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Key E lan ents for Evahating Therapeutic Effects of New TCM s
Wang Hanan
Center for Drug Evaluation, State F ood and D rug Adm inistration

New TCM, as a pham aceutical product and its therapeutic effects shall be evaluated n line w ith scentift stand
ards generally applied in the industry. A randam ized blinded and controlled process makes a typ cal approach Hrsuch

evabiation Syndrane is amajor elanent for clinical evaliation as the comb nation of both syndrane and disease m ay

W orld. Science and T echnology M odemizaton of Traditional Ch inese M e icine and M ateria M edica) 23



2007 *xVol9Nal

lead to amore convincing result However syndrame related evaluatbn shallnotbe based on a syndrane that does not
exist Scientific evaluaton of herapeutic eflects of new TCM drugsm akes a key Ink in boostng the TCM developm ent

This paper discusses a range of issues concem ng the evahation of the therapeu tic effects of new TCM drugs and assoct
ated registraton and technical reviews mncluding sx major elam ents that are generally used n evaliation Author be
lieves that therapeutic evaluation of new TCM drugs w ill gradually be perfected and enriched abng with ncreasngly
raised level of Chna’ s clnical research

Keywords nev TCM dwgs therapeutic effects key elements
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Chenom ics— integrated G lobal Systean s Bbbgy A Holistic M ethodology of Study
on Com patibility and M echanisn of Fomulas i Traditional Chinese M edicine
Luo Guoan, Liang Q iong lin, Liv Q) ingfe; Zhang Rongli Yang H uihua, LiXue, Wang Yining
Key Lab of Chan ical B iology of M inistry of Education, D epartnent of Chenistry, T singhua Unwersity;
M adern Research Center  TCM, Institute o biomedicing T singhua Un wersity, B eijing 100084
JiaWei
S chool of Phamacy, Shanghai Jiao Tong Unwersity, Shanghai 200240
Zhang Weidong, Zhang Chuan
College of Phamacy, Second M ilitary M edical Uniersity, Shanghai 200433
LiYikui
Xiuan Hopita] China Acadany o Trad itional ChineseM edicing B ejing 100091

A holistt methodobgy heanan ics— ntegrated global systans biobgy, was developed for the study of mnteraction
betw een external intervention systan (TCM ) and b blogical response system ( living systen) on the basis of fundamental
principle of Traditbnal Ch neseM ediche (TCM) and systems bblogy Them ehodology provided a platforn of canmu-
nicatbn beween TCM and modem science, unveiling the substantial foundaton and phamacobgicalmechanisn, under
standing the theory of canpatbility guiding the development of new campositem edicing facilitating the successbn and
progress of theories of TQM.

Keywords chenan ics— mntegrated global systems biology; chemamics Traditional Chinese M edicne bmula sys

tean — systen interactbn
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