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SUMMARY

We have started a Phase I and IIa clinical trial to
assess the safety and feasibility of neuroprotective
therapy using granulocyte colony-stimulating factor
{G-CSF) for patients with acute spinal cord injury
(SCI). Six patients with acute SCI were received
intravenous G-CSF injection (5ug/kg per day) for 5
days. After injection, we had neurological evaluations
with American Spinal Cord Injury Association (ASIA)
score, and confirmed side effects for medication with
physical findings and laboratory data. In all 6 patients,

some neurological improvement was obtained after

medication. Mean white blood cell (WBC) counts
were 252 to 384 (x10%/u1) 1 days after medication:
that was higher than previous counts. From 1 day to
5 days after the medication, during the administration,
WBC counts kept higher than previous counts, and
1 days after the end of medication, WBC counts
returned to the previous rate. No severe adverse
effects were seen in all patients after G-CSF injection.
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2 145/17 11.5/17 125/17 14/17
3 16/17 85/17 14.5/17 14.5/17
4 14/17 95/17 14.5/17 14.5/17
5 6/11 4/11 6/11 6/11
6 6/11 4/11 6.5/11 6.5/11
7 14/17 11.5/17 14/17 14/17
8 6/11 3/11 75/11 75/11
9 12/17 75/17 13/17 14/17
10 7/17 45/17 8/17 8/17
11 6/17 0/17 45/17 45/17
12 135717 11/17 145/17 145/17
JOA score: H AT E 2 S SR G FH EAL 0 (SHEEAE: 0-17, M9BEAE: 0-11)
#3 G-CSF#%5-#? ASIA score DZEAL
ASIA score
. i) hit R
MO EEER TO% 14R%k 34 A% KGER TH% 17RAf% 3Rt #5558 7HH 12H% 3» A%
1 92 94 94 97 85 85 85 100 84 85 85 98
2 93 98 99 97 106 109 111 110 107 109 109 108
3 96 100 100 100 112 112 112 112 69 112 112 112
4 &9 96 100 100 106 108 112 110 106 110 110 110
5 100 100 100 100 82 84 84 97 82 84 84 97
6 96 100 100 100 88 100 94 94 90 97 101 94
7 9% 99 100 100 89 108 110 112 95 99 111 96
8 89 9 94 96 112 112 112 112 86 88 94 98
9 &9 97 98 99 105 108 109 109 105 108 108 108
10 88 97 100 100 62 96 94 99 62 96 99 104
11 74 84 91 94 62 63 64 63 62 62 83 82
12 91 97 100 100 90 96 102 102 90 101 102 102
91.0 96.4* 98.0" 98.6 91.6 984 99.1 101.7 86.5 95.9 99.8 100.8

£6.5 *44  £32 21 +174 *148 #153 138 *159 144 110 84

ASIA score: American Spinal Injury Association score (GEEj: 0-100, il - FE: 0-112)
SRS EAE X LABEICHE (P<005)
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VNG

B A

#4 GCSFHE#OMEET— 5 DEAL
5 5 Bia%
=Rz 1H 2 H 3 H 4H 5H 6 H 7B 148 1#H 3#A
B ifEk 6.1 293* 315 352+ 278 251° 105 6.7 438 6.0 58
(% 10%/ul) +16 +48 56 +72 03 80 +28 *16 *19 +19 =18
B TR 35 254* 251° 208 224*  200° 66 39 238 34 3.1
(x10%/4) £11 +42 +88 *62 77 65 £22 =12 x14 12 %13
U SER 2.1 20 20 25 25 24 24 20 17 19 2.1
(x10%/u) +07 =09 +06 +08 11 +09 +09 +06 *05 *08 =09
Bk 04 0.9 1.0 14 15 16 1.0 05 03 04 04
(% 10%/u) +0.1 +04 =05 =09 *07 07 04 x02 *02 =02 =01
Hb (a/dD 147 14.1 139 14.1 140 14.1 149 147 136 136 136
£ £14 +14 =15 *12 *17 =14 =12 =19 =18 =17 =21
/MR 2108 187.1 1789 1926 1716 1608 1572 1597 2430 2414 2142
(% 10% ul) £537 +413 +£385 £315 +£415 +£385 =401 =496 +942 =705 +497
CRP 03 06 11 16 14 18 20 17 07 04 0.2
(mg/dl) +08 +13 £26 *£34 24 *£29 43 £33 £12 05 02
S EAEELEEIILER (P<005)
BEOZ£ISHLLOOEFTES - BEREDONL V. % -

#EHES N, ASIA score DEFHEFRIZOWVWT
RIS EREHES 1 2 BRU 3 » AOMICEEE
wERH/ (R3), 7, EEFELTR &S
“7THEBCLAEESREBECEL (£3), 106
2L, GCSF2#5 L T1 y AU EEAL &
VR R AT L. KRS I o B i ER B 5
6.1=16x10°/uLizAt L, HS5ME#IAE (&
52|H) (213227 %103 L L Eic ER L, &5 %
Hro#55HE (&KFES5EH) £ TIE227~
473X 10%/uL DEDHEFE S ., HSHEATOMEIZ T
RTEEIIEro 72 (Rd), BRI GD3H%
WiE RIEHRE R OMICE - 2. BMMERSE T
BREZROBIRM EINTH b, HIMMERERICZS
BHASLES 5 H0H T TRIRSHOMBEICHNTE
BFIZE D o 720 CRPIX 2 BITG-CSF# 5 #% 1R
BRRRRHE % BHE L /27200, FYEIE LAE R % 2
DIH, FOMDIEG TIZCRPO LR IZED &
Mol ZTOMOMBAREIE TIE, HLLLE
EHREED o7, GCSFIRSHEFEB LU
#5%Z, GCSFIxG eI BEBRDEE R
ol

A RREIT U 7 B IK 34 5% 12 Phase [/Ila T 1,
FEEEFMEO 2 ES T 5 GCSFHfE
REREIIOPVWTOLREUHR LT THWE L
LbDTHb, TOF1EMELT, FALESE
HHEBEOIWEMEBF 5 B2 LT, GCSF 5
pg/kg/ 0% 5 HE SEEHER S T 5 RBE 3T
AT o 7 ZOREELELT, AEHZORELEE
Y, @FTED - REBEOHFEL H/2[11]
DI IZ BT 5 GCSF# 5 DERABR L LT
(&, FEAEZE, OFAREZE, BB RTE (LA & X
RELEABROBENS H[14-22]. TNHOR
BRCTHOG-CSF#H%5&1L, 25~15ug/kg/ H & &
(Lo CTRLZ DA, 10ug/kg/ O %5 Ry
A% (K5), BLE X hFeald, HE. $H2E
W& LTGCSEF 10ug/kg/ H% 5 HM SdeET
LRBEIToI HBLLT, AEHEROBES
BT, e TEY - REEEOWELX A7, U
L&, SHoEEBLTREAETHNUL,
GCSFHZRRERTOREMICHMEILZVEE
Zbhi,

48, G-CSF 10 ug/kg/ H x 5 HM#%5%47-
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