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Phase I Clinical Trial in Patients with Progressive Cancer

Potential Adverse Reactions

Potential adverse events that occur according to the results of clinical trials conducted in foreign

countries

The clinical trials of this drug are now being conducted in foreign countries, and the following adverse

reactions have been found in 56 subjects:

In 46 patients who took the drug orally, mild to moderate nausea, mild headache, tiredness, brittle
nails, abdominal discomfort, diarrhea, constipation, urine discoloration (yellow), and stool
discoloration (pink) were observed. These symptoms were observed in 6 male patients and 5 female
patients, between the age of 39 and 85. The onset of symptoms was 4 to 33 days after the start of the
administration of this drug. In 10 patients who received the drug by intravenous injection, significant
diarrhea (2 events) and tiredness (2 events) were observed. These symptoms were observed in 2 male
patients and 2 female patients, between the age of 42 and 65. The onset of symptoms was 4 to 10 days

after the start of the administration of this drug.

The degree of severity of adverse reaction was evaluated according to the following criteria.
Mild: The event is transient and easily endurable
Moderate: The events affects daily activities
Severe: The event makes daily activities impossible.
During the period of administration of this drug, potential discoloration in urine, stool and/or skin is

due to the color of the drug (orange-yellow).

Regarding the adverse reactions, the investigator or sub-investigators judged whether there was a

causal relationship with this drug according to the criteria described in the study protocol.
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