HRMTED
LM TE B, BHICPBEE L, BEAABRT2ENT, T4 FORSBREER A A A FOVER T 55K

2iE, AFIZAEEO BV EBIREO—2THH LE X %o

i U ®Ic

2003 124 F ¥ a F U REA], 2004 FICF C L&
BEH RSN, ZOENEERIIRBRST HEOEN
b AEH L HBBICEELTYEY, ThoRO+FFY
a FBENCHS T AR A £ Y 3 FOEsHENE, BR
M CARAERBREICEERICER SR TWwEY25, BA
TRIAMATER IR TRV, LRELRABELLTH
0 ERP»OEHNELEEL LTEREINTVELEDE
Bk Fua s =350 (2mg/mL) SN HAF
YaFvEHE (SEF—VPEERFF YIRS
mg/mL &%, 177 Vv1ml) 2ETHSLTHVS
TLETER L, BHAF Y FVESHE, R¥RAE
FAFO7Y TS ABET 25 &RIIHBIIBNT,
YRAZEEIMIEL L FAOR—F—¥ 3 YZEET
X%, BHMEOHERE SRS FHEET 2, REOHEH
THHEERTWwAEEEbI A,

L2 LS+ F 23 F U ESHRO S AERIBREED
L REBBEIFLITHY, A VI E2—T+—
ARTHRBIEREE T — 7 DFEE LBV, TLHRAT
MR B OMEREL LTS, bhbhic X sHHEHRs
Yoh F—F4 9 N HREDFHLDATH B, Lo
TESHEbILbNFEF A F ¥ a FUrEFROFRNE - &
LM% SR CHRAT 57012, BRNOMATERR?A
GRS EE - KEL, H—RAE7+—<v PV
T RN 21T o 72

I.BE ®
MEAFYa FyESROKR TR BT 2AHES

S URENE, BEMEROMHERICNTIAEZEL
THL T 5,

I. HEskd KOXRIED

B FF T 3 FUESHEsRA S NHREFS W 2E
20 ik D B, © MEH EZEMr 7 CEBIICERL
T3, @ HEMMM#E b o /- EH & BHMIFE T 203
HEF—LE LTHBENOKRELSFZBEL TS,

@ By THEBOZ MR T RAEOEREH B, D35
ey 5 Mkt Be LAEB I ZEKELL, €L T
AENSEE, WHAF VI FVIEFRERRRT £
IERETRS LEAD S H, © BRAOH»AKRER
ErHMET AN, @ RITHIREAT2009E2 ARET,
DWFRBETHDICBRE L,

m A5 &

1. MEXHF, MEFEOHE, RIEEORR
MREHE B AL Y ¥ —BNERE, BIEARES
BREE, BBTEAE U, WERROERREE I
REZHFRAEEZHFETIHA L,
MEHEOBE: © FRREENV POARTI T 4T
AERAEREHAEO 7O FPa v ERAE R 2008 4 8 AfE
B, BE &Nz 5 lRORMENSMROEEE B L U

| R EERCEE, WEEOSMHE (200849 A X

D 2000462 H) %% QAMECAELLAENR
M OWERREEEISRELH VT, FABEREIC
ST AEAAF Y F U EH (0SS — VO EHE) L
ﬁ%ﬁ%tﬂ%&mbﬁﬁtﬂ%ﬁﬁ%ﬁmT&fﬂ
% @FMBROFATHHMIKREELE P BMTEE
L, ZOHEICRE ShizdXTOERESBHEN % AZE
CEFGREAFAZE), @ FEREFZINEINRAEROR
WA, BEWEHEA L. FRAEZICFRHER SN,
HUBROWEEEECHEbE, HREEEISDR
SEEHALTHBIE - BRE L7 BEEFBIEMOR
WEERTHLTHY, BIEHORMREIFNE LCH
EREHCEEMN L

HIEEERR: R EY - BAEFHE» SER SN
MEEWHRICHET 5 MERE (EEESG £30102)
@) Pt LTz T bbEEOSRERD—BEF
H¥ a0k BBEmETH), BE - - LHFELIRET
ERWFHA Y ChH b Lo THENRES X UTRHE
P ODORABOTEEIAEL L2, BAERRECHT
HIEEL LT, HEF— 5 BT RTHREICRE LRITH
THRIZBEREL 2. 2BMERRICBY 2 45HEHRD
ABICOVWTHRXRRCIVFTIZ L L
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2. AEHH
1) BEOVERETF
il 0~ BRETONTTY —), KE, 5, K

performance status (The Eastern Cooperative Oncolo-
gy Group (ECOG) 24 %) @ 8HH,
2) %788k A RORERRES LUZNCER
T5EMEREER

xR &, BERMERE BIT4 ¥4 FEREC
wET 2 EMEE S BE S h-gad, BlifeR%, BIEA
BREE, EHAF Y3 FVEFRANOYE 2 R OERER
B (%%, AL, B, HERENLHTT)—) DIH
Ho

3) A% 20 RVEHBRBRE TIRS QLA

BIGARE I TIX 5% (mg/WF), BiIHO 1 HIRGE
(mg/H), BEPEHH GAERRIRE L2 LRE
AW © 1 BES5 R (mg/H), #5RBI KT X
ToOR5HHE (B%) D 4FHHE.

4) EAAF YA RESHROLFICEZERFI b

O—JVikR

WD H cERM R RER e T
o) — FRBIFCREIEHAAET, RRIEFCRIEHZ
BT, WERBRCEMEHAET, HRARTEIERAZ
BAT) & H W TRATZRER T v b a— VIR Z F#

5) EAAFO RVEHEORHER

BRREERE 2 S CBEROFEL AL, AWM
BEsN-EFTIXUT O 6 HE 2L, BWER%A, %
B TcolME (B), Bh4 %3 FVEFHRO LT IR
(dhik, RE, HE REO4H7ITY-), BEE B
B, &R, BEO 3T ITY ), BWEHOER (B4
CEE, B, REE, BREEZRUACEE FHICK
AEEDS5 AT I ), BEHANOMERERED S
HEEHA T T

6) EAAFT O RVEHEOULSGR

ERE (BE5%T - Pik) FTORE BRRED
M, ERLEROTEL L FERE O 3EHB.

