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EATHEREIEEETH ZRIC, B, A#I1H4000g/m?* %5
HEEH R %5 L. 4~6HICHRE2EICD34R5 HMfa % $REL L 72,
WA LA AL, CAFBERITRO1HE X 0 A1 H400
pg/m2aEHE R E U, 14H B DRS¢ HImEREAT 10, 000/mn’ % 8
ZTh 6 mfE2lEl, CD34fG M Z R L 72, ZDFER. BEE
72D CD34RGIEMALEL2 X 100/kg DL - ERENFT AE 72 & 1. High
FAT57.1% (4/761) 5 AALZEREDHFIAT100% (6/661) TH > 7z,
BUMHR O BIE R RIS 1X47.4% (9/196]) TH > 7z, EREIEH
3. EKETH, BREAVCEEBRER S22 Th o7,
BUMHR O ARAFF: 510 K 5 B PRI 1 2 IR 1394.7% (18/19
Bl) T -7z, FERBEEMERE E. LDH LR34, AI-PEF
K OAMBRERAD &2 Th -7,

B AACZEREEO A O BIE R FBSEEE1350.0% (9/1861) TH - 72,
FEREIERIX. RESMHE. R TH o7z

W AALZEEE R O ARBN: 512 K 5 R R 12185125
WO 6N, ERBEREEERET X, LDHEF IS4, BBk
B3, B 1M TH > 72,

GEMFFHHRFBHERF DT PRI DIENN{EE)

17.1.4 7B5V4E T BE5R (EERE M EtRnisiE)

AV IR A8 B B IR R 33 2 I, I ERE
EHE3HM,000/mmil_ EXIZ1HT10,000/mm*bl E%RT &
T, EMmEBRMEEEEE & O REISug/kgE EHE N5 X I3EH
BIRNE S Uiz, 2O8ER. HFHhERkE(2500/mm?) O [EE HE O
FIMEIXISHTH > 72,

BIEF R BIBEAE1327.3% (9/3301) TH > 7zo ERBIEMAIE. FE
12.1% (4/33f1) TdH > 7z,

AHBGIC X HERBEERE RO oML 57,

17.1.5 ENE IEEER (BRKREMEMEBEX FEREEMIE S
D FET%HE)

ETHREIABRE T 2RI, BMEREEEE XD 3Bk
7510,000/mm>% #8 . 7z i i £ TAAI300ug/m*% B H T L.
Z DOFERIFHEREL(=500/mm?) D RIEH O REIZIH TH > 2.
BITEF RIS 1329.4% (5/176]) TH > 7z E2BUEMIZ. B
17.6% (3/17f51) Td > 7z,

AEE S & 2 B R E R FBUSEEX52.9% (9/1761) TH -
Joo EREEERMEMERE . LDHERF41.2%((7/1761) . Al-P LA
17.6% (3/17f51) Td > 7z,

17.1.6 B5EE MABEER (BRI MERHiaf2iE)

) VOSERBETH EMNRIC, SRS AEE H D S iF Rk
FoysEii3HEL,000/mm3ll EX & 1H T3 10,000/mmL k2R
TE T KAlGug/kgx EHE MG NIGEHSRHEE Lz, Z0D
FER HFHERE(=2500/mm?) O [EE B O REIZIIHTH > 720
BIVEFFBISAEE3.7% (17276]) TH - 7z, R S NIZBIEA L.
R TH -7,

AHEGIC X HERBEERE RO N L 572,

17.1.7 EARE D185 (BEEREEE)
FREFEFROEHBHEEZM Z xR, BB MEEZEIHE LD 14H
. ARFIB00pg/m* U3 7T AR %2 B H S MEE Lz, ZORBR,
AR ESEE. I RBERICH L TERRIFHEREOBEINE
EAPRD SN, ZOEMRIIAFIGEET8.1% (25/3261). FF%
RI5RE35.3% (12/34%1) TH - 729,

