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************************************************************ 
BioCentury This Week, See new program Webcast Starting Sunday, May 26, 2013 
www.biocenturytv.com, Available anytime starting at 9:00 a.m. EDT 
 
Date: Original broadcast Sunday, Starts May 26, 2013 

Watch the Broadcast 
8:30 - 9:00 a.m. EDT 

WUSA Channel 9  
in Washington, D.C. 

Watch on the Web Any Time 
www.biocenturytv.com 
Continuously available  
starting at 9:00 a.m. 

New weekly shows go online at 9:00 a.m. EST on Sundays. Prior shows available 24/7 in the online 
Program Archive. 
Topic: “BioDefense Bulwarks: Did Billions Buy Safety?” 
Speakers: Dr. Robin Robinson, Director of the Biomedical Advanced Research and Development 
Authority (BARDA) and Dr. Luciana Borio, FDA Assistant Commissioner for Counterterrorism Policy and 
Director of FDA’s Office of Counterterrorism and Emerging Threats. 
 
Topic Description 
Natural and man-made medical threats — pandemic influenza, exposure to radiation, bioterrorist 
attacks and the specter of chemical war — are back in the news. 
And questions are being asked again: Are we safe? Is the investment in medical countermeasures 
being managed properly? And is austerity affecting our ability to prepare? 
The newest edition of BioCentury This Week television poses those questions to the leaders of 
America’s biodefense enterprise: 
• Dr. Robin Robinson, Director of the Biomedical Advanced Research and Development Authority 
(BARDA). 
• Dr. Luciana Borio, FDA Assistant Commissioner for Counterterrorism Policy and Director of FDA’s 
Office of Counterterrorism and Emerging Threats. 
 
They discuss what taxpayers have gotten from $5.6 billion spent on countermeasures over the past 
nine years; as well as 
• Why the White House is not asking Congress to fund a long-term special fund to buy 
countermeasures; 
• BARDA’s aspirations for a $200 million venture style fund for biodefense; 
• FDA’s new powers to issue emergency use authorizations ahead of crises; 
• Why the “animal rule” was a regulatory tool that “was ahead of the science;” and 
• The need to establish a regulatory pathway that “is viable for developers to develop the products.” 
******************************************************************************************* 
Bio2Device Group, Tuesday Morning, May 28, 2013 
 
Topic: “Sleep Apnea” 
Speaker: Nat Bowditch, founder and CEO of OrthoHub 
Date and Time: Tuesday morning, May 28, 2013, 8:30am  
Location: Sunnyvale City Council Chambers, 456 West Olive Ave., Sunnyvale, CA 
Cost: No charge 
No registration required 
 
Topic Description 
Obstructive sleep apnea is a growing problem. The most widely used treatment, Continuous Positive Airway 
Pressure (CPAP) is very effective in preventing airway blockages during sleep, but patient compliance is 



 

 

poor. In this presentation I will review the devices and interventions aiming to compete with CPAP, as well 
as innovations in CPAP that aim to improve patient compliance. 
 
Speaker Bio 
Nat Bowditch has worked in the medical device field for 25 years. Nat is the founder and CEO of 
OrthoHub, a software company developing software for orthopedic applications. Previously, Nat 
founded and served as CEO of Hancock Medical, which is developing a new therapeutic device to treat 
sleep apnea. In 2009-10, Nat served as Vice President of Sales and Marketing for IntraPace, which was 
developing gastric electrical stimulation as a treatment for obesity. As CEO of Apneon from 2006-2008, 
Nat managed the development and clinical testing of implantable magnets as a treatment for sleep 
apnea. Before entering the sleep apnea field, Nat worked for Avantec Vascular from 2001-06. The 
company raised $18 million to commercialize its coronary stents and balloons. Nat served as Vice 
President of Sales and Marketing, growing international sales to $21 million. After Avantec was sold to 
a Japanese company for $165 million, Nat was promoted to CEO of the US subsidiary. Nat holds 
degrees in biology from Cornell University and Stanford University, and an MBA from the University of 
Chicago. 
 
*************************************************************************************************** 
Quintiles Webinar, Tuesday Morning, May 28, 2013 
 
Topic: “Oncology Molecule Value Demonstration: The Shifting Sands of Stakeholder Expectations, and 
the Role of Real-World Evidence” 
Speakers: Dr. John Doyle, Senior Vice President and Managing Director, Dr. Harish P. Dave, Global 
Medical Strategy Head, Hematology/Oncology and Transplantation, and Dr. Jean-Louis Merot, Senior 
Project Management Director at Quintiles  
Date and Time: Tuesday, May 28, 2013, 7:00 to 8:00 am PST, 10:00 to 11:00 US EDT   
Cost: Complimentary 
Register for the webinar online at: https://www1.gotomeeting.com/register/513079433.  
If you have any questions, please contact us at +1-617-715-6882 or grp@quintiles.com. 
 
