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	2008 SAPA Workshop on Generic Drug Development


	12:00 pm – 5:30 pm, Saturday, September 27, 2008 

McDonnell Hall, Auditorium A01

Princeton University, Princeton, NJ 08544
On-line registration at http://sapaweb.org    

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

                             

	Prior to 1984, there was no organized generic pharmaceutical industry in the US.  The passage of an Act of Congress in that year founded the industry.  Now, generic pharmaceuticals have become an integral part of the growth machine of drug industry. In today's pharmaceutical world, the brand companies are facing significant challenges such as patent expiration, fewer new drug approvals, more drug recalls, price-control pressure, and cheap drug importation threat. In contrast, with equivalent quality but significant lower cost, generic drugs are mounting a robust challenge to branded medications across most pharmaceutical markets. This workshop will provide a venue for learning the generic drug development process and the current trend of generic pharmaceutical industry. Several veteran speakers will discuss business development strategy, patent litigations, product manufacturing and quality control, FDA regulations and ANDA filing. 

Tentative Program



	12:00-1:00 pm

Registration 

1:00-1:15 pm

Dr. Mingde Xia, President of SAPA 

SAPA Update
1:15-2:00 pm

Dr. Salah Ahmed, Executive VP and CSO, Global R&D,

Bar Laboratories.

Topic: Challenges and Opportunities in Global Generic

Pharmaceuticals
Bio: 

Dr. Salah U. Ahmed is the Executive Vice President of Global Research and Development and Chief Scientific Officer at Barr Laboratories, Inc. He is responsible for the development of generic and proprietary pharmaceuticals as well as API and biotechnology products. Barr’s product portfolio encompasses diverse Drug Delivery Systems including parenteral, nasal, ocular, oral, transmucosal, transdermal, and intrauterine routes of administration. The corporation runs its research and development operations in five states in the USA and several countries in Europe.

Dr. Ahmed received his MS in industrial Pharmacy and PhD in Pharmaceutical Sciences from St. Johns University, New York. He has more than a quarter century of pharmaceutical experience, of which about 15 years is at Barr Laboratories, Inc. His leadership role in product development has significantly contributed to Barr’s transformation to a specialty pharmaceutical company and a world leader in the generic pharmaceutical industry. 

Dr. Ahmed has a distinguished track record in pharmaceutical research involving special DDS, solid-state interactions, statistical design and mathematical modeling in product development research, and in-vitro/in-vivo performance of dosage forms. His research work in these areas originated more than 40 patents. He authored or co-authored more than 60 research papers, abstracts and book chapters.  He has been invited to speak at many European and US conferences.

Abstract:


[image: image2.emf]As health care initiatives are gaining importance in the global arena, increasing consumption of medicine  is fueling expansion of pharmaceutical industries.  WHO and local governments in many countries are  sourcing medicines at affordable cost from generic  pharmaceuticals. Majority of the world’s population is  presently treated with generic drugs and there is further potential to prosper.  These generic  opportunities encounter increasing challenges and competition from both local and global companies.  Under standing current competition and market dynamics is crucial to future business. The hurdles faced  by pharmaceutical industries and market landscape will be reviewed.   Strategies to manage current  challenges and to sustain growth for generic pharmaceutical s will be discussed with emphasis on:    ( a )   Business Strategy and Financial Outlook    ( b )   Product Portfolio and Development Capability    ( c )   Regulatory and Legal Constraints    ( d )   Marketing Tactics and Profit Margin.  


2:00-2:30 pm
Zhongying Mao, Head of S & T Office, The Consulate General of PRC in New York

Topic: Current Pharmaceutical Industry in China

2:30-3:15 pm

Dr. Xiaodi Guo, CSO and Executive VP of Huahai Pharma US.

Topic:  Generic Product Development and FDA Approval in China
Bio:

Dr. Xiaodi Guo is the chief scientific officer/Executive VP of Huahai US Inc. located in NJ. During two years at Huahai, Dr. Guo established the Chinese pharmaceutical industry’s first R&D center in USA and obtained the first-ever ANDA approval from a Chinese pharmaceutical company after a successful FDA site inspection in China last year. He has more than 20 years pharmaceutical product development experience and has held various scientific and managerial positions at leading specialty and generic US pharmaceutical companies with growing responsibilities prior to joining Huahai. He was formerly the VP at Abrika Pharmaceuticals (Now Actavis) where he established the company's R&D team and research/manufacturing facility from ground up. In his career, Dr. Guo was the leading contributor of many advanced drug delivery technologies and developed many NDA/ANDA products marketed in US. He has more than 40 publications and is the inventor of more than ten patents.

Abstract:

China is becoming a hotspot of global pharmaceutical R&D and manufacturing and its pharmaceutical market will reach top five in the world during the next few years. China has already become the leading manufacture and supply of chemicals and active pharmaceutical ingredients (API) worldwide. However, the finished dosage form manufacturing in China for highly regulated markets remain as one of the weakest sides of global pharmaceutical service and supply chain. Several Chinese pharmaceutical companies had worked on EU and FDA registration and facility approval for many years. Currently, Zhejiang Huahai Pharmaceutical Co. is the only Chinese company successfully passed FDA inspection and obtained both API and finished dosage form FDA approval. Huahai also passed various inspections from other regulatory agencies, such as EU and TGA, etc.

This presentation will focus on how Huahai used the regulatory strategy to identify the first product for fastest FDA approval, prepared itself to handle FDA inspection, and its intention to become a fully integrated company for global product development and manufacturing. 

