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Name : Shoei-Sheng Lee, Z/K5%
Position : Professor
Affiliation : School of Pharmacy, NTU

E-mail : shoeilee@ntu.edu.tw

EDUCATION AND POSITIONS HELD:
Education
1986.01 -1987.07 Postdoctoral fellow, Dept. Chemistry, Columbia University, U S A.
1981.09 —1985.12 Ph. D., Division of Medicinal Chemistry and Pharmacognosy,
College of Pharmacy, The Ohio State University.
1977.09 —1981.06 M.Sc., Institute of Pharmaceutical Sciences, National Taiwan
University.
1973.09 -1977.06 B.Sc., School of Pharmacy, College of medicine, National Taiwan
University.

HONORS:
1991-1994 Outstanding Research Award, National Science Council (NSC)
1998-1999 Excellence Research Award, NSC
2002.8 Outstanding Technology Transfer Award, NSC, R.O.C.
2004.5 The Jack Beal Postbaccalaureate Award (College of Pharmacy, The Ohio State
University

RESEARCH INTERESTS:

® Development and application of new methodology in both isolation and structural
elucidation of natural products

® Preparation, Semi-synthesis, and Modification of bio-active natural compounds

® Serum Pharmaceuticals of Chinese herbal medicine and metabolites’ characterization

SPECIAL TECHNIQUE OR FACILITIES:

® High Performance chromatograph-Solid Phase Extraction-Nuclear Magnetic
Resonance hyphenated instrument (HPLC-SPE-NMR)

® HPLC-HRESIMS (high resolution ESI MS)/ CD/ Centrifugal partition chromatograph

SELECTED PUBLICATIONS:
1. “Metabolism of dicentrine: Identification of the phase | and phase Il metabolites in
miniature pig urine”, Drug Metabolism & Disposition 38, 1714-1722 (2010).
2. “Characterization of Anti-AChE Constituents from Annona glabra Assisted by HPLC
Micro-fractionation” J. Nat. Prod. 73, 1632-1635 (2010).
3. “Comprehensive Study of Alkaloids from Crinum asiaticum var. sinicum Assisted by



HPLC-DAD-SPE-NMR?”, J. Nat. Prod. 74, 411-419 (2011).

4. “Metabolism of (2S)-Pterosin A: Identification of the Phase | and Phase || Metabolites in
Rat Urine”, Drug Metabolism & Disposition 40, 1566-74 (2012).

5. “Semisynthesis and Myocardial Activity of Thaliporphine N-Homologues” J. Nat. Prod.
76, 405-412 (2013).

TECHNOLOGY TRANSFER:

Three Technology transfer cases to pharmaceutical company have been accomplished

since 2000.

1. Preparation of Thaliporphine related derivatives and their application in
cardiovascular diseases: Applied to Acute Myocardial Infaraction

2. Aporphines and secoaporphines in prevention and treatment of diabetes: Applied to
both types | and || DM .

3. Steroid glycosides in prevention and treatment of cancers: Applied to hepatoma.
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2010/085811 - ERIL IR TEERNEER IR ACHE 2 F3E » TW 201039836 -

2. Lee YP, Hsu FL, Kang JJ, Chen CK, Lee SS. Metabolism of (2S)-Pterosin A:
Identification of the Phase | and Phase Il Metabolites in Rat Urine. Drug Metab
Dispos. 2012;40 (8):1566-74.

3. Hsu FL, Huang CF, Chen YW, Yen YP, Wu CT, Uang BJ, Yang RS, Liu SH.
Antidiabetic Effects of Pterosin A, a Small-Molecular-Weight Natural Product,
on Diabetic Mouse Models. Diabetes. 2012 Oct 15. [Epub ahead of print]
PMID: 23069626.
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Opportunities for Developing Chinese Herbal Medicine

CPE SR T

Yang-Chang Wu
RKE
PEIBEAPEEFR

Abstract

Chinese Herbal Medicine (CHM) is a famous traditional medicine and has clinical
knowledge accumulated from traditional experience, with a large population uses
herbs as illness treatment, complementary and alternative medicine (CAM), and
dietary supplement. According to 2011 Global Industry Analyst data, the global
herbal medicine market is approximately 69 billion and will be reached to 93 billion
in 2015. However, the variation and multiple “active ingredients” in botanical
products led to the difficulty of botanical drug NDA approved. Hence, how to ensure
therapeutic consistency will be an important issue for further botanic drug
development. Until now, only one product, Veregen, purified from green tea had
been approved by FDA guidance. Notably, in recent year, several botanic drugs
including “S|EERE—R", “BEMETHE", and LEEXAMRR" had been
successfully approved by the TFDA and Department of Health in Taiwan, providing
the opportunities for developing the new botanical drugs. On the other hand, from
new drug development viewpoint, more than a half of new chemical entities (NCE)
were derived from the sources of natural products, indicating the value of CHM in
new drug discovery. Our teamwork devoted to develop Formosan herbal medicine
from bench to clinic. So far, we have identified a promising active compound
protoapigenones (WYC-02) derived from Thelypteris torresiana, and have modified
a series of derivatives such as WYC-0209 for new drug development granted by
NRPB program. Additionally, in an effort to develop a folk remedy, we also research
and develop Antrodia cinnamomea as the lead for further botanical drugs. Taken
together, an overview of current botanical drug development and recent studies

regarding CHM and CAM will be introduced in the symposium.
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Abstract

Getting a drug approved by a regulatory agency has never been an easy task. In
spite of the increased demand for herbal medicines in the past decade, few such
products received approval. For instance, only two botanical drugs have been
approved by USFDA since its publication of Guidance for Industry: Botanical Drug
Products in 2004. Taiwan is no better. While Taiwan’s Department of Health
published Guidance for Registering New Traditional Chinese Medicines in 1998 and
Guidance on Clinical Trials for Plant Extract (Draft) in 2000, so far only three

products received free sales certificate.

LipoCol Forte® was the first new traditional Chinese medicine approved by DOH. |
was personally involved in the whole registration process from IND to NDA. While
being the current president of PhytoHealth, the company that received the first
Botanical New Drug approval, I'm also familiar with its registration process for the
product by the name of PG2° Injection. Both products were approved as
prescription drugs. There is a general perception that it is easier to register a natural
product than pharmaceutical, my experience would tell you to the contrary. The
registration process encountered various difficulties. They’ll be addressed and

discussed.

After seeing the difficulties of meeting registration guidance such that few products
were approved, one may ask whether the current guidance adapted mostly from
that for pharmaceuticals by various regulatory agencies is proper for the natural

products with inherent complex features. This topic warrants further discussion.
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