Sino-American Pharmaceutical Professionals Association-Greater Philadelphia Chapter (SAPA-GP)
1st Member Conference, January 14, 2006

 “Modern Process of Drug Development from Discovery to Commercialization”

StarEast Restaurant, 2700 Dekalb Pike, Norristown, Montgomery County, PA 19401

Current drug development for unmet medical needs is a very challenge and complicated process which cost the developers $800-$1200 millions to bring a qualified product from discovery to the market. With the believe of increasing challenges in drug development worldwide and China’s continue growth in medicine market in next decade, SAPA-GP is organizing this one day conference to introduce the modern process of drug development in details step-by-step from discovery research and candidate selection, to preclinical development for dosage form design, toxicity evaluation, process development, and analytical development, to clinical development for safety assessment, clinical evaluation, and stability studies, and all the way to manufacturing, regulatory filing as well as commercialization. With the effort of SAPA-GP and the conference, we are promoting a better understanding of the whole picture of modern drug development process to benefit our members and other professionals of our pharmaceutical industry community. 

This is the 1st member conference by SAPA-GP. Its organization and operation rely 100% on volunteers of SAPA local members. All speakers are also volunteers invited from our pharmaceutical industry and with 3-20 years of practical experience. We hope you would like the conference and appreciate the dedication of our volunteers and speakers. 

Best Wishes 

Li Shi, President, SAPA-GP

Jian Li, President-elect, SAPA-GP 

Note from the Organization Committee
The conference will be held at 8:00 am -5:30 pm on January 14, 2005. The meeting registration fee will be $20 for SAPA members and $30 for non-members. The fee will cover the meeting cost, a breakfast, two tea/snack breaks, and a buffet lunch (combination of Chinese and American food served in buffet format). Due to limitation of only 120 seats available, we will provide only on line registration starting on Jan 1, 2006 on www.sapa-gp.org.

If your company is interested in being a sponsor for this conference, please feel free to contact: Ming He at minghe_pa@yahoo.com or Zhongda Zhnag at zhongda7@yahoo.com
Ming He, Chair, Member Conference, SAPA-GP

Zhongda Zhang, Chair, Member Conference, SAPA-GP

SAPA-GP 1st Member Conference

Modern Process of Drug Development from Discovery to Commercialization

January 14, 200, 8:00 am – 4:50 pm

Conference Room, StarEast Restaurant, 2700 Dekalb Pike #111 East Norrition, PA 19401

	8:00-8:20
	
	                     Registration (picking up name tags) and Breakfast (Service between 7:30-8:20 am)

	
	
	

	
	
	Morning Section Chair : Ming He (Validation, Merck)

	8:20-8:30
	
	Opening Remark by SAPA-GP President: Li Shi (Pharm. R&D, Merck)

	
	Discovery
	

	8:30-8:55
	Drug Discovery Research
	Basic Research in Drug Development – Where the Drug Discovery Begins
Chang Bai, Research Fellow, Molecular Endocrinology/Basic Research Merck

	8:55-9:20
	
	Animal Model of Disease for Preclinical Drug Discovery and Development


Xinkang Wang, Senior Investigator, Cardiovascular Disease Research and Drug Discovery, BMS

	9:20-9:45
	Medicinal & Discovery Chemistry  
	The Role of Medicinal Chemistry in Drug Discovery:  Principles and Practice


Wenyong Wang, Principal Scientist, Medicinal Chemistry GSK

	9:45-10:10
	
	Medicinal Chemistry: From Drug Discovery to Drug Synthesis


Zhongda Zhang Principal Scientist, Chem R&D, BioMol

	
	
	

	10:10-10:20
	
	Morning Tea Break (10 minutes)

	
	Pre-clinical Development
	

	10:20-10:45
	Formulation Development
	Pharmaceutical Developability of Drug Candidates 

Chao Pin Lee, Manager, Physical Properties & Developability, Pharmaceutical Development, GSK

	10:45-11:10
	Drug Metabolism
	Building Intrinsic Quality Into Molecules Key Questions and Technologies in ADMET

Hequn Yin, Principal Fellow, Exploratory Development Compound Selection, Novartis

	11:10-11:35
	Process Research, Development & Monitoring
	Chemical Process Research and Development: Roles and Challenges


Hua Marlon Zhong, Principal Scientist, Group Leader, Chemical Process R&D, J & J

	11:35-12:00
	
	The Role of Analytical Sciences in Chemical Development


Jiangou An, Sr. Investigator, Anal.Chem, Method develop. & validation for IPM, Release test, GSK

	
	
	

	12:00-12:40
	
	Lunch Break (40 minutes)

	
	
	

	
	
	Afternoon Section Chair: Zhongda Zhang (Chemistry R&D, BioMol)

	
	Clinical Development Stage
	

	12:40-1:05
	Safety Assessment

	Role of Safety Assessment in Drug Discovery/Development
Yun Zhang,  Safety Assessment, Merck

	1:05-1:30
	Analytical Support
	Analysis & Control in Drug Development: From Preclinical Candidate to Commercialization


QingXi Wang Senior Research Fellow, Analytical & Characterization, Develop & Validation, Merck

	1:30-1:55
	
	Pharmaceutical Stability Testing for Drug Substance and Drug Product


Haisong Tan, Principal Scientist, Pharmaceutical Development, GSK

	1:55-2:20
	Clinical Research

	Preparation & implementation of Patient Risk Management Plan during Drug Development

Rebecca Wang, Senior Director, Clinical Drug Safety, AstraZeneca 

	2:20-2:45
	
	Overview of Clinical Pharmacology in New Drug Development

Tsang-Bin Tzeng, Senior Director, Clinical Pharmacology, AstraZeneca

	
	
	

	2:45-3:00
	
	Afternoon Tea Break (15 minutes)

	
	Regulatory Filing
	

	3:00-3:25
	Regulatory Affair
	Regulatory Affairs an Integral Part of Drug Development


Jiwen Zhang, Manager, Regulatory Affairs: IND/NDA/BLA, CMC/DMF Wyeth

	3:25-3:50
	CMC DMPK
	CMC Regulatory and Filing Strategies


Naidong Ye, Director, CMC and DMPK. Velapharm

	
	Manufacturing
	

	3:50-4:15
	Manufacturing Operations
	Pharmaceutical Manufacturing As an Element of Competitive

Stephen Yu, Director, ISPE Guide, Production Eng., manufacturing operations, AstraZeneca

	
	Commercialization
	

	4:15-4:40
	Marketing Development

	Marketing to Provider, Patient, Payor and Intermediary : Commercialization in the US Market Haishan Xiong, Product Manager, Oncology Marketing, Roche

	
	
	

	4:40-4:50
	
	Closing Remark by SAPA-GP President: Li Shi (Pharm. R&D, Merck)


