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Peter Ho, M.D., Ph.D., 
Senior Vice President, Oncology, CEDD, GlaxoSmithKline
1. Sherry: Among your four lessons that you and your group learned from your experience doing clinical trials in China, which one do you think is the most important? 

The most important lesson is the experience that we gained (through our GSK China colleagues) in regulatory submissions to SFDA seeking approval for conducting clinical trials.  The review timelines (7-12 mons) are much longer than that for FDA (30 days) so that needs to be factored in.  In addition, SFDA commonly requests face-to-face meetings with the sponsor as part of the review process.  This requires the active participation and presence of central R&D staff at these meetings to provide technical support as well as an indication of the sponsor's commitment to the proposed study(ies) in China.

2. Recently GlaxoSmithKline announced to open a R&D center in China, while some other multinational pharmaceutical companies, such as Roche, Wyeth, and etc., have already established their base in China. Where do you think this trend will go and how it would impact the Chinese pharmaceutical professionals abroad?  

GSK's recent decision follows that of some pharma sponsors in expanding pharmaceutical R&D activities in China and precedes that of other pharma sponsors who will follow in our footsteps.  There is an interesting disparity between the high proportion of overseas Chinese pharmaceutical professions (preclinical & clinical scientists, physicians, statisticians, and data managers, commercial and marketing colleagues), the increasing numbers of pharmaceutical professionals within China, and the relative paucity thus far of pharmaceutical sponsors' R&D footprints within China.  As the R&D industry grows and matures in China, there will undoubtedly be a greater need for the technical expertise and practical experience that many overseas Chinese pharmaceutical professionals possess.  Whereas as recently as 5 years ago, many in the West would not consider a temporary posting or repatriation to China because the quality of pharma R&D activities could not match up with that in US or EU, that gap is closing at a blistering pace such that this same question is increasingly one that gives pause for many now.
Evan Loh, M.D., 
Vice President, Clinical Research & Development, Wyeth 
1. Sherry: Dr. Loh, from your biography, you were very successful in academics in your early years with more than a hundred of publications; later, you decided to transition into the industrial world and have been also successful in your career. Could you share with us what made you commit the transition and what you have learned from the industrial world? 

Evan: I enjoyed academic research a lot and I did very well too. But along the years, I realized I wanted to develop a more in-depth understanding of translational medicine development opportunities. So I decided to transition into the pharmaceutical drug development industry and continue to believe that I made the right move. I have been exposed to more exciting and scientifically broad-based clinical research and development and more strategic planning and decision-making. My industrial experience made me more of a broader strategic thinker. In addition, what I have learned all these years is “Be humble”- the spirit and attitude that will make you want to learn and grow. It does not matter how much you know, you can always learn more and be more. 

2.  Sherry: In your talk, you divided the clinical development into two parts: learn and confirm which are connected by the transition period. How do you make sure there will be minimal knowledge gap in between?

Evan: Communication is the key. There will certainly be knowledge gaps within groups. We try to minimize the gap by providing sufficient communication tools and facilitating communication within the groups, teams, and the company. 

3. Sherry: We have seen more and more multinational pharmaceuticals establishing their R&D centers in China. What do you think of this trend? How do you think strategies such as globalization and centralization work for pharmaceutical companies?

Evan: First of all, you have to be careful when you see pharmaceutical companies are doing that. You have to look at their strategy. Different companies make different strategic moves. For example, Roche in China is focusing on chemistry and lead optimization, while Wyeth has a focus on all facets of clinical trial implementation in China.  Companies are leveraging the advantages that China can offer so far and making decisions that will allow them to succeed on a globalization basis. Secondly, to my personal perspective, drug discovery and development is such a long and complicated process. The trend of going to China is inevitable, but centralization of the R&D core strengths is also very important to maintain the core competencies of a pharmaceutical business. 

4. Sherry: You have been so successful in your career. What would you recommend the younger generation to do in order to make an impact in the US and China?

Evan: You need to make a difference locally first. Be successful and productive in your current position and then succeed in various leadership roles throughout your organization and industry. Then you will have the credibility in your voice that will allow you to influence and lead change initiatives. For example, after all-these-years of diligent work, I was fortunate enough to become vice president of Clinical Research and Development at Wyeth. Now I am able to talk with many of the executives and change leaders in our organization and hopefully, there are more and more settings where some of my ideas will be considered on behalf of enabling Wyeth to be an industry-leading organization.   
John Baldwin, Ph.D., 
President and Chief Scientific Officer, Vitae Pharmaceutical Inc.
1. Sherry: You have been such a successful entrepreneur, founding Pharmacopoeia and Vitae sequentially. From a bench chemist to an entrepreneur, you brought in exceptional visions on how to increase drug discovery productivity, establish a well-rounded pharmaceutical business, and stay competitive in the industrial world. What would say to entrepreneurs who want to establish their own pharmaceutical business?
 

Dr. Baldwin: First, the entrepreneur must have a good idea, something unique. Second, one needs money to start a company. This implies that one must convince Venture Capitalists that your business has a high likelihood of being successful. As an alternative, one can search for capital from Foundations and Government and State grants. Third, one needs contacts within large Pharmas so that doors are opened and you have the opportunity to convince key people that you have something to offer that they need. Fourth, one must build the company on a strong business foundation. Fifth, the whole process requires time, perseverance and energy.
 

In addition, books have been written around this topic by much more experienced individuals. I would suggest a careful study using these resources.
 

China, today, offers many business opportunities. If the new company will depend on US and European Pharmaceutical companies many of the points above will apply.
 
2. Sherry: One of the strategies that big pharmaceutical companies take to fill up the pipeline is to in license drug compounds from other smaller companies. With more competitions going on during the bidding process, the bidding price just gets higher and higher. Do you think this trend will eventually hurt patients who are the end buyers of the drug product? 
 

Dr. Baldwin: The dollars to bring in a drug or potential drug is small compared to the $888 million required for the discovery and development of a NCE internally. One could argue that a licensed compound is a less expensive and less risky way to fill the pipeline and should therefore reduce the price to the patient. Large Pharma controls the pricing not the Biotech. The price of $888 million also includes the cost of internal failures along the way.
Randall Sunberg, J.D.
Senior Partner, Morgan Lewis & Bockius LLP
1. Sherry: In your talk, you mentioned the protection of pharmaceutical start-ups’ economics and the protection of the product development. But intellectual property regulations can vary from country to country. How would you and Morgan Lewis do to protect your clients to the best of their interest?

Mr. Sunberg: We have office in Europe and Asia with intellectual property lawyers who can assist clients in developing a global patent strategy.

2. Sherry: Do you think strategic alliance, licensing, and collaboration between small pharmas and big pharmas would ultimately solve the productivity problem facing the current pharmaceutical industry? What would you think these strategies would impact the end consumers-patients on pricing and availability?
Mr. Sunberg: Big Pharma companies use partnering and licensing deals to augment their internal pipelines, but collaborations are a way for companies of all sizes to share the risk and reward of product research and development.

3. Sherry: What do you think the biggest hurdle for China to develop its own pharmaceutical innovation capability? What would you recommend to improve the current situation?

Mr. Sunberg: I think the biggest hurdle for the biotech industry in China is to move from a fee-for-service business model to a research and discovery-based model. One element that can help this happen is the presence of venture capital-type financing and university technology transfer to new and emerging companies. 

