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	2008 SAPA Workshop on Botanical Drug Development in the US


	1:00 pm – 5.30 pm, Saturday, April 12th 2008 

Meeting Place: NJ Tech Center, 675 US Highway One, North Brunswick, NJ 08902
On-line registration at http://sapaweb.org    

Registration fee:   SAPA member $10, non-SAPA member $25

Click here for driving direction

	The first marketing approval of the botanical drug, Veregen, by the FDA in October 2006 is considered the beginning of the long waiting botanical drug entry into the US market. Therefore, more and more pharmaceutical companies are exploring the possibility to develop botanical drugs in the US. To meet this need, SAPA is organizing this special workshop in a hope to improve our understanding of (1) the FDA regulation on botanical drug development in the US by focusing on several key issues that the industry and the scientific society are facing and (2) the current industrial practice by introducing several main components of botanical drug development process.
Tentative Program
Registration begins: 12:30 PM
1:00-1.05   Introduction 

Simon Li, Workshop Chair

1.05-1.15    SAPA Updates
Dr. Hancheng Zhang, President of SAPA or Dr. Mingde Xia, President Elect

(I) FDA Session
1.15-1.45 Developing Botanicals and other Complex Natural Products for the US Market:  A Regulatory Overview. 

Botanicals and other natural products can be developed as food, drugs, devices and cosmetics in the United States.  This session will provide an overview of the US regulatory process for development of these products as drugs, with emphasis on the “new” drug (IND/NDA) pathway. 
Freddie Ann Hoffman, MD
CEO - HeteroGeneity, LLC

Washington, DC 

www.heterogeneity-LLC.com
info@hetereogeneity-LLC.com
Dr. Hoffman is the CEO and founder of HeteroGeneity, LLC, a Washington, DC-based consulting firm that focuses on the regulatory, scientific and policy issues of botanicals and other complex products.   Following a clinical fellowship at the NCI, where she ran programs in nutrition and biotech, she joined FDA CBER, becoming Chief of the Oncology, Cytokines and Growth Factors Branch. She later became deputy director of the FDA Medicine Staff in the Office of the Commissioner, where she initiated and chaired the agency’s internal working group on botanicals, that finalized the FDA Guidance for Industry -  Botanical Drug Development, in June 2004.  Following her retirement from FDA in 1999, she joined Warner-Lambert/Pfizer Consumer Healthcare as the Senior Medical Director for New Product Development, returning to Washington, DC in 2003 to start her own company.  
1.45-2.15 Regulatory Clinical Pharmacological Perspectives of Botanical Drug Development in US

Since botanical drugs contain multiple components and in most cases the active ingredients are unknown, it is a challenge to investigate the clinical pharmacokinetic (PK) profiles of botanical drugs in humans. Therefore, this presentation will be focused on the regulatory clinical PK perspectives of botanical drug development.

John Duan, Ph.D.

Senior Reviewer

Office of Clinical Pharmacology

FDA/CDER/OTS

Silver Spring, MD 20993
john.duan@fda.hhs.gov
Dr. Duan is a senior reviewer and clinical pharmacologist in FDA. Before he joined FDA, he had been working extensively on natural drug development and research. He was in charge of the researches of natural product in Beijing University of Chinese Medicine as the Deputy Director of the Department of Scientific Research. He has been an active member of the working group for the development of FDA Botanical Guidance.

2.15–2.45 Regulatory Toxicological Perspectives of Botanical Drug Development in the US

Due to the historical and cultural reasons, most herbal medicines have not been thoroughly evaluated toxicologically in animals to provide safety data in support of human clinical trials. The issue that how much preclinical data are needed for a botanical NDA has always been a concern of the industry. This presentation will focus on the regulatory toxicological perspectives in the development of herbal medicines into botanical drug products in the U.S.
Dr. Kuei-Meng Wu

Senior Expert Pharmacologist

OND/CDER

Food and Drug Administration 
Silver Spring, MD 20993
drkmwu@gmail.com
Dr. Wu is a senior expert reviewer in OND/CDER, FDA. Prior joining FDA, he was assistant professor at Downstate Medical Center (SUNY), and had worked in AH Robins (Wyeth) and Proctor & Gamble firms (new drug discovery).  He is a practicing acupuncturist and has been teaching Chinese herbal pharmacology course and Acupunctology course at the FAES graduate school in NIH. He also serves as External Advisor on MSKCC (NYC)/NCCAM Botanical Center Programs.

2.45–3.00  FDA Panel Discussion

3.00–3.15  Break

(II) Industrial Session

3.15-3.45  Opportunity and Challenges for Botanical Drug Development in the US

This presentation will present a case study to discuss the strategy for botanical drug developments in the US, preparation for Pre-IND meeting with the FDA and IND submission, evaluation of human PK profiles with multiple assessments, interaction with the FDA regarding phase II PoC study design and conduct, preparation of clinical supply including placebo for US studies, etc. Finally, issues with botanical drug development will be discussed.

