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ABSTRACT

A study of clinical trial method for safety of herb—acupuncture

Jun, Kum Sun - Nam, Sang Soo ' Lee, Jae Dong - Choi, Do Young
Ahn, Byoung Choul - Park, Dong Seok - Lee, Yun Hp - Choi, Yong Tae

Dept. of Acupuncture & Moxibustion
Oriental Medical College, Kyung Hee University

This study was done in order to vpresent clinical trial method for safety of
herb-acupuncture. The results were summerized as follow:

In case of western medicine, clinical trial divides into four phase
1. Phase [: Investigate safety and drug movement for health people.
2. The first phase I: Investigate safety, effectiveness for the limited patient.
The late phase II: Investigate propriety of an applicable disease, the way to use and dose.
3. Phase I: Through the comparative, public trial, investigate a final, applicable disease and
side effect.
4. Phase IV: After NDA, investigate safety and effectiveness for the wide patients.

In case of herb-acupuncture, we have to investigate the following for safety and effectiveness

1. Drug dose: Decide with 1/2 or 1/3 of oral dosage or a basis of animal’'s ofmaximum
dosage or a ratio of man and animal. ‘

2. Toxicity: Examine blood, urine, liver function, EKG, after herb-acupuncture during acertain
period of time. ' .

3. Regional response: Estimate response of sWelling. redness, pruritus. etc

4. Treatment effectiveness: After exactly diagnosis, estimate effectiveness with a objective
guide post.

Key words: herb-acupuncture, safety
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