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A Prospective Multicenter Randomized Double-blinded Controlled Clinical Trial on Effects of Tiantal No. 1
in Treating Mild Cognitive Impairment WU Zheng-zhi, ZHONG Qi, SUN Su-ping, et al Shenzhen Hospital Affilia-
ted to Southern Medical University, Guangdong (518035)

ABSTRACT Objective To observe the clinical effectiveness and safety of Tiantai No. 1 (TT,) in treating
mild cognitive impairment (MCI). Methods With randomized double-blinded method adopted, the 128 MCI pa-
tients, selected according to the commonly accepted standard for MCI diagnosis, were assigned to 2 groups, the
treatment group (65 cases) treated with TT, and the control group (63 cases) treated with placebo for six
months. Besides, a normal control group with 30 healthy elders was set up. Changes of comprehensive cognitive
function, instant memory, short-term memory, calculation ability, orientating ability of time and space, language
understanding ability as well as Chinese medicine syndromes before and after treatment were observed and com-
pared. Results The cognitive function of MCI patients was significantly lower than that of healthy elders (P <
0.01). The comprehensive cognitive function, and all the above-mentioned abilities were significantly improved
(P <0.05, P<0.01) in the TT, treated group after treatment, with an effect significantly better than that in the
placebo treated group ( P <0.01). Overall evaluation of effect and safety suggested that the clinical effectiveness
index ( CEl) of TT, was notably higher than that of the placebo. And it was found in one-year follow-up that the
incidence of developing to Alzheimer's disease (AD) in the freatment group was strikingly lower than that in the
control group (P <0.01). Conclusion TT, can significantly improve the cognitive function of MCI patients, and
reduce their incidence of developing to AD.

KEYWORDS Tiantai No.1; mild cognitive impairment; cognitive function; random; double-blinded; muiti-
centre clinical trial
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