AE S RO BIEFAFBISEE 126.3% (2/3261) TH > 7z,
7REIERE. YRR OB %3.1%(1/326)) THh > 7z
AFIB SR ORI EERE FHBUAE133.1% (1/3261) Th - 72,
R LN HRREMERET X, LDHEATH -7,

17.1.8 BRE I EEER (BREEBIE)
BREHBEREISNZ SR, BHBEZIBE XD I4H/H. K
AI1H300pg/m?*% B H sifiEE Uiz, ZOMRBR. iFhEREO#EM
RHEZERD . ZDERHRIX0.6% (29/3261) TH > 72",

BIfEF KX OB RS EERET S8R0 s hah o7z,
(D AAEEEEIC K DIFRERRIAME)
17.1.9 ERSE M4EER (BED >/ Vi)
FEAR T F VBN VOREREOIMF ZRIC, (LHERRER TIHE D
514HME REI75ugE 7T R 2 EHE TG Lz, TOMRER,
AEIBEGEIE. 7T RBRESHICH UABZIFHERE O BIE 2
FHRMVRD SN, TOHEMRIIAAFSEELI.3% (25/286). 75
ARG EE13.8% (4/2901) TH > 729,
AR SO ERFBSEE136.7% (3/31f]) TH o7z, BOHN
CRIERE. 28 B, AR, AR - EER, 8
BROFEE £3.2%(1/316) Th -7z,

wmHoN



ARH 5 5.8 O B R R R FE B 1 19.4% (6/3161) TH -
Jzo FRERMEMEREIZ. AI-PER9.7% (3/3141). AST ER.
ALT ER K ULDH ER #6.5% (2/3161) TH - 7z,

17.1.10 EREE MEER (GLEE)

FUEEES2 2 MR, 14HMH. ARAI751g/body (50ug/m?) % H
HEE F# 517 5= >60mg/body Z B HRE G Lz, ZDkE
B ARG, 7T v BEGEICE VAR PR OMIE
TR RAED BN, ZOHEWFIEAFLSH92.6% (25/2741) |
7 7= E5#£16.0% (4/2561) TdH - 72,

REN G5B O BIEFFBUAE1X10.7% (3/2861) TH o 7z, BOLHN
TRIERIZ, R BIR X OB OE(L %3.6% (1/28() T > 7z,
REVR SR ORI EREFHREER. 7.1% (2/2861) TH -
Tzo RO ONTEREBAMER ILDH ER R OIFEERR LR £3.6
% (1/28) T@ > 7z

17.1.11 BN IEEER (REBmR)

B IR BS540 2 RRIC, (LRIER T A8 & D ARFILH
200pg/m* =2~ 4HEM. EHEREENE Lz, TORR, RARGH
(& FEBR GBI I LA B i ERBUBINZY 5 O RS RE 6 4 D R
LHRH N,

BIMEFAFEISEREIZ7.4% (4/546]) ThH > 7z. B SNz IERIE.
BIA3.7% (2/54651) « WAL - MR OV IMREHEEE #1.9% (1/54
) TdH o7,

KA GIC & 2 ERIRRE R E FEBUARE137.4% (4/546) TH -
Zo MO HNIZERMEMEEIE. AST - ALT LA K UAI-P LA
£3.7% (2/5461) TH > 7z

(B hRBAZ DA LA (HIV) BRIEDEE 2SR 3 FhERAME)

17.1.12 —RERREAER
HIVBIEEE 5G] 2 MRS, AHIH2000g/m*% 1 ~ 638 i H 5
HEE L. TORR. FhREOBMMRIBDLEN, ZOH
HNERIX100% (5/561) TdH - 721V,