7) BEZERFOBEFINNR

BB L UFORETOER (B, T, &k
F7-BRIC X ARBABEO 3 AT T =)o

V. #& #
1. BInEsk & SREGIR

AR IR E 5 iRk ) b 3 iRk (BLAA .

Ty —hlfkE BERLFALY S —, HERET
k) L ORAEEENDHY, WHRARREVEERIIE

873

REEEERELFAEZE .

FERMBRT I CIREMNI ALY Y —hRIEE 6 6,
HSRBrR R 23 61, MERMAALY S — 314,
&t 60 BlOFEHRRRATESER SN, FHERTFR
FLAPHEE LAYy —FRFRTIHPAH
(2008 4E 6 A~2009 4 1 A), BMERLMALY T —D*
10 7 A1 (2008 465 A~2009 4 2 A), #&RBRA A
fehte AR (2008467 A~12 F: Xk (4) L EHEZL)
Tholzo BRELET— 7 B5EMEM (case series B
78) ThARAOMS (&F) £HTH 5 LI
REEH OB MR ERTEEFERET o7

2. AEEHSBONERERR

1) BFEOERAF (D

ERSAIT 60 BAS, 50 B X U 40 iR O HEHRES,
70 BLL EERESH 1/3 T o2 Lidiz, E-EHED
¥ 5 EE TP FIRBEES D 50.0%, HERLFALY
¥ —113.0%, EVHRALY Y —D0.0% & ERHNE
AR E hro T2 HKEIX 50 kg LT OMERIA45% & % <
ZEDTW, EBEZET S 4 HETHA) EHT
80% LI LA S, EDEIITBERILMED 0% THo
72 performance status i3 3 LT DIEF A 80% &< &
HEHTWiz,

2) 5EiT8EEA EF 1 ROREIRAES SUELICER

THREERLERR EL 2)

BH+*Ya Frok5Eo®RSRE (K1) T, &
FAEHA FoE GEFA —7) EHAF0%UEER
SHEED, TOHT0%IEDFFY 2 FYRE (&5
BRI L) M Thote BHFFT I FUEHHK
OMFHEEIE, FATAEA 4 FOMRTTS £ 721 3BIfE
BHRESBERTH Y, BRIOFRSEEECE YR INL
BEFD 40% EEhol, BITFHELL FICEBET HE
Ve (32) ZEALSREIER (B.O - WEnE, B8 259
0% % 5HTEY, ThoidEFAFYa FEFRR
GETHRS~OY B LT, FHULOEFTHELE
IEBIIEBRE S o7,

3) #AEAF20 RV EHERRR TREOLAIRI

(& 1)

AR T 5-#E R 1.2+1.3 (0.1~8.0) mg/KT
HOEICL ) REEERALR, FRLTOBHER
EhEBRsN, BEBIIRGECHERTETRS S
A PL—vavigE (M1a, b) ShTHYH, HEICH
FDELTIO (PREICTp<0.001), &5HH (K
1c) OFEHHEHT 15 AZMEL, JRASIHORMHET
BETRAFBE S Tw, L THRGHREOES
FFTaFY 1 HEGAR, OHEE SN B,
ThbbAFYa P EFEAE (mg):EOTF3
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£ 1 EREFLETHEAEA L FORERE (n=60)

HH AFT) — n (% patients) HE AT — n (% patients)
R B 37 (61.7%) B - TE 3 (5.0%)
E 23 (38.3%) REX - Wi 16 (26.7%)
40%;& 5 ‘(8.3%) L%ﬁ(ﬁ'fk% 7 (11.7%)
50 Bt 16 (26.7%) TEBHLE 7 (11.7%)
Fil 60 A 24 (40.0%)  EREA gig; % 173(%:'323
70 i&AR, 9 (15.0%) S5 e . )
80 LI E 6 (10.0%) i‘ﬁiiﬁ") e > g%’/z;
TN B 10.0%) BM - RAHR 0 (0.0%)
40kg & 21 (35.0%) - -
50 kg'éi' 20 (33‘3%) ﬂjﬂﬁ ﬁ*ﬁt&‘—i 59 (98.3%)
*E 60 kg & 4 (6.7%)  BEFE MBS OH 1 (1.7%)
0kg & 2 (3.3%) . . 2L 5 (8.3%)
80 kg MLk 0 (0.0%) CHAEAAE »Y 55 (91.7%)
T 7ALT%) g xvaky SORSHEE 24 (40.0%)
B - Aok ABE 60 (100.0%)  VEHFED P ROYE 23 (38.3%)
Hik 0 (0.0%)  EXMGEH Bl A B8 10 (16.7%)
o #L 10 (16.6%) (n=60) FDit 3 (5.0%)
»HY 50 (83.4%) F¥TaFRBEE 37 (67.3%)
0 0((0.0%; e 7 TR 10.0%)
1 7ULT%)  eF4 R o
Perforinance 2 11 (18.3%)  (n=55) ®» Z;;:&;ggﬁi 62(1(2.2‘()%{:;
status i ;9 EBI'SZ,G; W E Wk R AH] 2 (3.6%)
1 (35.0% .
FH 2 (3.3%) 74 VREH 2 (3.6%)

*: Eastern Cooperative Oncology Group (ECOG) 2k 5
YRR =V S VRERICEOREPEBOLAF 2 —ETHEE LT (6 HEMEE)
LBEMWOSH, TREET, Jxryo o7y Svsy MAEER, Fhen 16

R 2 BITEBEACAHL FICXARMEAEESF A F V2 FYEFET Y BA0FIC L ) BRI N ERER (=25 »v
IWNZEWERESEICBIT 5% BEH)