Dr. Simon Li, MD, PhD

VP of Medical Research

Neuromed Pharmaceuticals, Inc

Conshohocken, PA 19428

sli@neuromed.com 
Dr. Li is a medical researcher and neuroscientist with over 20 years of experience on drug R&D including over 13 years of industrial experience obtained at Lilly, Bayer, Pharmacia, and Roche. Dr. Li has extensive hands-on experience in clinical and preclinical research, licensing, regulatory interactions and project management. Clinically, Dr. Li has worked with various CNS drugs such as Prozac, Zyprexa, reboxetine, Aricept, Nimotop and some natural products. Dr. Li held medical leadership responsibility for several CNS programs including candidate evaluation, protocol and CDP development, communication with KOLs, regulatory interactions, NDA submission, trial leadership and CRO management, etc. Dr. Li was also involved in several in- and out-licensing projects with multiple responsibilities.

3.45–4.15 Patent Application for Botanical Drugs

This presentation will focus on how to protect a botanical drug invention by a U.S. patent.  After a brief overview of the patent procedure in the U.S., we will discuss about the novelty, non-obviousness and written description requirements for obtaining patent protection on the botanical drug invention in the U.S.  We will also discuss about the filing strategies and types of claims one can use to protect the botanical drug invention.
Dr. Weihong Hsing, Patent Attorney

Panitch Schwarze Belisario & Nadel LLP
Dr. Weihong Hsing specializes in patent related issues in the biotechnology and pharmaceutical arts.  Her practice involves the preparation and prosecution of patent applications, opinion work on patent validity and infringement, due diligence, rights to operate and patentability analyses, as well as technical support for patent litigation.  Dr. Hsing has practiced patent law at private law firms and in-house at Johnson & Johnson.  Before starting her legal career, Dr. Hsing was a research scientist at Princeton University and a biotech start-up company.  She is an inventor of biotechnology inventions and has various research papers in leading scientific journals including Science and Nature.
4.15–4.45 Development of Global Partnership for Botanical Drugs and Case Studies
Partnership with established pharma companies is a common strategy for late stage clinical development and commercialization. For Botanical drugs, this strategy appears to be challenging due to many issues related to the nature and characteristics of botanical drugs. Dr. Pan will share his experiences and insights in the business development and out-licensing of botanical drug candidates in the US trials. His case studies will cover two botanical products developed by western companies. 

Dr. Kevin Pan, President

BroadSources, Inc.

Dr. Kevin Pan is the founder and president of BroadSources, Inc., a US-based company dedicated to the global development of China-originated innovative drugs. Dr. Pan started his career in pharmaceutical industry from working at Pfizer and Johnson & Johnson. In 2001, he returned to China and joined Hutchison Whampoa, a Fortune 500 Company headquatered in Hong Kong. He was the R&D director of the Hutchison JV with Shanghai First TCM company, and then participated in the foundation of Hutchison MediPharma (HMPL), a R&D company focusing on the globalization of TCM¨Cderived botanical drugs. Currently HMPL has two botanical drug candidates in the US clinical trials. Dr. Pan's responsibilities at HMPL started from leading drug discovery chemistry and IP protection. In his last two years at HMPL, Dr. Pan was the head of business development, and led the activities of global alliance, including the R&D collaborations with P&G and Merck KGaA. In 2007, Dr. Pan returned to the US to reunite with his family, and started a new venture in helping Chinese companies and bringing their products into the global market.
4.45–5.15 Managing Distribution Channel in Pharmaceutical Products in the US
This presentation will be focused on the introduction of commercial business the US, which may be helpful to develop commercial infrastructure and strategy in an efficient and timely manner. Using the recently FDA approved botanical drug Veregen as an example, the presenter will discuss the basic structure of the US pharma market as well as the options a small company can take to market the drug.

Dr. Haishan Xiong, Roche

Dr. Xiong is currently Regional Account Manager at Roche Labs. At this capacity, he is responsible for the hospital product portfolio of Roche in the PA/NJ/NY area. Previously, Dr. Xiong was in marketing. He was a Product Manager of Kytril, one of the oncology brands of Roche. Dr. Xiong also worked in Pricing, Customer Marketing, and Market Analytics. Dr Xiong received his PhD in Physiology from Pen State University and MBA from the Wharton School. 

5.15–5.30  Industrial Panel Discussion



	Organization Committee: 

Overall coordination: Han-Cheng Zhang, Mingde Xia, Charles Wang.

Workshop Chair: Simon Li

Program preparation: Haishan Xiong, Kevin Pan.

On-site registration: Helena Feng, Jisong Cui.

On-line registration: Xiaoying Zhang.

Venue: Jason Jin.