BIVEF SIS 1240.0% (2/561) Th - 7z B SN7zBIHERIZE
Y@ R O/ IMRIE A 420.0% (1/561) T - 720
REBEIC & B RAREERE 3RO SN ah -7,

17.1.13 EREE M85
FHIRBAEZH T 2 HIVEBEYERE TH Y A L AA O S
705 R 7 RE 51 S PR R GE (IR IR HME ) O IR RD R A A +43 72
REFI240 %2 R, AL H2000g/m?% 14 H FE H miiinE L.
ZORER, FHRBEOBMBEIRD 5N, ZOHEHRIELL.0%
(172180) TH - 7212,

BIVERFBIEE1E8.3% (2/246) TH -7z, ROSNIZEIERIE. B
(BEER - fE) . IRIGMEIR R OB RAIRD%4.2% (1/246) ¢ > 7z,

RENFGIC X B ERREE R FBUARE X, 29.2% (7/2401) TH
o 1zo F B FREMER L, AI-P LA6M LDH ERMETH - 720

(BRERMRAEIREE(C 1+ S WFPERRIAME)

17.1.14 BN MEHER
B B8R REAZBE2 1011k L C MBI & 0 AHIS0~400ug/
m? ®V & SEENE L7z ZORER IR OBINZIENIRD 51,
BRRIZTL.4%(15/2161) TH > 721,

RIVEF U 39.5% (2/216]) TH > 7z 8B S NIzEIERIZAF
TEREREE9.5% (2/2141) . KN % 5 FEE4.8% (1/214) Tdp > 7z
ARENIGC & B B RREL B SR SRS 114.3% (3/214)) TH -
Too ERARMEMRTEIZAST LA, ALT LA KR TAI-P ER %9.5%
(272161 TH > 720

D) AH| O B HERTEREIREF IS 4F S 5 IR AME IS B 1 % &R H
BIXIHIEI100ug/m*TH 5,

(BERRMEMICH S FhERIAME

17.1.15 BN M1EHER
FAERREEMBHEI5H 2RI, BHEIC X D ARF100~1,200
pg/m? & SEEE Lo T ORER, RO BRI D
5N, ZOBEMERIZOE7.6% (23/34f1) T > 7219,

RIMEF U 32.9% (1/356]) TH > 7o B S NIZEIERIZHE
BTHoTz,

ARENFGIC & B BRI B 2 FE B 1317 1% (6/355]) T -
720 RO SN ERMEMEEIZAI-P LRSS, AST - ALT EF2
. LDH ER KOS L7 & UETH -7z,

E2) AH O FBAEANBEE MM S fFhEEAEICB ) 2 KR HE
X1 H1E4000g/m* TH %0

CGERME - FEFEMIFPERRIANE)

17.1.16 BN MEHER
SRR RE O BRI A RE B E 5361 & 3R I, AHI25~200
pg/m? W EREREE Ulco ZOMER, RO R D
5N, ZOHEMERIZTE.0% (32/4161) T > 7219,

BIVE SIS (AR AER Y 2 &) 1320.8% (11/5361) TH -
oo EABWERIE, B, F85. FHELOERE. Al-PLAKY
LDH L5 #%3.8% (2/53fl) Tdh > 7z

E3) ARH DR - FeFEMAF R ERBAE IC B 2 RBHRIZIHI
[E504g/m*Td %o

FHRFECHT 2 IXYF I T (BLTFHEIER) OFEBSEMRDIE
i)

#17.1.17 ER% I bAHEER (GD2-P I #5%)

AIEIE2 WS 12 3R AR O K BILAERE & & CREMIBREITRIC
BEEMEITARD 5NEVEY A7 BRI EBRE 3562 0R &
LT AL VXV FOITROT LA F 2 QRS (DIN/
FIL/TECE) &, Y XY F <7, sargramostim. aldesleukin
K Uisotretinoin O G CREI L ¥ X V#) OBRIER LM
e T 2 IEEMBIE R LB 2 i L. EEFHlIEE T
B HIRFEALELHE IC X 5 2EM A X MR [95%(F HHX ]
1. DIN/FIL/TECET80.8[51.4~93.4]1%. KEL Y X VBT
62.3[36.7~80.01% TH > 7z,

