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Clinical Use of Radioprotector Amifostine (YM-08310)
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Radiotherapy was conducted at the Department of Radiology, Gunma University Hospital using
amifostine (YM-08310) as a radioprotective agent. The subjects were patients suffering malignant
tumors between 1978 and 1980, and comprised 52 with tumors in the head and neck region, 39 in the
abdomino-pelvic region and 16 miscellaneous, totalling 107 in all.

Amifostine was administered intravenously in a dose on principle, of 100 mg, 30 minutes prior to
irradiation; the radioprotection provided by amifostine against reaction of the dermatomucosa caused by
irradiation of head and neck region and against diarrhea caused by irradiation of the abdomino-pelvic
region was investigated.

1. Side effects were observed in 10%, but there were no cases in which radiotherapy was in-
terrupted for that reason. Most side effects were manifested as digestive organ symptoms and were most
frequently observed in cases with drop infusion.

2. Clinical efficacy was evaluated at 80% or higher in cases with irradiation of the head and neck
region, and deterioration in balanced diet content, which is an index of mucositis, was curbed in 70%. In
the group administered amifostine thoses cases which required parenteral alimentation were
significantly lower than the control group at 30 Gy or higher.

3. Control of diarrhea was feasible in 60% of patients irradiated in the abdomino-pelvic region.
Moreover, despite the occurrence of diarrhea, the administration is considered to have adequate
efficacy.

L& =7 B S ARA, 3 b LIRGHRETEA O 6 b

EMERoMMEREC BT, BETEEY HFbh%b, SHENMEMIFD 1 OTH BB, 24
HEERB00THD 1 SIEERGOEES TeEH &t AET, MEA (cysteamine) 13



RBFI594E11 25 B
9
H2N CH2CH2 CH2 NHCH2CH2$ — P — OH+H:0
OH

S-[2-[(3- aminopropyllaminolethyl]

dihydrogen phosphorothioate monohydrate
Fig. 1 Amifostine (YM-08310)
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Table 1 Clinical use of amifostine

Radiation site Number of cases

Head & Neck 52

Abdomen, Pelvis 39

Others 16

Total 107
1978—1980
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Table 2 Distribution of disease and age in
amifostine group and control group

—Evaluation of contents of food in the head and neck

region—
Amifostine Control
group group
Malignant

lymphoma 6 14

Disease  Pharyngeal
neoplasm 14 =
Others 14 3
11--20 0 2
2130 0 1
31--40 5
41--50 4y 6
Age 5160 8 6
61~-70 11 4
71--80 8 3
81--90 22 1

1) 3 cases 2) 1case Discontinued cases of amifostine

Table 3 Contents of food according to score

~Food intake 10-9 87 64 32 1-0

Contents

Ordinary food 10 8 6 4 2
Rice-gruel 5 4 3 2 1
T0%Rice gruel 4 3 2 1 1
50%Rice gruel 3 2 1 1 1
30%Rice gruel 2 1 1 1 1
Liquid food 1 1 1 1 1

Grade I II i IV
Point 10,8 6,5 4,3 2,1
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Table 4 Distribution of disease and age in
amifostine group and control group.

—~Evaluation of diarrhea in the abdomino-pelvic region.—

Amifostine Control
group group
Uterus
neoplasm 14 2
Disease
Others 4 0
11~20 m 0
21~-30 oo 0
31~40 1 0
41~50 0 2
Sge 51~60 3 6
61~1T70 ® 6
71~80 5 6
81~90 3 4

1) 1case 2) 2cases 3) 1 case Discontinued cases of
amifostine

Table 5 Side effects of amifostine

Side effects Number of cases
Digestive symptoms 9 (@
Fever 1 ()]
Light-headed feeling 1 D

Total 1 @

() ! Number of discontinued cases
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Table 6 Side effects of amifostine according to
the mode of administration.

Administration  vumber of - Number of o/
Drop infusion 33 5 15
Single iv
administration & 6 8

Total 107 11 10
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Fig. 2 Protective effect of amifostine against the radiation on head and neck

region.

(a) all case, (52 cases) (b) concomitant use of amifostine (43 cases)

criteria for clinical efficacy

1. Response to radiation was poorer than expected, 2. Slight pain considering
the severity of mucositis, 3. Reduced in pain after concomitant use of amifos-

tine
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Fig. 3 Relation between protective effect of amifostine and changes in contents

of food.

Amifostine group

Radiation Dose

Control group

(Gy)
(=10
=20
20 =30
3040 E%%Z%%zﬂnl
10~ 50 --%%%%%;3; ]
50°- 60 AT
L 1 J L 1 J
i} i 100% i o) 100%
Grade 1 Normal
II Slightly unfavorable
WM I Unfavorable
m IV Extremely unfavorable

Fig. 4 Influence of the protective effect of amifostine on the contents of food.
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Ineffective

XQ\

\ Effective 85% /

Administration of amifostine before
occurrence of diarrhea
(27 cases)
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| "~

Y N

Ineffective Effective
45% 55%
\\Z //

Administration of amifostine
after occurrence of diarrhea
(11 cases)

Fig. 5 Influence of the protective effect of amifostine on diarrhea.

/
- Diarrhea
22% (+)

—

Diarrhea (—) 78%

/

\\__/ ya

Administration of amifostine
during the course of radiation

Radiation given
abdornino-pelvic region
(18 cases)

/’7““\\

Diarrhe
Diarrhea 1a{1_r }( .
(+) ]
54% 46%
//
R

Control

Radiation given pelvis
(24 cases)

Fig. 6 Influence of the protective effect of amifostine on diarrhea.
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