FRERRS SN TV BITEBFEL (4 F°

(GBIt BE5E) @JU%L?&@%&&E%
F¥yavry 7%=V Y YEE EMEER EVRFR
RIfER BA EEHE aF4 v EHHE AH et RIVER
(n=37) (n=6) (n=2) (n=2) (n=2) W% E B Rk IR0
32.9+£25.2 0.86+0.83 60,100 180,19.2 10,10 &5t
mg/H mg/H mg/H  mg/H  mg/H
TAER 1 (4.0) 1 (4.0 1 (4.0)
IAd7u— 1 (4.0) 1 (4.0) 1 (4.0)
XA
V=5 1229.% 1 (4.0) 1 (4.0) 1 (4.0)
&ET
iR - BRK 1 (4.0) 2 (8.0) 1 (4.00 1 (4.0) 2 (8.0) 3 (12.0) 5 (20.0)
TE% 8 (32.0) 1(4.0) 1 (4.0 2 (8.0) 6 (24.0) 2 (8.0) 10 (40.0)
EioooEH 7 (28.0) 7 (28.0) 7 (28.0)
&3t 17 (68.0) 2 (8.0) 1(40) 3(12.0) 2 (8.0) 13 (52.0) 10 (40.0) 0 (0.0) 2 (8.0) 25 (100.0) _

“EET7 =YY= VB (n=6, 1.2+0.78 mg/H) TREERBREIILT
N"ERBBIUVIERBICL 225REBTRE, BERLVETO-D

—92 —




$37% %5% 2010454

a 207
18- AR ER
16 29.5+30.4(3. 2~153. 6)mg/ 2
n
= 124
14 104
a.
"
&
2-
l_l =
0 omg 10~ 20~ 30~ 50~ 75~ 100~ 150 (m&/ED

875

B’5BH#
12 15.5+14.2(1~53) A ¢

& 20 30 50 75 100 150 Mk
b o
0. BAELFEE5E
184 46.2+37.0(2. 4~153.6)mg/ B 21
16 ] 0 G)
1] 26 2~ 5~ B~ 15~ 22~ 30~ 45
ES 8 15 22 30 45 Bk
5 121
= 0]
8 - FEREOBREE—2LEDYFRIAY Y kL
61 {} v(} t BB AOE THILIE &4 34 EBE5ARTAND S
44 #BYLTFAS L
o H H m (mg/R)
0 10mg 10~ 20~ 30~ 50~ 75~ 100~ 150
$% 20 30 50 75 100 150 Bk
1 BHFF2a FriEtioEiE TRSEB L URSEH (0=59)
a WG OB A ¥ ¥ 0 F USSR
b B 7 H R % S 3 T TR S
MBI SR TICEL KRS A
*3 EHAFYIFVEFECLAREREDOARY VY= B, 11ZEY—F)
E WHAF Ay  mEE gEsar
fERE  RRE pwommme T R o shmmies)
. N . , TS VY
L - MR 2HE HZ5ELELT R (235 HY i f il
LT 3HE REELFESYT BE SeEE »HH sunxidry
EAE SHE REEZEEET BE 2 BR »HH UARYFY
R SHE —Hhil, EE 0 OBE Bk &L —
FAE 4HH B B L2305 HH Ny F—n
HAET 4HE —BE, HE (2354 (2373 L —
fER 7THH —Rek, HES  EE 237 Hh  EETHMEE
R4 SHEH HR5EEEET BRE =£RE 2L —

. - ' nes)—n
EAE 12HH W g e sy T TT
IFsu—xXA*Y 13HEH ®RSEZEELT BE B L —
SN 16 HE —Fik, BH BE s£EE HH FuFvr

UE 2NENE CEFATORIERA X b

Sopps - F ) FHRESKE Ty Yo MCHE—F—Ya Yy

FrHE (mg) (BROEHMOAEFARICHEY) 130.82
+0.20 (n=38 DEEFH DR IV 7EHKRE THRITE
5B TNEINZBRIN) Tholz. ZOMETEIZT
PEIZL RIS X B4 —N— F— A% B ER
10.19, 0.17), BLXU7 ¥ —F—X§% £z
1.54) 1#ickBdoLifEEE NIz,

4) \EAF Y ARVEHBROLAICKSERI b
O—JURRDEL
MG E 23t ©F 4 P o0 ) BRI X BHR
i, (%R BIFCRIMERZAT] 4350 61 (83.3%) &
BLE L, [RREVRWEARAET] 246 6.7%), [R
IFREDBERRERT] 36 (5.0%), [FRAFRTE
EHRAERTI L (1.7%), PoB#RPEHRBICLY
FEesn 7 ) —HENTRBREAD 26 (3.3%) T
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876 WAL ROA
F 4 BEHFAFTIFEFRIC X B PAEBIGEOLTER (n=60)

. n MARTHOFEFA K
RyERgED B (% patients) BMM (B) n (% patients)
HABLU . 15.5+16.1 _

2 A BISHTE e A
o e RE'
fltt €4 Fa 14 (23.3%) 15.6%+11.6 | 7 (11.7%)
%z (2~36) EV kR AH
(opioid rotation) 1 (1.7%)
BTyt
6 (10.0%)
T A4 FikE ' FEary
R Y % 5B.3%) ot S
(route switch) 5 (8.3%)
EROYEIZL D 23.5 .
BERT 2 b0 (20,27)
TEERHHET BHEAFSaFViE
BB 1 4.7%) 49 1 (1.7%)
-2 BERE TRSOBRE (1 mL/BE) 12 X 2808 H1h1EeE 4 6 (6.7%),
BESE L - PR R SRR O3 2 51(6.6%), EHEENr 7~817 1 51(3.3%)
X5 BMIEEESBMT 7TART5H (8.3%), IRR - €AEOHELH
(3.3%)
Hotz, TD51.7%, EVAAL Y7 —42.9%IZ5F L, HENFA

5) BAF O RVESHEORER (%3)
AHNZ & B L BRI HRREREEIRE SN L
ol BWER L LCREBIH 72012 8% (13.3%)
IITEY—FThY, HERELEBREIALV)-X
i L7 2TV — PRS2 5 16 HEAICREL,
LYY —F (72.7%) IBEET, R TIRRBELZRL
ZEE ARCEERTDO 2T T —IdBESIE
Mol BHAFTaFrOREFIETIE, FIEA 4T
¥V —FabhA3 ¥y —Fid—Kdike UTHR
T&, BEEHO1H (9.0%) OARMT = ¥ ¥ ZVEN
DUH—F—=YaryRELTW, 2BREF2EY —
F, WEEMIEL, FESIEY - FThol, R
X9 ¥V —F (81.9%) MEEEET IZEROH T
T)—Tholedt, 8TEV—F (72.7%) THRELZE
L, BEQC2IEY—F C#) BUTDL) ThHholH
@D 60 &R, MidsA CHBEZUSNOHERE X 2o
TeAHHEREEE 2 D IEETROBEL RS L THE. #
FAFxva R vESREBERTEARROOER
Zx vy VBHl~Ng—F—3 g Y CIEREE @830
B, BYTRT 4 BRNCREARHO —BHEFREIH 5
HHL, PIELTHERFox Y V5 TlWE LRI,
BHAZF VAPV EHELZRETHI LR CHBATET
Wiz,

