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The clinical study to evaluate the safety and efficacy of D-chiro-inositol
in patients with type 2 diabetes

Bon Jeong Ku, M.D., Hyun Jin Kim, M.D.? and Kang Seo Park, M.D.?

Department of Internal Medicine,
Chungnam National University College of Medicine, Deajeon, Korea
Department of Internal Medicine, Eulji University School of Medicineg, Deajeon, Korea

Background : D-chiro-inositol (DCI) is a postreceptor signaling molecule of insulin action.
Blood and urine levels of DCI were decreased in diabetic animals. Treatment of DCI improves
insulin resistance and normalizes blood glucose level in diabetic animals. In diabetic patients,
treatment of DCI has a effect of glucose control in some study but not in others. So we study
to confirm the effect and to evaluate the safety of DCI by the use of pinitol, methyl derivates
of DCIL

Methods : We performed a randomized, double-blind, placebo-controlled study in 82 patients
with type 2 diabetes mellitus who visited the Eulji University Hospital from March 2005 to
August 2005. We checked the change of HbAlc, FBS, and PP2 to evaluate pinitol effect of
sugar control. And also we checked the effect of pinitol treatment to evaluate safety.

Results : We treated with either pinitol or placebo for 12 weeks in 66 patients and completed
the study in 61 patients. There are no difference in the basal clinical or laboratory data between
the pinotol and control groups. In the pinitol group there more decrease in the levels of HbAlc
and in fasting blood glucose than in control group after 12 weeks study. When we performed
subgroup analysis, in patients with a HbAlc level above 8% there was a more effectively
respond to pinitol treatment. Than in less no significant side effects was occurred. There are no
differences in side effects seen between the two groups.

Conclusions : Treatment of pinitol was effective and safe in type 2 diabetic patients who
received oral hypoglycemic agents. This is especially seen in patients with a high HbAlc level
(>8%).(Korean J Med 72:29-36, 2007)
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Figure 1. Study protocol. A total of 82 patients were
screened. 66 patients were randomized in a 1:1 ratio of
pinitol (33 patients) and control (33 patients).

9 olely] @]k WekEl AL, A A7A), @A%, AST/ALT,
BUN/creatinine A, Z7-d 3734 H-&8 5o A
Gzt AR {3k 2pol= GIATHEE 1).

¢l }74] SATHp=0.041). &
JUELI izl ZH2h 188.3+106.5

= 134.2+48.2 mg/dLJJr 172.2+65.1 mg/dL 34
o, FuEio] TR Fo| § TH o] F
HOoZ FostA wrAtH(p=0.0119). 2713 E4
7ol Fof doll Y-S0l 210.9+69.8 mg/dL oz
o] 20374654 mg/dLol om, FUF Fof Foll= I
Y=ol 240.3+83.7 mm/dL, thEato] 224.8+71.2 mm/
dLellch A5 2412 E39] 4% Y& Fol F &
o el FAFeR fold Apole wolA aTh
(p=0.44)(3& 2).

g 24 Ax} Fof ok=o diF miete] WAE

Kl



— gkl A8t A]) c A T72 A Alls T AI557E 2007 —

Table 1. The baseline characteristics of study subjects

Pinitol Control
Age (year) 56.3+9.8 52.9+10.5
Sex (number, %)

Male 9 (27.3) 11 (33.3)
Female 24 (72.7) 22 (66.7)
BMI (kg/m®) 25.30+3.25 26.13+3.03
Systolic BP (mmHg) 127.18+17.20 129.97+12.01
Diastolic BP (mmHg) 76.30+17.96 76.03+7.19
HbAlc (%) 8.38+£1.69 8.41+1.24
Triglyceride (mg/dL) 182.15+99.38 272.03+312.79
Total cholesterol (mg/dL) 177.64+41.16 195.97+36.22
HDL-cholesterol (mg/dL) 39.91£10.03 41.48+8.40
LDL-cholesterol (mg/dL) 102.76+34.18 113.76+48.93
Hemoglobin (g/dL) 13.27+1.19 13.37+1.12
AST (U/L) 23.03+7.98 20.91+5.26
ALT (U/L) 25.15+10.47 23.61+8.02
BUN (mg/dL) 16.83+5.00 15.38+3.82
Creatinine (mg/dL) 0.91£0.15 0.88+0.15

Previous antidiabetic medication
Sulfonylurea 34 36
Biguanides 21 26
a-glucosidase inhibitor 13 8
Meglitinides 0 1

BMI, body mass index; BP, blood pressure; HbAlc, henoglobin Alc;HDL, high density lipoprotein LDL, low
density lipoprotein AST, aspartate aminotransferase ALT, alanine aminotransferase BUN, blood urea nitrogen
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to the baseline HbAlc level after 12 weeks of treatment. the baseline HbAlc level after 12 weeks of treatment.

*p<0.05 pinitol versus control

Table 2. The changes of the parameter of glucose control

Pinitol Control
pre-treat post—treat pre—treat post-treat
HbAlc 8.38+1.69 7.73+1.38" 8.41+1.24 8.40+1.28"
FBS 188.3£106.5 134.2+48.2" 174.6£65.5 172.2465.1"
PP2 210.9+69.8 204.3+83.7 203.7+65.4 224.8+71.2

"p<0.05 Pinitol pre-treat vs post-treat, ! p<0.05 Pinitol post-treat vs Placebo post-treat, HbAlc, hemoglobin Alc;
FBS, fasting blood sugar; PP2, postprandial 2 hour blood sugar
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