4% © CCMP 90-CT-32

FREBRAREBEEAE

Inspection guideline for Chinese medicine

Clinical Trials in Taiwan

58 K
T # i@
W o2

B FWAT 0 LJBBATRCGEM IS > UL S AR R BB
BREZEMER - AP R E LR AERRR o A THBERRRDY
SB2GHE  RESREMES > BRLERABMEM AR BOEF ~ R~ &
RSB E A R s R EFA - RRE LS -  BRREAR
RIAG 2 T #Sh i REEARRIRM I, (Good Clinical Practice ; GCP) -

BEE TR REERRERALE ) AT T &4, (Inspection)
E¥ > AR EATH SRR ES » ARARWBITHRERTEEE
Bl o TEM ) B BEREIEERARBEER AR EAZ ¥ F M7 o

TERARBABRN  RABRMBETFRIRBEIT EReEHm B
BAe o~ BIER Y > SAEEBRAMPNRE > EFHBERT R AR
PEEETRERGEM - B AHEMFEREH B TAERBR > LIRS
4 GCP eyEs AR Am > 7 B HER R EME LS LT > RBP4
TR P B BRI EMAE EHATIRROARREER L

%
%



BBEANIIRRELSROTE > mEHBRRNERNEE - h—H &Y
Mo RERE > MUAMANERERER > BARFFEXBENES] -
GCP 7 B e R REx gL 86 » IETER R RERI AR > B b B A F i
AT 2 GCP & % » RJE %37 % GCP o ¥ A3 3] sl 4+ E o7 2 A 2 GCP
B HAETEEBRRBOZEREERS -

FASHEE : i RERARMI - P HE - &

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. Auditis 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 regula-
tory requirements (s ) .Inspection is the act by a regulatory authority (ies) of con-
ducting an official 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 traditional chinese medicine try to encounter into the pharma-



ceutical market, same GCP principles will be applied. The audit and inspection system

will also be set up for the traditional chinese medicine.

Keywords : traditional chinese medicine, GCP, audit, inspection.
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2% 2% - £% [Name(s): Chemical » Generic (if
approved) ]
# b4 [ Trade Name(s) (if legally permissible and desired by the
sponsor) ]
F#hx A %] (Edition Number) :
th #z B #8 (Release Date) :
ATHRAR A %] (Replaces Previous Edition Number) :
B #1 (Date) :

18 ~ Fték — (Appendix 2)
E4AFMB4 [ Table of contents of investigator’s brochure (Exampie)])
-HERESE A E L) [Confidentiality Statement (optional) ]
-% % A(H E &) [Signature Page (optional)]
(1) B4k (Table of Contents)
(2) ## (Summary)
(3) ##% (Introduction)
(4) #32 ~ o4 « HRIMK A8 H (Physical - Chemical » and

Pharmaceutical Properties and Formulation)
(5) FEEE &K X% (Nonclinical Studies)
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3. %2 % (Toxicology)
(6) EEARAH (FAAABSLEAMZAER ) (Effects in Humans)
(7) BERE#45 % &8 £ A (Summary of Data and Guidance for the

Investigator)

%% F# ¢ L@k (Publications)
2.3% % (Reports)
2% FHBENSE—F 2% (These references should be found at th end of

each chapter)

Msk (5A % %) [Appendices (if any)]
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