6) BAFFIOARVEHEOLFER (F4)
MFHRTRIPABLUFABEERBIETH 63% L. L
EBRETHolo 72 LKRT L OFRCTERITHMHEE

Yy —T3.9%LEERD, AFTaFrUSOM
TEF AL FOu—F—3a VIRFEs#H /45y, ENV
ERET 2V oIVIEITERTOTHo

7) REFEERRORERR

FTHIE 48 Bl (80.0%), Abeakit3# (5.0%), &
B (ZefFBRe % - 38mbRIc & 2B 8AEE) 941 (15.0%)
THo7

V. % ¥

AWEIIFEPRAEICL Y, PAKEEBRIBITLH
FAF¥yaFrEHEOEWE L Retr Sl THL
M LEMOTOMETHY, ZhidbhbhORfEC
BOWTUTO L) 2ERISBONIZLICE %, Thb
b, @ BATAHEF AL FEUERPERFANOY Y B 2 %178
AHIERI T E LEBIZBR S Wb o7z, @ FHIE
BETREICIAWEABITE TS Y, EEHEHE S
RAFCRWERAZT] 4°80% %8 2 HIEGITEBR T &
Twiz, @AFEERD ) b#H 0% HEETH ) HE
BERRSHBCHISTIRRTH Y, H&E KEE 7
THlZBORDPo . @ REIETHS (F3 15 HEE,
BA53 H, BE~OBITEL) PTRETH Y, BIMEHSRE
e 16 HUATH Y, RHARMZSICLERE
URBRBEEN Lol DAETHb,

AW EHE R 2 R BRZR TV B 720, EAER
ERAITFFEF L FEMERE 70 74 VMICK D EF LA F V2
FUEstEOMBEELHLBBEHREETE S, T4
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b, FA4 —TEINOHE S HREVFERYTITA EF
4 FORWER LSRRG E, T dROEMEROR
BEED2o0%FHME LTV, BIfFARES 3E
WAL BN R Som g  BIVER & LT, O @R,
PS ASEVER], 2 WERBAKRER EICLHEAE B
B4 Y R7ER, BXO@ EHTHOWELEREBE
T (EL - B, @8 2XdbiFohsd. Thid, 90%L
EEEDFITHEF 4 FREENIC BT 2EIERAZ
<O, HLER B -, ER), PRAEREIER
(IR, L NVET) S hol, ALY AR
SR THE 2 A2 FHEEMERS BOESR DR
WD hd ok, D2HRNLEMTLENG,

BEMEHS A F 79 F Y OFERBEYHIER LIS
CWIEBEREDAMAR L LT, ETREFOFRE
EThb, 2% VETHRGICK - CTHEFBAHZ A
TE L ORBEDOELEERD LHLLENL LTS —
EEBRAIC X LR, PREMEREERTL b IR
WL, Tk BBk RBIREYE LB U CAIEA %
B X TEEYDH 5. A TRETOBESNIE
WFRRE GO - BERRBIADELMERH I A ML —
YavbEIEAEE L BEERICAHCh oL BN
bo TN L FTHREMAORSET, BIERHH
MEFEZoFEaY P E—VARERE (bW 5 Pseu-
do-Ceiling 312&) EFICB VT, YV BLTRIFZRME
RERTELLHENTES, T, BB OBTIED
BRSO ABRICRHEDER LI T 5 L TEBT
BLELOTVEEEATOH S, Z L TRIRSDERL
Faaynv=rik biubiud i THR5 6% H R
TIREREE L TR ERTE L LML T 5B,
AR CIE, HWERA Yo P HENRGHE (RHEER
10 mg Kif) L VEBPENRE LKL T, M1.66
HE (BHMEIE 30~50mg/H) AERTE, BRIEKREG D
W THholo ThiE, QEWERARETHES S FET
¥ ¥ — F— XIREED S DTG TH o 72, @ LITHG
RELI-REBIC X A2RBOEMER, Owihdy, T
ERHoREFEEE SR, #HEF Y3 F s
B L ETHREOFEATHEE QOL Y ELEER
TWwa,

Eocbhbhid, £lHFTOELAF Y3 F ks
WOBMERA RV YY) —X (£&60 13.3%) ZVERT
HIENRTET, ThiZbNUbhOMKEERZ ) =HL -
=4y VRETORMERARSE (7.2%) BT
&, A2 16 H AN THILERR & PEMRERATKER S
THLHILIERALTHo A, FIEBEFIET L FO—
T—va YBHERIT 1 HIDOR (1.7%), & 26 (3.4%)
& B RRAT T B R IEBIA S B o 720 C ORI, OTH

877

LR R RMERICEWERAS TR TV 0 R OB
BEHAFPERRETHOMER L VS, @ BiEEE
13% DHEEZD AL Y 7 — ICIHHMEC HHRE~D
F—3 v Ty TR L ) ER TSR TR
PHRE LTS, D2EMENSNE, Ko TRAT 7
RO VHIR L VOB AERERBRTOBEAF ¥ 0

FYETHREAETE, SHEHIDPRPEEEOT AN
YRV - XABEENLTRECEECRT 6%
W,

FREREO I D BB VB ¥ 7 2 F ViEGEAO
BO4+Fa FVEFPS0MY B EFE (BORMD
e BAEAFIAER) 120V T, ABFZETIITFHE0.82 7F
BohTwd, ZHREKRTOFHE0.6~0.85" Lid
Z—B LTz 7272 LEIPIHRE O K 0.68~0.73%
EDRRBEVD, IR 0% TEEMHRA TG LW
FFERRRE, WARMPREESELATF VI
ESHCER LRSI O WEREL T 25O RS
D Do

