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SUMMARY

We have undertaken a Phase I and Ila clinical trial
that evaluates the safety of neuroprotective therapy
using granulocyte-colony stimulating factor (G-CSF)
for patients with rapidly aggravating compression
myelopathy. At the first stage of this trial, we
confirmed the safety of administering G-CSF at 5
ug/kg/day. In the present study, the second stage
of this trial, we investigated the administration of
G-CSF at 10 ug/kg/day. The trial was performed in
twelve patients in whom the Japanese Orthopaedic
Association score for cervical myelopathy decreased
two points or more during a recent one month
period. After obtaining informed consent from the
patients, G-CSF (10 ug/kg/day) was intravenously
administered for five consecutive days. We evaluated
the presence of adverse events related to G-CSF
therapy. We also evaluated motor and sensory
functions of the patients. In all twelve patients,
neurological improvement of both motor and sensory
functions was obtained, though the degree of the
improvement differed among the patients. The mean
American Spinal Injury Association score before
G-CSF administration was 91.0 6.5 points for motor
function, 91.6 =174 for soft touch and 86.5=15.9 for
pin prick. One month after completing administration,
the mean score improved to 98.0 = 3.2 points for motor
function, 99.1 £15.3 for soft touch and 99.8=11.0 for
pin prick. On the day following the start of G-CSF
therapy, the mean white blood cell count increased to
more than 22.7 % 10°/uL, compared with 6.1 +1.6x 10°/

B A

uL before administration. It stabilized between 22.7
and 47.3x10°/uL during administration, and returned
to preadministration levels by the third day after
the final administration. No adverse event occurred
during or after the administration.
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