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Number : CCMP91-CT-103

Drawing diagram for the drafting of guidelines
on the evaluation of clinical trial protocol
and registration of new Chinese medicine,

and the inspection of the clinical trials

Mong-Ling Chu

Center for Drug Evaluation

ABSTRACT

To establish the comprehensive system to evaluate clinical trial protocol and
registration of new Chinese medicine, the one-year project is, to be of assistance of
CCMP, to collect the information related to herbal medicine from other countries,
and to draw diagram for the drafting, step by step, of guidelines on the evaluation of
clinical trial protocol of new Chinese medicine and the registration of new Chinese
medicine. It is intended to provide the manufactures with the proper guidances for
the needs at the beginning of development and registration of new Chinese medicine.
It is also to implement the inspection of the clinical trials issued by CCMP in order
to inspect the trials being conducted in the teaching hospitals following GCP
Guideline. It is expected that the development of Chinese medicine will be in line
with the international trend and its quality will meet the international standard via the
leading guidelines and the GCP inspection.

In the results, based on the information related to herbal medicine from other
countries as well as the current situation of new drug development in Taiwan, Center
for Drug Evaluation (CDE) assisted CCMP to make the amendment of "Guidance
for Registration of New Traditional Chinese Medicine (TCM)". Owing to the
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original guidance covering the regulations related to the clinical trials and
registration of new TCM, it was divided into two drafts, i.e. "Guidance for the
Application of Clinical Trials of New TCM" and "Guidance for Registration of New
TCM" after the amendment. CDE also assisted CCMP to conduct the mock
inspection for 4 clinical trials at mid term.

Keywords: traditional Chinese medicine (TCM), new TCM, clinical trial, mock
inspection
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EMEA:
1. Compilation of general quality questions addressed by the HMPWP.
2. Note for guidance on quality of herbal medicinal products.

3. Note for guidance on specifications: test procedures and acceptance criteria
for herbal drugs, herbal drug preparations and herbal medicinal products
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4. Herbal medicinal products in the European Union (AESGP)
= (FDA) :
Guidance for industry: Botanical drug products (draft)
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Maintenance of the ICH guideline on non-clinical safety studies for the conduct of
human clinical trials for pharmaceuticals (ICH amended on 2000.11.9)

. Compilation of general quality questions addressed by the HMPWP. (EMEA

2001.6.18)

. Note for Guidance on quality of herbal medicinal products. (EMEA adopted in

2001.7)

. Note or Guidance on specifications: test procedures and acceptance criteria for

herbal drugs, herbal drug preparations and herbal medicinal products (EMEA
adopted in 2001.7)

. Herbal medicinal products in the European Union (AESGP) (EMEA)
. Guidance for industry: Botanical drug products (draft 2000.8) (FDA)
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