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Clinical Evaluation of a Brand Product (BASEN®) and Generic Product

(Voglidase®) of Voglibose among Patients with Type-II Diabetes Mellitus
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Summary : The Japan Ministry of Health, Labour, and Welfare presently recommends the use of
generic products versus brand name products in an effort to reduce the national cost of medical care, yet
information on the efficacy and safety of generic products in Japan remains insufficient. The objective of
the present study was to retrospectively evaluate the efficacy and safety of voglibose among eighteen type-
1I diabetic patients (mean age, 66.9 + 9.7 years; males/ females, 13/ 5) who substituted use of the brand
product (BASEN® Tablets 0.2) with use of the generic version (Voglidase® tablets 0.2) at Sendai Postal
Services Agency Hospital. This retrospective study was conducted using data from patients’ medical
records and information on drug prescription. Data from eighteen patients who had substituted the brand
name product of voglibose with the generic equivalent did not change their regimen for > 6 months before
and after substitution. Informed consent was obtained and included in the analysis. Control conditions of
glycol hemoglobin Alc (HbAlc) and fasting blood sugar (FBS) were not significantly different before and
after drug substitution (HbAlc from 6.80 + 0.50 to 6.94 + 0.58% p=0.26, n=18; FBS from 132.9+ 16.3 to 131.9
+ 17.4 mg/ dl, p=0.88, n=8). The level of patient compliance with the two types of medication did not differ
before and after substitution (from 88.5 + 15.8 to 88.6 = 17.2% p=0.98). The number of cases of adverse
effects totaled eighteen before and seven after drug substitution. At Sendai Postal Services Agency
Hospital, none of the patients had to discontinue use of the generic product due to adverse effects, and
significant differences in efficacy and patient compliance were not recognized between the brand product
(BASEN® Tablets 0.2) and generic product (Voglidase® tablets 0.2).
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