DIN/FIL/TECEELI6flIc BT BITERDP2H1(100%) IC5R8 &
Niz. EugIEAIE. FKEL6H1(100%) . K7L T I IMAELSH]
(93.8%) ALTHENN14451(87.5%) . GGTHEM. MEM:, 47 HhBRETRA
&, ASTHENN. B (DL E1361(81.3%) ). M/MREEA . E
A (LA 1265 (75.0%) ) BRI BEARIEGR (DL E1141(68.8%) ]\ i85
¥ (DL 1061 (62.5%) 1 RHI9H (56.3%) « MLARFRZEIEAN. B2k (DL
861(50.0%) ) Td - 72 (20194F9 A6 H F— ¥ H v b7 7)1,

) BERARBRIGHAAN SN BEOERII2~RTH > 72,
HS)2BHME %I A 7L ELT, OYRXYF T T17.5mg/m? &5
1. 3\ 5% A4 7 VOEA~THERUHE2, 4. 691 7L DOFE3~11H
BICHIRM S, @AASug/ kg1, 3. 591 7LDl ~14H
BHICKE RS, @FtuAf FU75HEAM/m* %252, 4. 691 7L
DFEI~4HE. RUI00FBEA/M*ZRY A 7 L0%Es~11HBICH
MRS

L0 —— == !
_ . DIN/FIL/TECEF
Z 08 S, (.
@ e e i
o Rl A B by
o
< 044
‘E 0.2
']'[]_ T T T T T T T T T
0 100 200 300 400 500 600 700 800
Time from Randomization(Days)
Number at risk
DIN/FIL/TECEE 16 15 14 14 14 14 12 12 0
KBS AT 19 19 19 16 16 15 13 11 0

A X2 AR O EE#ETRF OKaplan-Meier it

8. ZEpFIE

18.1 1EFAR
~ v AEHEMR. b MERIRIOET 2 ZAEEEHERIC KD KF
WA ERATE R A & BRBVF IR £ TOMBICTEE T 2 BIRICH
BERICKA U FRBRETEGEIC N L TR ZF 0t - iz (e S
. RBFHRERICH L TIZEOMEER TS © 5 LRI N BT,

18.2 FIB{EMA

18.2.1 FHPEREUENNER

(1) FhERFISRMERR DML - IEHE(EE(ER. MAFPERO SN S D
MHER
in vitroau ——JEEGREBICB W T, v 2D BB 2 ARIEE
TTRE LU & &, ARRNIFHERFIE RO 2t - HEMEREZHE L
Teo Floy Y UKRRT 7 I REREBICK HHFHBREAD < 7 RITEH|
G L& &, KMIMFFEREOBA M LS, BBFR T3
BELEERD & BRBIFHERE TIEZ B > TERELEMAPRD 517219,
Fv MIARZHEG Lz & &, B ORBFHERORMFIMAD
R R AR S 721,

(2) ‘EMEHRDORBIMPNDENS
EERUOHEBAIBRES Y AICKEIZ2HEG L& &, RELF O
CFU-GM. BFU-E. CFU-Mk}& UFCFU-Mix D EMASERSH 5 N7z,

(3) IFPERFHA I E T )L COEIEBIEA
TIAL v b A XROYILE RO FRERED BT E T (T
JEAI S BIHMRBEE. B hEREAE) 2BV T,
ERELDIEIZD R A FRD 67202,

18.2.2 SFOREREERETTEER
< AzR\Wizin vitrokOex vivoiBRIZBW T, AFHREIC K
DERRFEOTUEN RO 5Nz, Ty ME2HWn vitrokUex
VIVORRERIZ BV T AR 5T & D IFREREEERED TUEA TR 5Tz,
Fio. BEAOKRMBMBFFRE AFGEFEERTCRELZ L &,
FMLPHIBIC K B A —=)8—F FH A FELETULEDNRD 5Nz (in
vitro)® . Bk v oSHEBRE O D A LRERITRICKRR 2 %5 L
Jo& &, BB L RMIMIFPERICB W T, FMLPHIBEIC X5 2 —
IS—F FH A FEATHED RO 5Nz (ex vivo)?,



