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Clinical Assessment on the Safety of Chunghyul-dan (Qingwie-dan)

Ki Ho Cho, Woo Sang Jung, Seong Uk Park, Sang Kwan Moon, Young Suk Kim and Hyung Sup Hae

Department of Cardiovascutar & Neurologic Diseases (Stroke Center),
College of Oriental Medicine, Kyung Hee University, Seaul, Korea.

Background and Purpose : Chunghyul-dan has been widely used in the Department of Cardiovascular & Neurologic
Diseases, Kyung Hee Oriental Medical Center to prevent stroke by lowering serum cholesterol level. Previous experimental
and clinical studies revealed that Chunghyul-dan had therapeutic effects on hyperlipidemia by inhibiting HMG-CoA reductase
and pancreatic lipase. It was also reported that Chunghyul-dan showed an anti-oxidation effect by scavenging free radicals and
inhibiting nitric oxide synthesis. Therefore, we examined the safety of Chunghyul-dan on all subjects who had been treated
with it.

Methods : We performed a retrospective study by reviewing the medical records of those who had been administrated
Chunghyul-dan at Kyung Hee Oriental Medical Center from February 8, 2001 to December 31, 2002. The subjects general
characteristics (gender, age, medical history, and present illness), recorded adverse effects, and the results of laboratory
findings were obtained and analyzed to assess the clinical safety of Chunghyul-dan.

Results : Six hundred fifty six subjects were treated with Chunghyul-dan. Clinical adverse effects appeared in 13 subjects,
the major symptom being indigestion (8 subjects). The apparent frequency of adverse effects was much lower than that in
previous reports on the safety of certain medications. On investigation of laboratory findings, we could not find any hepatic or
renal toxicity.

Conclusion : We suggest that our results contribute towards confirming the safety of Chunghyul-dan by offering clinical
evidence, (J Korean Oriental Med 2003;24(3):45-50)
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Table 1. Composition of Chunghyul-dan
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(Table 2).

Constitute herbs Scientific name Weight(g/capsule)
Scutellariae Radix( 5% Scutellaria baicalensis GEORGI 0.28
Coptidis Rhizoma(#&) Coptis japonica MAKINO 0.28
Phellodendri Cortex(E1H) Phellodendron amurense RUPRECHT 0.28
Gardeniae Fructus(§g 1) Gardenia jasminoides ELLIS 0.28
Rhei Rhizoma(K &) Rheum palmatum L. 0.07
Total 12
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Table 2. Subjects’ General Characteristics
Variables Values
Age, yr 59.9+10.3 (25 to 85)*
Gender, female 355 (54.1)
Present diseases Cerebrovascular attack 249 (38.0)
Hypertension 129(19.7)
Diabetes mellitus 16( 24)
Hyperlipidemia 133 (20.3)
Ischemic heart disease 9( 14)
Others 120 (18.3)
Average administration days of Chunghyul-dan 95.61+109.4

Values in Parenthesis are percentage.
*: Mean =Standard deviation (range).

Table 3. Summary of Clinical Adverse Effects to Chunghyul-dan

Adbverse event(s)

No.

Days when adverse effect(s) appeared after
administration of Chunghyul-dan

Gastrointestinal disorders
Indigestion

Neurologic disorders
Headache
Insomnia

Others symptoms
Chest discomfort
General fatigue
Thirsty

Abnormal laboratory finding (n=80)
ALT clevation
AST elevation
BUN elevation
Cr elevation

8

o oo

0

41.0+30.2 (10 to 103)*

30
11

35
40
30

Total

13

ALT, AST, BUN, and Cr indicated alanine transaminase, aspatate transaminase, blood urea nitrogen, and creatinine.

*: Mean= Standard deviation (range)
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