W EEIROEFHIBWTIE, 63.3% TSA B L UBEE
B E TR S AT E THB ) R oFHESRRE
1235, bhbhOBEEs V=AN -+ —F4 v ' #
LD TERD 46.4% £ W #H20%% <, #OFF¥ 2
FUieBER L EAREBR V=V F—
FA4yFD36.1%ICHLT8.3% &k ol, Zh
i, QB EEAAL YT — ORI 7RIS X B BN
TR FLARGICE Y, @ HLEREAESEEL 2
Mo HEAOEEIE S, BLENSNDG, RBEER
BRI T IREABAT L CRER G SHIER 2 ) =AWV -
F—74 v M EEbETE46 (3.2% patients) EiF
h, 5% 5EFREORIITRDLNS,

4, BHAF Y3 FUEFEORRD, MHTRTR
RE, FILLTAHEAX L Fu—5F— 3 Y2 ELIER
ERCHLMI R o7 Thbh, ORBLEREIK
THREOBRREEZ AHE (W200mg/H), @ EEMF
REEECAHF T a Fy TOEEANELVEEILX wih
LIE@E N ABH~OT—F—T a v, FIEBE
THRE52ET 5, QRBRESIEH 2 bOOEERM T
7L EER IS U THEBE L ¢ A BH R THREPEE
Ty ¥ VHEEIANOU—F—V a VOUENRDH D,
@ KGRI AN - A—F4 v PYERLERAF
v a ¥ EEHE THREICHE 2 S h wiHbERRIK
TREARKBOEFFBESh, REX 72520V
BH~OU—F—YareETHIE, RECTHEE
FhiER bk,

BOAF ¥ 3 F U BAICREZ B BEVIREREIC
ol BAI1IE, EEBEL AEH GESH, B#H) 2
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gz vy = VEE (BRI, EHAD) A EFL N
u—5—Yarihah, #HEFFTIFVEFRE R
BAF VI P ESHHORBELTEHhDOERZEED
B, EHEEORRE T, RIEREEZKRRE
TIMENBRKCERALER ETHELFS FDI YT T >
AHPMET LT B HAICIIREARBLRERELD Y A
BT OhRVERbRS, F72, HAERETRE
HEETHHHED A F 3 F/EHFH»EN & FBH X

WEHTHLZ L RENRBRTRENLY, —F, &F
OBIRE T F ¥ 3 F 8% o A 4FF F A
V% EFENTEDH-T, BBEEY X7 EZB/PRIZT
8%, ZLTHEME N/ ERe Foa s v= > DfEH
BIUOWREIC X 29 EAOTRNEY ORBO#RE
bd A, BERMCHGE TRSHEA (8 1mL/K) I
TCRERTELWEEZ LT #EAFF VAN VE
SHEZMEHE L TwAEBIVRENT,

AW IIAEE I & 2 B0 5 D% A [ & HHRIN
EEFEVIRRALED B, EVEAMEDS fsk AR
i, VAR BEICY BN 75— AR BRE I
LCEERZBEHRELCREBETE TSR LEEZ L, TOH
HeLTidk, OHERE, HENENy 7EMNF L
AigEAR, AEHEOERO=ZO, LREMR 2R
£, @B EARLFTAE S E L W LFTEM BT,
® case series Tid 7z { B <O Hi ik A FAE B 2 7
E, DIHEPOTHbD, kBEHIT LD FMLLTHR
2L HREE EAREHEPT, BRABREZIT)
HEDHFRBLELBbNS,

BAtSEEL
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{Upn ] Cancer Chemother 37(9): 1747-1752, September, 2016}

A Phase II Clinical Study of Once-A-Day Fentanyl Citrate Patch in Patients with Cancer Pain—3witching from
Once-Every-Three-Days Fentanyl Patch to Once-A-Day Fentanyl Citrate Patch: Toyo Miyazaki™, Akiyoshi Namiki*?,
Setsuro Ogawa **, Toshimitsu Kitajima*, Yutaka Masuda*®, Yasuhide iwao*®, Eiji Uchida®’, Masako Iseki**. Motohiro
Matoba** and Takahiro Hashizume**® (*'The Tokyo Clinic, **Otaru City Hospital Bureau, **Dept. of Anesthesiology, Nihon
University School of Medicine, ™ Dept. of Anesthesiology, Dokkyo Medical University School of Medicine, *$Dept. of Research
and Development for Innovative Medical Needs, Showa University School of Pharmacy, **Dept. of Anesthesiology, Kyorin
University School of Medicine, *" Second Dept. of Pharmacology, Showa University School of Medicine, **Dept. of Anesthesi-
ology and Pain Medicine, Juntendo University School of Medicine, ** Dept, of Palliative Medicine and Psyco-Oncology, Nation-
al Cancer Center Hospital, ***Dept. of Surgery, Akita City Hospital)
Summary

We examined the efficacy and safety of a new transdermal fentanyl citrate patch  (HFT-290), which was applied once daily
in patients with cancer pain who were receiving a stable dose of once-every-three-day application transdermal fentanyl patch
[TDF (72 hn)]. After TDF (72 hr) was applied for three days at the same dose used before starting the study, treatment was
wmmdeWQ%(mmmwwfm9®w?Mmmee%dwmm®ww%a&ﬂmmmMMQMm%mpmmﬁ
assessment of pain on a 100-mm visual analog scale (VAS). Seventy-eight patients were enrolled. The efficacy rate (95%
confidence interval) of the analgesic effect at the time of final removal of HFT-290 (the primary efficacy end-point) was high
at 83.9% (71.7-92.4%; 47/56 patients). Furthermore, based on the shift of the VAS, good pain control was achieved after
switching. All adverse drug reactions were either mild or moderate, and the main reactions were those commonly observed
with opioid analgesics. No respiratory depression was observed, HFT-290 demonstrated good tolerability after switching from
TDF (72hr) and provided stable pain control. Key words: HFT-290, Fentany! citrate, Cancer pain (Received May 27, 2010/
Accepted Jun, 16, 2010)

