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Abstract

Research design was a clinical trial open label study, which was permitted by
ethical review committee Faculty of Medicine, Thammasat University. The trial was divided
into 2 phases.

The objective of Phase | was to determine short-term safety of administered water
extract of Malvastrum coromandelianum (MC) to 10 healthy volunteers. The volunteers
were divided into 2 groups, 5 samples for each, which received 500 milligrams orally and
1,000 milligrams orally, respectively. Tablet was taken only once at 30 minutes before
breakfast. Symptom monitoring, physical examination and laboratory test were carried out
and followed up for 2 weeks. The results revealed that the subjects had no abnormal
findings and no hypoglycemia. They had normal red blood cell count, white blood cell
count, platelet count, urinary test results, kidney function, liver function and blood mineral
content.

The main objective of Phase Il was to determine the efficacy of MC in adjunctively
reducing blood glucose levels in type 2 diabetic patients. The second objective was to
study side effects, level of knowledge, and quality of life of the patients before and after
MC administration. Total 30 participants were recruited and administered 900 milligram
MC at 30 minutes before breakfast for 12 weeks. During the experiment, the subjects had
physical examination and laboratory tests for plasma glucose levels, HbA1C levels,
insulin levels, red blood cell count, white blood cell count, platelets, urine, renal function,
liver function, mineral levels, and blood lipid levels, before and after administering MC in
the 2”d, 4““, 81h, and 12" weeks. Twenty-eight subjects (93.3%) took MC adjunctively with
conventional medicine. The compliance of MC administered was 98.66%. Fasting plasma
glucose and HbA1C values compared before and after administering MC in the 12"
week were significantly indifferent. (Average values of fasting plasma glucose were
174.83+ 6.03 and 158.96 + 6.53, 95% CI of mean difference = -0.72, 32.45; average
values of HbA1C were 8.28 +0.10 and 8.42 +0.24, 95% CI of mean difference = -0.54,
0.26). There were 6 subjects (20%) who had to reduce the dose of conventional medicine

due to lower plasma glucose levels in the 4" week. After the experiment, the subjects’
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