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Report on the Clinical Study of Single-Dose Administration of XYZ to Healthy
Male Adults

Code for test substance: XYZ

Summary:

The test substance was administered to a total of 32 healthy male adults by
single intravenous drip in different doses (0.5 mg/kg, 1.0 mg/kg, 2.0 mg/kg, and
3.0 mg/kg). In each dose group, XYZ was administered to six subjects and a
placebo was administered to two subjects. The purpose of the study was to test
the safety of single-dose intravenous drip administration of XYZ, estimate the
range of safe dosage, and examine the movement of the test substance.

Safety:
Atotal of 40 instances of side effects were observed in 10 subjects (23 instances
in 2 subjects [1.0 mg/kg group], 5 instances in 2 subjects [2.0 mg/kg group], and
12 instances in 6 subjects [3.0 mg/kg group]). A total of 20 instances of clinical
symptoms were observed in 3 subjects (14 instances in 1 subject[1.0 mg/kg
group] and 6 instances in 2 subjects [3.0 mg/kg group]). These symptoms were
symptoms that accompany the inflammation of the salivary glands and the
common cold. It was assumed that the former type of symptoms appeared after
the administration of XYZ and were possibly due to latent infections. Atotal of 20
abnormal fluctuations of clinical examination data were observed in 10 subjects
(8 instances in 2 subjects [1.0 mg/kg group], 5 instances in 3 subjects [2.0 mg/kg
group], and 7 instances in 5 subjects [3.0 mg/kg group]). In addition to the
abnormal fluctuations of clinical examination data caused by the inflammation of
the salivary glands and the common cold, the following were observed:
1) An increase of white blood cells in urine in the 1.0 mg/kg group
2) Atemporary decrease of white blood cells and neutrophilic leukocytes
and a temporary increase of lymphocytes (limphocyte ratio) in the 2.0
mg’/kg and 3.0 mg/kg groups

Movement of the test substance:
The movement of XYZ was observed to be nonlinear. Excretion of XYZ in urine
could not be observed.



Conclusion:

The side effects observed in this study indicated that administration of XYZ
possibly lowers resistance to infection. However, no serious symptoms were
observed. The clinical examination data partially showed dose-dependent
fluctuations that indicated pharmacological action of XYZ, but no clinically
problematic symptoms dependent on the fluctuations were found.