BE HHIhTys3 R 1IEENO 7 » v & = L ERIASA (72-hour application transdermal fentanyl patch:
TDF (72hr)) & BHPOFAEBEEELNEE, HLLMRSALIHIABRO 722 =42 v ERYERE R RIR Y B
#HFT-200 1280 ) BARIBOERES L FRSM R VAR L. REBEBGH:E—NED TDFR{72hr} % 3 B HETE,
HET-200 1 H 11 9 HMBMICW Y B 2o 100 mm visual analog scale (VAS) % Hivs 72 BB O & B EHE (9% VAS) &
DAY S BRI L 722 BRLABER BHATH o BHMOTERMEE T2 HET-200 A B O BT
BROFLE (BBEBMEM) i, 83.9 71.7~92.4) % (47/56B1) & RIFThot. T/, M VAS ORB L v, WH
BRARDBIF2ME Y P U— VB L . BEAIR T RCBEE LS ch Y, TREERRF ¥ iq FEUBRT
~BICAONBERTH o oo WRIMIOK EFRITH SN a b o 220 HPT-200 i TDF (72hr) 4508 ) #3 k¢
REFEEFRERL, BELAKESHEITRTHLEEE LRI,

Y EEI =2 " PHAREBEEN - RERSE

NSRS R EE T OBRIAREAER - TR
¥ HARRPREE - BRER " OERERPESE RN - R{ V2 ny
" OWIBER S - BRERE ¥ OBRIATEEANE AL v P — gk - AR B
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O I AKERRARBE - AR
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7 x ¥ H SOV RN, BITEL E ADRE
ELTHEBRLZEBHTHA LEPLEYES, EDOIHI
1EERO7 x> = A RIEERENS, BECLo
TR HE 1~-3 BREAT TR 7 = v ¥ 2 VIREAE
T L., SRR 3 MRS RIS h
TwdY,

HET-290 (% 7 = v P R F—7) i, 1 B0
Ty Fobsr EBIELLTL 2.4 68X 08mg
PEATAHEA (FhFRS 10, 20, 30 BX 40 em?)
SEMEZAET 28O TH 1 H 1 B OFAERGERA
Thb. HFT-20012 1 B 1 Bl CHHZLd0, It
PREOET L 2B RABONRESEL, 24
ML iEAOFMEBEEOF BEIEL, Bz
DTHRELL BT A [ FEBERED
EARH (by the clock) 2F DTl vo2BERELO
ANy v EETHEELLND,

T, HHENLTVWAS IHC 1 EHMHO 7Y% =
R R WA B B3 (72-hour application transdermal
fentanyl patch: TDF (72hr)) 2B OBAKBER
RIS, HET-200 290 0 B A -ROFHE, ®48%%
Lo TS Uiz FRBRICMER L7 HFT-200 A
FHREHRAST L ORBEIN,

AL, 3B HEEROS MESLMBIEE LT 200348 11
H~2004 £ 9 B TSN, 48, AR [EE
ROBERBOEROXEIHTI2EE (GCP], 20
foBEEN T T L, SEERMOBREERESGD
BB BB ERL. T2 ARBA~OBIIOW
T, BEAAOBHREBRCIZFELXHFICL VL.

I, MBEKXUHE

. &

RAEREHETH 20 RU LOBEC, RBBBNO6
HEo TDF (72hr) OBEEN2.5 5.0, 75F 7210
mg/3 HCT—ETHY, BBRTITARTELEES
W& L, bl WTOBRMERIIENSTABEEY
BN LI, O F g A B EUTRERED
REMPUT Y5 (R 35T UT, 40CHLE, AST,
ALT BB EROSELBAS, OH7 V7 Fo
BEFROIELEAS), OB ERER, 8
Bhohhd, BRI BRERESDHS, DWME
WREREESH L, O RRETER S5, © BicH
BeysEr Ry, EENEOTE, BREE - BB O
REED S L, —DU EORR - BB 5, O Wik
FORE, ® RBBEH 13 HMICUToRROERY

Wtk

5 (FEBFEIUEE REERE 7xvyony
I BB ERIERA ORS, ARFNCHELRIZTE
w5, BEsEE B vuysnl), @/ -E7% %
VFo%nih, @58 B, BILE SEELTwLY
B2 H 5, @ HFT-200 BEF BHEART 16 AR a0 R
EEEH LTS, @ 2ol #HURSFES B L
e

2. ®EHE

1) ®REAFVa—i

HREAPG L B —HE® TDF (72hr) % 3 MR
%, HFT-200 1 B 1H 9 HEBHICH BRI . W
DEAMEE, TDF (72hr):2.5, 5.0, 7.5, 10.0mg
1B/3 B 5 REFNHFT-200:2, 4, 6, 8mg I B/H
YO BAZZE L L. BRREE BUTDF (72
hr) @ 3 BRI Y B0, A BRI L
L, BHRLUTH-EMIIETLEnwI e L, &3,
BEZARTCEE L, WERMGI, HMBER LT
VAHSURE, SRR, REES I USHEDNR (B
NEHE D, O CEDREREEL) KowTid, AEM
BEEESTIMR T 2T E Lz,

2) BBRE, HERE, LA¥1—PF-X

BOBIW2UBEOVAS 2~ F—-AH 3@ EE
ZRHEHNESRBEDERN TS CHER e LB L U8
&, MU BACI~2ng FoHB L. FEER0%R
BCLORET 558101, BIBARBK lmg oW
‘L7 Img THRESLEE 2o 2BEKE, HBRE
fub L, MEBRCHETIHACE REWMORE
BTLFECImgTOHEELL. VAFa— F—XZ
i, BYEOEN CREEREL E R EH L

3. BEOR

$E55 @ 100 mm visual analogue scale (K3 VAS, 0
mm=% o {FAREV~100mm=2 LD A2
BEZORZW, TR EAIEBTELEROEA)
EEWT, GH, BHEEEN 24 BE2RY Ko RO
ERHEFOPHYRBAOBE R BEIFHL e -

HFT-200 40 h 8 A § @ TDF (72 hr) Bif 3 HEO&
WVASEHEL ERIC XD ELAER VAS L b,
F1 o CHEMBYREL B BECHM L2 HFT-200
BB ORBMN R B EOETEFMEB & L,
HFT-290 90 Y % 2 8o TDF (72hr) B 3 B MO
VAS EHEAH 35 mm RFOBEL a ¥, Smm DL
BEXDBE L. aBTtRDEINARELHEL,
oy bn—VRF] BEZERE Lie b RECIBN
REELHEL, [FE] DL2FPE L.