19_.ﬁE§JJEE63‘(CF‘;§§“%>IEi AR

T 4 VT 5 AF L GRIZ TR Z)
(Filgrastim (Genetical Recombination))

DFE
18,798.61

PN =1
BEFHEBEZE MERR DO —fBRFTH D NKFICAF
FZUBEE LITED 7 I ) BEFRE (CaisHizoN230243S0) 5> 5 72
55 VINTETH B,

20. BHRWL EDFE
(TS VEER)
20.1 SAFERAEMZIEE L TRET 2 2 &,
DDV
20.2 TEXAPHEABENE YU —aEr5 Y Y IEEDH S,
W2 &, SHERERIGELL TRET A L,
20.3 JUUIRBEDT 4 VL - Fu TFry THANTVS, F
TR Y OMEEORENROONSEESIFEALEZNT &,

22. 3%
(TS VEEHRTS)
0.3mL[17 > 7]
('S VE5HR150)
0.6mL[17 > 7]
(TS 2 EEHRM300)
0.7mL[17 > 7]
(TS I75)
0.3mL[1>) > ]
(TSI UUI150)
0.6mL[13) >3]
(F'S U IM300)
0.7mL[1>V > ]

23. FENHER

* 1) ERLEORBERORVRARE - BT/ ERRE AFHHEA
DFAMEIMRLMES © 74 VT T AT L BIEFHEMEZ) KOV
J 7T AF L GEEFHREA) (BRSUIERGE O 2Bt B i
TSN 9 2 FUBIEIES A & O HFRE)

) BA—IE 2 BIREEEE. 1989; 5: 1579-1603

) BAE—IE 2 EREESE. 1989; 5: 2231-2252

) BAE—I1I A2 BRIREEZE. 1989; 50 1605-1622

) BA—IE 2 BIREEEE. 1989; 5: 2253-2269

) IER#UE»: S HOBME. 1990; 3: 233-239

) IER#UE»: S HOMBME. 1990; 3: 169-173

) ANIN—3E A B EAb#E. 1990; 17: 365-373

) Ek{@i3»: Biotherapy. 1994; 8: 1503-1516

) REE=13h: B¥0dHWaA. 1990; 152: 789-796

) RREIEAD: T4 XY v —F ). 191; 3: 213-221

) AR IE 0 EGUEEMRE. 1994; 68: 1093-1104

) SMLZEBNIZ A BRRILE. 1990; 31: 937-945

) ANEB I A BRI, 1990; 31: 929-936

) STEEEE: H/MMEEE. 1990; 4: 420-427

) EIPEE Db GRERES: GD2-PI#ER) (2= F> Vil
ERER. AREHH: 202146H23H. CTD 2.7.6.4)

) Watanabe M, et al.: Anal Biochem. 1991; 195: 38-44

) Kabaya K, et al.: in vivo. 1994; &: 1033-1039

19) Ulich TR, et al.: Am J Pathol. 1988; 133: 630-638
) Lothrop CD, et al. : Blood. 1988; 72: 1324-1328
) Gillio AP, et al.: Transplant Proc. 1987; 19: 153-156
)

1987; 144: 1143-1146
23) Ohsaka A, et al.: Blood. 1989; 74: 2743-2748

24, WEEEKERUEVEDEE
AIE ) RS < T OHERED
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BRI 9:00~17 1 30(% - H - BLEBROWHIKRE 21 <)

26. BHEIRTTRES

26.1 BB .
FETIE SIS =2
RRETRAEXAFHE-9-2
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