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	2007 SAPA Member’s Forum - Special Topics in Pharmaceutical

	1:00 pm – 6:00 pm, Saturday, June 9, 2007 

The Technology Center of New Jersey, 675 US Highway 1 South, North Brunswick, NJ 08902
On-line registration at http://sapaweb.org    

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

Click link for driving direction http://www.njtechcentre.com/resources/directions.pdf

	Introduction   1:00 – 1:10 PM
1. 1:10 – 1:50 PM
          Trends in Pharmaceutical Industry 
             Lihu Yang, PhD 

Director, Merck

lihu_yang@merck.com
Dr. Yang received his Bachelor’s degree in Chemistry from Nankai University (Tianjin, China) in 1984, and he was awarded the Chemistry Graduate Program (CGP) Scholarship to study in the US in 1985.  He attended Rice University and completed the total synthesis of quinone alkaloid natural products mitomycin C & saframycins A under the direction of Prof. Tohru Fukuyama.  After receiving a Ph.D. degree in 1990, he joined Merck Research Laboratories as a medicinal chemist.  His current title is Director, Department of Medicinal Chemistry.  His research activities at Merck include enzyme inhibitors, G-protein coupled receptor ligands, solid phase organic synthesis/combinatorial chemistry, and exploratory chemistry.  Dr. Yang served as the president of Sino-American Pharmaceutical Professionals Association (SAPA) in 1999-2000.  Dr. Yang has chaired or co-chaired in many international conferences and scientific sessions, which include the American Chemistry Society (ACS) National meetings, Gordon Research Conference in Medicinal Chemistry, ACS National Medicinal Chemistry Symposium, Winter Conference in Medicinal and Bioorganic Chemistry, SAPA annual meetings and scientific symposia.  Dr. Yang has more than thirty publications, fifty issued patents and more than a dozen invited lectures in universities and international conferences.  
2. 1:50 – 2:30 PM
           Pharmaceutical Process Research and Development
Pharmaceutical process research and development is generally defined as the work performed between drug discovery and manufacturing in the pharmaceutical industry. Its short term goal is to provide API for development activities including all kinds of tests (animals and human beings). The longer term value is the CMC section of a regulatory filing. To that end, a process that is economical, safe and efficient is developed. This presentation will focus on the principles of pharmaceutical research and development. The areas of route, reagent, and solvent selection and optimization of the reaction, work-up, isolation and crystallization will be highlighted, as will API form and quality. The applications of these principles will be detailed through case studies
Jianji Wang, PhD

Senior Research Investigator
Bristol-Myers Squibb
jianji.wang@bms.com
As a Senior Research Investigator in the Process and Development Department at BMS, Dr. Jianji Wang is responsible for pharmaceutical lab, kilo-lab, glass-plant and pilot plant preparation of novel intermediates and drug substances. This includes synthetic route scouting, process development and optimization, API final form selection and particle distribution control, documentation for pilot plant operation, technical support and transfer to manufacturing plants and vendors. Jianji began his career with BMS in 1998 and has more than 10 years experience in the pharmaceutical industry. He received his Ph.D. in Organic Chemistry in 1993 from the University of Fribourg, Switzerland. Prior to pursuing a career in industry, he gained postdoctoral experience with Professor Ian Scott at Texas A&M and Professor Harry Wasserman at Yale. Jianji is author or co-author of 32 publications in organic chemistry and an inventor on 5 patents.

3. 2:30 – 3:10 PM
           MolBridge’s Understanding of Pharma R&D
· Bottle neck in Medicinal Chemistry

· Many gaps between the West and China
· MolBridge: molecules to bridge pharmaceutical drugs
Linrong Yang, PhD
Managing Director

MolBridge

lryang@molbridge.com
Prior to setting up MolBridge in New Jersey, Linrong serviced as Head of Cheminformatics and Molecular Design at Roche R&D Center (China), Ltd.  With understanding leaned from Professor Norman L. Allinger in Molecular Mechanics of Computational Chemistry, Linrong has grasped a couple of key applications in molecular design which lead to real chemical identities at operation level of chemical discovery in life science industries.  MolBridge applies his data mining strategy for the real operation in marketing and sales to bring valuable drug-related chemical building blocks from China to the West.
Break   3:10 – 3:20 PM

4. 3:20 – 4:00 PM
     Patient enrichment trial - a new paradigm for the oncology drug development

Molecular targeted therapy is becoming a main stream in cancer therapy.  However, a targeted therapy often works for specific tumor type(s) and patient subpopulation.  Innovative clinical trial is urgently needed to efficiently identify right compound for right tumor with right dose at early phases before moving to a pivotal trial. This talk will focus on effective translation of biomarker research in drug development with case studies.

Shujian Wu, PhD, MD

Principal Scientist
Bristol-Myers Squibb.
shujian.wu@bms.com
Shujian Wu received his medical degree from Shanghai Medical College, Shanghai China and completed his residency at Chinese Academy of Medical Sciences & Peking Union Hospital, Beijing China.  In 1992, he came to the States and received his Ph.D. at Temple University in 1996.  He then did his post-doctoral training in genomics at SmithKline Beecham (now called GSK) and advanced statistics training at School of Engineering and Applied Science, University of Pennsylvania.  In 1998, he was hired as a senior bioinformatician by Wyeth Pharmaceuticals.  In 2000, Shujian joined BMS Bioinformatics as a senior research investigator.  In 2005, he moved to Clinical Discovery to support oncology drug development. 

Shujian has published many papers in peer-reviewed journals.  He has several patents.  He is a member of ASCO and AACR. 
5. 4:00 – 4:40 PM

     A Quality Perspective of Pharmaceutical Development and Manufacturing
· Why Quality?

· FDA’s Surveillance Trends

· ICH’s Quality Initiatives

· Quality Approaches for APIs and Drug Products

· Pharmaceutical Development & Quality by Design

· FDA’s Quality System Approach for Inspection

· Validation and Change Management

· Corrective and Preventive Actions (CAPA)

Chris Yan, PhD

Associate Director

Forrest Lab

Chris.Yan@frx.com
Chris Yan received his PhD in chemical engineering from the University of Cambridge, UK and started his career at DuPont as a Research Scientist. He then worked for Pharmacia, Elan and Genta with increasing responsibilities. Since 2004, Dr. Yan has been with Forest Laboratories, Inc., Corporate Quality Assurance. His primary responsibility in his current position is to deal with technical issues related to API quality.
6. 4:40 – 5:20 PM

     TBD
Shulin Wang, MD 
Associate Director

Bristol-Myers Squibb
shulin.wang@bms.com     
Panel Discussion   5:20 – 6:00 PM

Organization Committee: 

Ning Yan, Yuezhong Shu, Tsang-Bin Tzeng, Yan Xia, Jisong Cui, Hequn Yin 

Mingde Xia, Charles Wang, Helena Feng
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