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Human tolerance and safety of total flavonoids of Scutellaria barbata Capsule in
Phase [ clinical study

WANG Hui, HU Si-yuan, JIA Jing-yun
First Teaching Hospital of Tianjin University of Traditional Chinese Medicine, Tianjin 300193, China

Abstract: Objective To evaluate the tolerance and safety of total flavonoids of Scutellaria barbata capsule by single or multiple
oral doses in healthy volunteers, and to assess the safety range of clinical use of drugs and given-drug project in phase Il clinical trial.
Methods Thirty-six healthy volunteers were randomly divided into either single-dose or multiple-doses groups. In single-dose
group, subjects received oral doses of 2, 4, 6 and 9 capsules; While in multiple-doses group, subjects received 2 or 3 capsules, thrice
per day, for 7 d. The safety profiles and tolerability were evaluated by observing the symptoms, vital sign, and laboratory parameters
including blood, urine routine, stool routine, liver and kidney function, ECG, and so on, at the same time, the adverse reactions which
may occur were recorded. Results ~Slight diarrhea transient may occurr in volunteers with single dose of 6 capsules and multiple
doses of 3 capsules, thrice per day. The above-mentioned dose range may not cause changes in vital signs and other laboratory
parameters. Conclusion Total flavonoids of Scutellaria barbata capsule is safe and well-tolerated at the doses observed.
Recommended phase II clinical trial dose is proved to be single dose of 9 capsules and successive dose of 3 capsules, thrice per day.
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