4. FESBRPIURIER

HET-200 S Il 2 B LU CHEHSEMEL 4.




Bk HIB 20I049H 1749
x£ 1 #SWEPRofELE”
B BBy (MRS O%E VAS (mm)
0~4 | 5~14 | 15~24 | 25~34 | 35~44 | 45~54 | 55~64 | 65~74 | 75~84 | 85~94 | 95~100
O~4 b b b ¢ c d e e e e e
5~14 a b b b ¢ d & e e e e
15~24 a a b b G d e e e e e
25~34 a a a b C d € e @ ¢ e
TDF (72hr) | 35~44 | 1 1 2 2 4 4 5 5 5 5 5
ﬁsgg 5;"2‘” 554 | 1 | 1 2 2 3 4 4 5 5 5 5
SEIHE (mm) | 95~64 | 1 1 2 2 3 3 4 4 5 ) 5
6574 1 1 2 2 3 3 3 4 4 5 5
75~84 | 1 1 1 2 2 3 3 3 4 4 5
85~94 | 1 1 1 1 2 2 3 3 3 4 4
9%5~100| 1 1 1 1 1 2 2 3 3 3 4

LD HAUERE (@ oy oAk

horbu—LRE carbo—pRRRF oy —ETF, e

Y Pu-VARR), SUNHREE (LEPRE 2 PSERE JBERB 4TE 5 EL

VAS: visual analogue scale

HFT-290 £ ORPWBRIPBEETE LA EERLRE
Be Ll

5. HFT-200 DEI&, 22735470 A

HFT-290 B HBRICEEONS, EMOMNRB X
UIRE VIS4 7 AEWELL,

6. XBRE

HFT-2900 81 0 B x84 H, #H, MYEIEOTDR
(72hr) $IBEER, WOBAE 1~3 Ho HFT-290 &8k
ERNCRRmML, MEE T2 vy SOVRERE L 2

n.#% =R

1. BEOARR, AR, HFT-290 OFEHE

BELATEOS b, HET-200 My L-BE12 76
BTHole THSPIEL, PEEAZEREENCHE
BR56, BEORHE M, HEEOHE 1 HlThHo o,
TS ba—- it ElE LARRER (per protocol set:
PPS) 5O ¥ (a B 465, b B 1368 2EWBOEIATE
Lize KO WRMBE (Full analysis set) 12 758 (a
BoSH, bEI7TH) Tholn

PPS BT, FXERL 64.4 5%, BB 59.3%
3B H), TiE40.7% 48D CTholz. FEBIIMNLE
AL E 55.9% (336 Th D, EREMBAIL
BE845.8% (27 81), ¥ 23.7% (148)), H¥E 18.6%
(1180), BER15.3% OB Tho7l. a ¥, bEHOR
FERLBIEMBLHERTH oM, HFT-200 2854 L
76 BIOMEHERCHEHIBBRALR -2 (B
Do

it
=
i

e 245 70~76
e B =845
e b8 p=16~18

et e e, i

| |
_“,gl.ﬁ-.ﬂ-!l

HET-2900 BB O Y, BERE g

Day
1 HFT-200 0B B#E

2. FD e

1) SEEpR (EEFMER)

PPS {28 C, HFT-290 B4 $BERE O FF 0415 &
72 56 WOAFE (5% EHEMIZ83.9 (71.7~92.9)%
(47/56 81), aBE86.0 (72.1~94.7)% (37/4341), b &
76.9 (46.2~95.00% (10/1381) CThHo7ze

2) EEVAS, LAF 1~ R—XE$

EREVAS BIULAF 2— F— XEROREBIZE 2,
3DEBYTHolz, PPSEFICDOWT, HFT-290 47
DERAWMOTDF (72hr) Wit 3HMED Y BAHIE
MoVAF2a—-F-XEBELELTREBELL, LA
Foa— F-XERECROFHE - FREE Bh~8
K) W, WIOBAE0.320.8 (—1~3) H/day, W10 E
A% 0.0+0.5 (—2~1) E/day TH Y, HFT-200409

—100—




1750
60 - e FEAVAS (o4 59)

% e U A oo o KB (4~ 59)

£

e 50 -

§ 40 - - 4 g é

d 3 L3E

g i

=

8 20 4 - 2 g

] | OB

< .

& 10- ik s

& X &
i . S B

] ]
123123456?39123Day
TDF(7zhe)  HFT-290  TDF(72hs)
2 ERHVASBIUFLRAF2—~F— — ZBPROWER
{PPS)

VAS: visual analogue scale

B2 BRIAFIN Dok (p=0.007. HEDHS R
Y, JERE VAS BRI oW TSI L& 25,
P BIEICOMER VAS HENT A28AFRO LR
A, HBERALNRoN.

3. R2 K

HET-290 % Bt L7 76 BICRBE L LB T
BT RhSECHY, TR (RBEERULE)
i S, BB X CHEIRTH o (K2, MWD
BRI, AB2H BREBRELIAEFTHY, vwihd
BETH o, FEHAHOEEFRIALNED 2T,
3PORCRELTH UHOEBLZEEERVALN
748, HFT-290 L OEREBFZTRELZLTHo T

4. HFT-290 OHIR, AV TISATFY R

ATHB LS HFT-200 KT 28R RIFCTH - 2
(B4,

5. BRMEE

mipERE T — ¥ A 1B EEEL, HFT-209)9
B IHECTHRES—EThHho L BEEHRICEDR
% TDR (72hr) 2.5mp/3 B, HFT-290 2mg/H %47
DT L, MY = vy = ViBER TDF (72hr)
B4 3 BEICHMA L, HFT-290 800 B X RICHMNT 5
B CHho (J5).