Topic Description 
Please join us for a complimentary webinar on the shifting sands of stakeholder expectations and the 
role of real-world evidence in oncology. Accelerated approval and mechanisms like breakthrough 
therapy designation regulations allow more rapid authorization of products to treat serious or life-
threatening diseases. Such regulations are particularly relevant in the field of oncology where there 
remain significant areas of unmet medical need and where cancer patients may be granted access to 
treatment prior to approval through expanded access and compassionate use programs.  
 
As treatment costs accelerate, payers and providers are demanding more evidence of value, and 
enforcing more rigorous patient access requirements. Regulators are evolving the practice of 
conditional approval, while payers are exploring the concept of "conditional reimbursement" based on 
real-world value demonstration. Understanding the benefits of integrating real-world research 
throughout the product lifecycle is critical in the complex field of oncology product development and 
commercialization.  
 
This webinar will be presented by Dr. John Doyle, Senior Vice President and Managing Director, Dr. 
Harish P. Dave, Global Medical Strategy Head, Hematology/Oncology and Transplantation, and Dr. 
Jean-Louis Merot, Senior Project Management Director at Quintiles and will address:  
• Value demonstration in a multi-stakeholder environment  
• An evolving regulatory landscape and increased focus on 

accelerated approvals  
• Real-world and late phase evidence development throughout 

the product lifecycle  
• Case examples of observational and peri-approval safety 

oncology studies  



 

 

 
************************************************************************************************** 
Silicon Valley LES Chapter Meeting, Wednesday, May 29, 2013 
 
Topic: “Shhhh! It's a (Trade) Secret - Trade Secrets in Licensing” 
Panelists:Frank Bernstein, Partner, Kenyon & Kenyon LLP; Linda Rost, Partner, VLP Law Group LLP; 
Paul Stone, General Counsel and Chief Operating Officer, 5AM Ventures 
Date & Time: Wednesday, May 29, 2013, 11:30 AM - 2:00 PM 
Location: Sheraton Palo Alto, 625 El Camino Real, Palo Alto, CA 
Registration 
Early, by Friday, May 24, 9 PM PDT 
LES Members: $45 
Non-Members: $50 
After Friday, May 24 
LES Members: $50 
Non-Members: $55 
Online Registration Deadline: Tuesday, May 28, 12:00 PM PDT 
After May 28, contact James House, siliconvalleywriting@gmail.com 
Cancellation Policy 
No refunds after Friday, May 24, 2013 
Substitutions are permitted 
 
Event Description 
Patents are not the only technological assets that provide value to a company, whether in M&A or in 
licensing. Trade secrets can be a company’s most under-valued and under-protected assets. 
The America Invents Act (AIA), which many think of almost exclusively in a patent context, actually 
provides considerable by-play with trade secrets. We will discuss the implications of the AIA on a 
company's patent v. trade secret decisions. Recent court decisions also shed light on trade secret 
value. 
Appreciating the value of trade secrets, and understanding the relationship between patents and trade 
secrets, can contribute substantially to maximizing the value of your company’s intellectual property 
portfolio. 
 
Speaker Bios 
Frank Bernstein, Partner, Kenyon & Kenyon LLP 
Frank Bernstein is the partner in charge of the Palo Alto office of Kenyon & Kenyon LLP, one of the 
largest purely intellectual property firms in the United States. For nearly three decades, Frank has 
handled litigation, counseling, and prosecution matters relating to computers, software, electronics, 
wireless technologies, semiconductors, and e-commerce. He has conducted numerous trials and 
Markman hearings in district courts throughout California and around the country. 
Frank's effectiveness as a litigator informs his ability to render pre-litigation validity and infringement 
opinions, negotiate license agreements, handle patent reexams, build and grow patent portfolios, and 
win favorable decisions in patent arbitrations. He also advises clients on the protection of software-
related intellectual property in areas including patent, copyright and trade secrets, as well as on 
licensing issues related to open source software. Recognized as being one of America’s Top Patent 
Prosecutors of 2011 by Patent Buddy, a peer review based legal referral guide, Frank also prosecutes 
patents in a variety of electrical and mechanical engineering disciplines, as well as computer software 
and business method patents. He is co-chair of the firm’s Asia Practice Group, and a member of the 
firm’s Management Committee. 
 
Linda Rost, Partner, VLP Law Group LLP 
Linda Rost is a Partner at VLP Law Group. She counsels clients on intellectual property matters, with a 
special focus on trade secret protection and patent strategy, and helps clients mitigate the risk of 
litigation and damage from litigation. Linda also assists clients with licensing and basic business 
contracts. She has represented clients in the pharmaceutical, biotechnology, medical device, and high 
tech industries. 



