3% ¢+ CCMP90-CT-34

FRERKRAREB/EER

Inspection for Chinese medicine

Clinical Trials in Taiwan

7 BA K5
T % @
W %

4

BL FWAT 0 L ABATRCEM MG 0 ARG ELAMEERAA RG
PR EZAER AP REZORABEARRR « & THIRERABRLY
HAB2 T - RS RAEHS > ARLRRBAEMRBEESN ~ 25~ &
IESFR PR o RS - SRR EFA - R E e E % - SHAKARR
A5 % 2 518 R es R 3RE#.5 , (Good Clinical Practice ;: GCP) -

BEE T RSEREARRBRAN , L/A%IT " B4 (Inspection)
B¥ 0 DHRARETHERARNEE > RARWETHERTEARE
Bl o TE4% | HERPHEBMRRERARELAZEFE FMlsT o

FEARB BN RABRMETFRAEREI T R EER B
mAe s GMER Y 0 SAEEBRAMZRE  EFHMBEEIRT R K AR
B b 4 & ¥R E R - (2B ER BB THERBM  LIBRAT
4 GCP eyBs R Ey » P B B EE R EAF £ 384T > At3Br 4
PAT P E LR R ERIEE -

BRI EIUTHR > RAEEMZEBERRARE > Hbkt 2% AT

N1

— 153 —



FRE BRI BEERAR T RN © 84S RANRATH I ZEER
RPN e b BEERARZ M 0 B R IATER F‘i%’a‘ﬁﬁﬁaéii,%ﬁiﬁ
%&%@ % 248 3.2 & 4 BS R mn¢w’w%ﬁﬁﬁ%%ﬁ%
Vs o PR BRELIRHRE RS P Sm %%%%%%%Eﬁ
ﬂ’é¢m#ﬁ%ﬁ%$ﬁ%x&mﬁé@ﬁlmﬁﬁ Ry S R

BIR » P15 EIR 34 A AR E A T K ©

RAfEE | BB RERARMAI - PREE s B R EM -

National Yang-Ming University
Larry Low-Tone Ho, MD

ABSTRACT

Good Clinical Practice (GCP) is the standard for the design, conduct, perform-
ance, monitoring, auditing, recording, analyses, and reporting of clinical trials that pro-
vides assurance that the data and reported results are credible and accurate, and that the
rights, integrity, and confidentiality of trial subjects are protected. Audit is a systematic
and independent examination of trial related activities and documents to determine
whether the evaluated trial related activities were conducted, and the data recorded,
analysed and accurately reported according to the protocol, sponsor's standard operat-
ing procedures (SOPs), Good Clinical Practice (GCP), and the applicable regulatory
requirements(s).Inspection is the act by a regulatory authority(ies) of conducting an of-
ficial review of documents, facilities, records, and any other resources that are deemed
by the authority(ies) to be related to the clinical trial and that may be located at the site
of the trial, at the sponsor's and/or contract research organis ation's (CRO's) facilities,
or at other establishments deemed appropriate by the regulatory authority(ies). GCP

audit and inspection are needed to ensure the proper conduct of a clinical trial. As the
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traditional Chinese medicine try to encounter into the pharmaceutical market, same
GCP principles will be applied. The audit and inspection system will also be set up for
the traditional Chinese medicine.

No clinical trial qualified to the criteria of audit during the study period. This pro-
ject is shift to visit the seven traditional Chinese medicine clinical research centers. All
clinical research centers had the facilities to execute traditional Chinese medicine cli-

nical research.

Keywords: traditional Chinese medicine, GCP, audit, inspection.
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