£ ®

HET-200 Yl h X B OEHHRIZBI% L RFTH
H, HET-200 OFAEER S,

TDF (72hr) BEFC Lo TREAE 1~3 5PV
THASEAMET L., SEHRY 3 HMER IR
iAsRm s, 2 BT 1 BRI S hAr— A b
Ha', ARBETH TDF (72hr) BEfF# 1~3 HiTHW
CHEFT7 =y VBESMET L, aBFTHEI VAS

TR i

80 - oo S I VAS (AT 13346}
i FIREVAS (DB n1G~ 133

s L Az foee R AER (B 123 46)

e Lot R g, o SR (B 120~ 13}

7

H

i

&

ﬁ ~

- )

4 Y

-4 g

2 3@

, ¥

2 LB

g B

& L
L4 g
X 2
NS

: ; I
123123456789£23!)ay

TDF(’?Zhr) T;)I«(nm-)

3 af DEWORE VASBLIUVAFa—F-—
AEBOER (PPS)
VAS: visual analogue scale

HFT-290

BIUOVAFa— F—-XH#, bECLAFa—F—
EEASHINT A ERFA SR, S0 L &R VAS,
VAFa— P XEROE{RI HET-200 B # THRO
TDF (72hr) B3 HER DA LN,

—%5, HFT-200 819 # 2 % 1~3 s Tl o
Tx VI VBEREN LA, aBTRUDVERIR,
HET-200 o B3Iz EICHB L, EEVAS, LA
Fa—F—-XEAKESYPu—VERTEY, EED
BHERH THo e EL LN bBTRYIEL
%, HFT-2090 OBAHABRWE L Y 4 EYTH Img
BL, ERVAS, VAF2— F—XEKEELRIT A
MTHhot. TDF (72hr) OB ¥ bu—VEART
BHod b BT HRT-200 #WET 5 & T, A2
Yru—AEhaERaRAbRE, S5, PPSAFIC
DT, HRT-290 91 9 2 81> TDF (72hr) B4 3 H
BMEDOBIBIHBO VAR 2 F—XHELRE
WLk 25, HRT-200 ) ) B X BICHBRINE 2o
P20 YR VAS BB CHARERAD N2 o &
5O HFT-200 O HE, BEVAS, VAF2—F—X
DEEBH S S HET-200 OFHELBAT o &
7z, b ORI, TDF (72hr) Bifd# 1~3 Bika1)
THRLRLMAT = v ¥ S VBEOET L & ICBEYD
BPWBTHLERRTF—FTHELEEL LN,

SKELLEERETATBEIZEPEETH),
ZREEREA A 4 FEBET-BNILAONAERT
ot BFERBEERERD Y = ¥ & = VERBINE
BHAOWET LY HEL, vy M ERERLER
ELichbrEZONRL, FERRICLIDPELLEH

—101—




WITHE BT 010E9A

1751
F2 HMH
n=78
B IR (%) HH#
HESLEE 64 84.2 240
BlfeH &tk 30 39.5 63
B ERL o B M SRR D BIE A 3 3.9 3
B (MedDRA SOC, PT
BhEE 17 92.4 21
Bl 7 9.2 7
gt 4 5.3 5
5% 2 2.6 2
T 2 2.6 2
it 2 2.6 2
R 11 14.5 11
R 6 7.9 6
SEEO T 3 3.9 3
T 2 2.6 2
BHB I UETHERES 5 6.6 5
HHIE 2 2.6 2
WS 4 5.3 4
= 3 3.9 3
£FBEB L URS RTEE 4 5.3 4
HERRE 1 1.3 1
BRI 7 9.2 17
HERB A 3 3.9 3
FHEIv - TISPZURT 25 —EHM 2 2.6 2
FANSEVEY ISP VAT 29N 2 2.6 2
T IR FHYRT 2T 2 2.6 2
il RRI I VS 5 ) 2 2.6 2
M7 Vs A7y ¥ L8N 2 2.6 2

* EREEO R & MedDRA/] version 7.0 K- THAZ /-,

2R EOBHERE (PT) #ERL A,

MedDRA: medical dictionary for regulatory activities, SQC: system organ class, PT: preferred term
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Solutions for the Clinical Problems of Analgesics for Cancer Pain Treatment in Japan

Hideya KOKUBUN,* Motohiro MATOBA,? Yasuhiko YAMADA,® and Kazuo YAGO®
«Department of Pharmacy, Kitasato University Hospital, 1-15-1 Kitasato, Minami-ku, Sagamihara, Kanagawa
252-0375, Japan, ®Department of Palliative Medicine and Psycho-Oncology, National Cancer Center,
5—I1-1 Tsukiji, Chuo-ku, Tokyo 104-0045, Japan, and ‘Department of Clinical Evaluation of
Drug Efficacy, School of Pharmacy, Tokyo University of Phamacy and Life Science,

1432-1 Horinouchi, Hachioji, Tokyo 192-0392, Japan

(Received April 5, 2010; Accepted October 15, 2010; Published online October 26, 2010)

The pain experienced by cancer patients can be managed in 70-90% of cases by the World Health Organisation pro-
tocol for cancer pain. However, cancer pain treatment in Japan is not sufficiently effective. To use medicine safely and
effectively, various problems must be solved. Therefore, in this study, appropriate usage of cancer pain treatment was
examined. We were able to use acetaminophen suppositories (800 mg each) in cancer pain patients. It was suggested that
high serum concentrations of oxycodone and hydrocotarnine might be observed in geriatric patients or in the state of
decreased hepatic blood flow, making dose adjustment is necessary for such patients. We also clarified that the conver-
sion ratio from oral oxycodone to intravenous ocycodone/hydrocotarnine was 0.7110.12. In addition, we clarified the
pharmacokinetics of controlled-release oxycodone in patients with cancer pain. Moreover, the findings of our study indi-
cate that in the steady state, the serum concentrations of fentanyl are not maintained at a constant level for 3 days fol-
lowing the use of transdermal fentanyl. We established a method of appropriately passing a nasal duct for sustained
release of fine granules of morphine sulfate. Resolution of the clinical problems gssociated with cancer pain treatments is
anticipated to allow the proper use of cancer pain treatments in Japan.

Key words——cancer pain; appropriate usage; fentanyl; morphine; oxcodone; acetaminophen
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