3:15-3:30 pm

Break

3:30-4:15 pm

Dr. Ron Liu, President & CEO, AustarPharma

Topic: Market Analysis of Generic Drugs and Strategies Using Drug Delivery Technologies on Generic Drugs to Create Patented New Products
Bio:  Ron has been in the pharmaceutical industry for more than 20 years. Currently, Ron is leading AustarPharma, a pharmaceutical company in developing generic drugs and new drugs/biologics. The core competence of the company is drug delivery technologies. AustarPharma is currently developing several interesting and promising new chemical entities (NCE) and biologics, some of which have already been proven in principle for their safety and efficacy oversea. His company is also working on various drug delivery related products as well as some high sale potential generic drugs.  Prior to his current role, Ron worked for Bristol-Myers Squibb (BMS) as a Director of Global Product Development. During his career at BMS, Ron has been responsible for pharmaceutical product development from exploratory development, preclinical, pre-formulation, drug delivery platform technologies, formulation, process and scale up manufacturing toward commercialization. He has also participated many marketing initiatives including from developing marketing product concepts to launching the products in the market place by working side by side with the Marketing professionals in BMS.  In addition to his responsibility in product development, he has gained extensive experiences in drug delivery technologies and pharmaceutical dosage innovations during his years in the pharmaceutical industry.  One of his special expertise and research interests is water-insoluble drug delivery.  He is the editor and author of the book, entitled "Water-Insoluble Drug Formulation", published by CRC Press in 2000.  Ron is an inventor for a number of drug delivery technologies and formulation patents. In addition, Ron has been a Grant Reviewer for NIH in Drug Delivery, Product Development and Manufacturing since 2004.

Abstract: 

In next 5 years, market exclusivity of branded drugs worth more than $100 billion will be expired. Thus, there will be great opportunity provided to generic drug industry. Furthermore, the development of advanced manufacturing in developing countries has created new opportunities for generic manufacturers. With healthcare providers and governments ever watchful of healthcare cost in the US, it is golden time for generic companies to gain more market shares by providing cost-effective generic drug products over the next 5 years. At the same time, more US generic companies are partnering and investing in India; then looking at China. How a Chinese pharmaceutical company to take advantage of this opportunity will be discussed in the presentation. 

On the other hand, the application of water-insoluble drug delivery technologies as well as controlled-release drug delivery technologies on generic drugs can provide an opportunity to create value added and patented new pharmaceutical products.  This presentation will use case study examples to explore the strategies using drug delivery technologies on patented expired generic drugs to create patented new products. Some key points will include

· Developing intellectual property related to formulation products

· Using delivery technologies to form patent protection plans

· Optimizing patent opportunities to create value added patented drug products.

4:15-5:00 pm

Dr. Kit Chan, Principal of the Law Offices of Albert

Topic: IP Challenges for Generic Drug Development

Bio: Dr Albert Wai-Kit Chan is the principal of the Law Offices of Albert Wai-Kit Chan, PLLC. He is a former research scientist who forged his legal career by combining his training as a molecular biologist with the emerging legal needs of the biotechnology industry in the late 1980s. A former partner at a New York intellectual property firm in New York City, Dr. Chan handles all areas of intellectual property law (including patents, trademarks, copyrights, and trade secrets), and his specialty is biotechnology patents.  He is well-versed in all aspects of prosecution and litigation and is experienced in licensing, technology transfer and the evaluation of intellectual property portfolios in preparation for initial public offerings.  Dr. Chan works extensively with both U.S. and international companies.  He has helped scores of scientists and inventors obtain the intellectual property protection they need to be competitive in their fields.  His clients include prestigious research institutes as well as individual inventors.
Since 1996, Dr. Chan has taught as an adjunct professor of law at The City University of New York School of Law. His classes include intellectual property law, patent law, technology transfer, Internet and the law, food and drug law, and international business law. 

Active in a number of legal organizations, Dr. Chan is past president of the United States-China Lawyers Society, which aims to promote the free exchange of legal ideas between professionals in the United States and China.  Recently, Dr. Chan compiled the Society’s first collection of papers. 

Dr. Chan received his J.D. degree from Columbia University School of Law in New York. He was awarded his Ph.D. in virology at Baylor College of Medicine in Houston, Texas, and he completed his postdoctoral training at Cold Spring Harbor Laboratory in New York as an American Cancer Society postdoctoral fellow.  Dr. Chan is a graduate of The Chinese University of Hong Kong, and he was born and raised in Hong Kong.

5:00-5:30 pm

Roundtable Discussion

Organization Committee
Drs. Handan He, Xiaohui Mei, Bill Wei, Tsang-Bin Tzeng
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As health care initiatives are gaining importance in the global arena, increasing consumption of medicine is fueling expansion of pharmaceutical industries.  WHO and local governments in many countries are sourcing medicines at affordable cost from generic pharmaceuticals. Majority of the world’s population is presently treated with generic drugs and there is further potential to prosper.  These generic opportunities encounter increasing challenges and competition from both local and global companies. Understanding current competition and market dynamics is crucial to future business. The hurdles faced by pharmaceutical industries and market landscape will be reviewed.   Strategies to manage current challenges and to sustain growth for generic pharmaceuticals will be discussed with emphasis on: 


(a) Business Strategy and Financial Outlook 


(b) Product Portfolio and Development Capability 


(c) Regulatory and Legal Constraints 


(d) Marketing Tactics and Profit Margin.



