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Abstract

During periods from January, 1981 to December, 1983, 51 patients (31 malignant astrocytomas,
17 glioblastomas, and others 3) were treated with radiochemotherapy using Nimustine hydro-
chloride, ACNU (group B) and radiochemoimmunotherapy with Picibanil®, OK-432 (group A)
by randomized controlled study. Group A consisted of 24 patients and group B of 27 patients. The
differences in the background of the two groups were not statistically significant. Survival curves of
both groups were shown by the Kaplan-Meier method. The postoperative survival rate at 1 year
and 2 years were 70% and 30%), respectively, equal in both groups, and the differences between
groups A and B were not statistically significant by the Cox-Mantel test. The side effects by group B
therapy were most prominent in the bone marrow, and severe leukopenia occurred. However,
group A therapy suppressed leukopenia after 2 months. Immunological parameters, such as
purified protein derivative skin reaction test did not change, but streptococcal Su-polysaccharide
skin reaction test became positive after group A therapy.
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Table 1 Backgrounds of both groups™
No. of cases
Parameter x>-test
Group A Group B

Age (year)
-39 5 3 1.432 (DF=4)
-49 4 7 (NS)
-59 7 7
-69 6 8
70- 2 2

Sex
Male 12 14 0.017 (DF=1)
Female 12 13 (NS)

Histology
Astrocytoma 14 17 0.508 (DF=2)
Glioblastoma 8 9 (NS)
Others 2 1

Location
Right 7 12 6.127 (DF=5)
Left 11 13 (NS
Bilateral 4 1
Central 0 1
Others 2 0

Clinical grade
Subj. symptom only 1 2 3.551 (DF=4%)
Focal signs 9 6 (NS)
Increased ICP 10 12
Consciousness dist. 3
Others 1

Surgery
Biopsy 4 5 4.533 (DF=4)
50% removal 4 11 (NS)
75% removal 12 7
>95% removal 3 3
Total removal

Characteristics
Diffuse 16 20 1.559 (DF=2)
Circumscribed 8 6 (NS)
Others 0 1

Diameter (cm)
0- 2 0 2.639 (DF=3)
3- 7 8 (NS)
5~ 10 11
7- 5

*Group A: radiotherapy with Nimustine hydrochloride

(ACNU) and Picibanil® (OK-432), group B: radiotherapy with
ACNU. Subj. indicates subjective; ICP, intracranial pressure;
dist., disturbance; DF, degree of freedom; NS, not significant.
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Table 2 Doses of radiation (total), ACNU {one shot), and
OK-432 (total)

No. of cases
Treatment
Group A Group B

Radiation (rad)

0-3,999 0

4,000-4,999 3

5,000-5,999 11 17

6,000~ 9 7
ACNU (mg)

0-59 2 1

60-99 5

100- 17 21
OK-432 (KE)

0-19.9 4 0

20.0-39.9 2 0

40.0-59.9 5 0

60.0-79.9 4 0

80.0-99.9 4 0

100.0- 5 0

KE stands for ‘Klinische Einheit’ (clinical unit).
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Fig. 1 Survival curves of malignant glioma (Kaplan-Meier
method). For definition of groups A and B, see Table
1. Censored cases are those either alive halfway to the
observation period or those lost to follow-up. Each ver-
tical line, solid or dotted, represents one case. NS in-
dicates not significant.
$ —group A (n=14)
@ 100— —group B (n=17)
2 ; -
O 75 . censored case
,g 50 = el 1 MENN
2 25
3 Cox-Mantel test (NS)
0 24 6 81012141618202224262830323436
months
= —group A (n=8)
g rounB =g
=100 _J_group (n=9)
°© 75 _._censored case
T 50
z 25
a Cox-Mantel test (NS)

Astrocytoma & glioblastoma 12 75 ¢F TiliBf o £ 7 M7 &
Wb RO R AT

SHEE TOMBEO4EHFR

024 6 810121416182022
months

Fig. 2 Survival curves of malignant astrocytoma (upper) and

glioblastoma (lower).
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Fig. 3 Effect on red blood cells (RBC, upper) and white blood
cells (WBC, lower) counts. *P<0.01.
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