 

 

Linda provides specific strategic direction in choosing the right balance of intellectual property 
protection, as well as training and documentation for trade secrets. Her work in litigation risk 
management includes assessing and responding to threat letters, employee training, departing 
employee issues, and coordinating international positions and responses. Linda also drafts and 
negotiates contracts such as licenses, collaboration agreements, non-disclosure agreements, and 
material transfer agreements. 
Prior to joining VLP, Linda practiced at the IP boutique firm Fish & Neave, which later merged with 
Ropes & Gray. In that capacity, Linda gained extensive experience in litigation and patent counseling. 
Linda is a graduate of Stanford Law School, where she was managing editor of the Stanford Technology 
Law Review. Prior to law school, Linda obtained a Ph.D. in Molecular and Cell Biology from Brandeis 
University and worked as a scientist in the fields of structural biology, developmental biology, and 
molecular biology. 
 
Paul Stone, General Counsel and Chief Operating Officer, 5AM Ventures 
Paul A. Stone joined 5AM Ventures in July, 2009 as General Counsel and Chief Operating Officer. In this 
role, Paul handles legal matters and operational aspects of the firm, with responsibilities for finance, 
human resources, information technology and facilities. He also assists in investment operations of the 
firm, supporting investor relations, existing portfolio companies and new investments. 
Paul has held management and operating roles at private biopharmaceutical companies. Most recently, 
he was General Counsel and Senior VP Intellectual Property at Ethos Pharmaceuticals, Inc. (Redwood 
City, CA), a company researching peptide therapeutics. Previously, Paul was Senior VP, General 
Counsel, and Chief Patent Counsel, at Ilypsa, Inc. (Santa Clara, CA), a company directed to non-
absorbed pharmaceuticals in renal, metabolic and infectious disease areas, which was acquired by 
Amgen in 2007 ($420 million). Prior to Ilypsa, Paul was VP, Chief Patent Counsel for Symyx 
Technologies, Inc. (Santa Clara, CA), a pioneering combinatorial materials science company. Paul 
began his legal career as a Patent Attorney at Senniger, Powers, Leavitt & Roedel (St. Louis, MO). 
After receiving his degree in Chemical Engineering, University of Wisconsin – Madison (1985), Paul was 
a Naval Officer aboard the USS NIMITZ (CVN-68). He subsequently worked as an engineer at Boeing 
(Seattle, WA) and Wisconsin Electric Power Company (Milwaukee, WI). Paul received his J.D. from 
University of Wisconsin Law School (1995), and is licensed to practice in California, Missouri, Wisconsin, 
and at the U.S. Patent and Trademark Office. 
 
********************************************************************************************** 
Palo Alto AWIS, Wednesday Evening, May 29, 2013 
 
Event: “Leadership Series: Public Policy, Service, and Leadership” 
Speaker: Belinda Seto, Ph.D. Deputy Director, National Institute of Biomedical Imaging and 
Bioengineering 
Date and Time: Wednesday, May 29, 2013, 7-9PM 
Location: Xerox PARC Auditorium, 3333 Coyote Hill Rd, Palo Alto, CA 
Cost: $5 Students/Members, $10 Others 
Registration and details at http://www.pa-awis.org/index.html#may 
 
Topic Description 
Dr. Seto's presentation will focus on the transition from research to opportunities in public policy and 
service. The presentation will be an interactive session with time for questions and answers.  
 
Speaker Bio 
Dr. Belinda Seto joined the National Institute of Biomedical Imaging and Bioengineering (NIBIB) as its 
deputy director in December 2003. The NIBIB is a component of the National Institutes of Health (NIH), 
and its mission is to improve human health by leading the development and accelerating the application 
of biomedical technologies. In her position, Dr. Seto has launched major initiatives on biomedical 
informatics to address Big Data issues and technology development programs for under-served 
population. She is a strong advocate for women in biomedical careers, serving as chair of the NIH 
working group on women bioengineers. Prior to joining the NIBIB, Dr. Seto served as the acting deputy 
director for Extramural Research, National Institutes of Health. As such, she directed the Office of 
Extramural Research which is the focal point for trans-NIH policies and guidelines for extramural 



 

 

research grants administration. Prior to joining OER, Dr. Seto held positions in other components of the 
NIH, as well as in the Office of the Assistant Secretary for Health, DHHS.  
She earned her Ph.D. in biochemistry at Purdue University. Following postdoctoral training in the 
National Heart, Lung and Blood Institute, Dr. Seto joined the Food and Drug Administration where she 
conducted research in virology for nearly 10 years. She is the recipient of numerous awards for her 
research, including the Distinguished Alumni Award in Science from Purdue University, DHHS 
Secretary's Award for Exceptional Achievement, Inventor's Awards, NIH Director's awards, and the 
Ruth Kirschstein’s Award in Mentoring. Dr. Seto is the editor-in-chief for the American Journal of 
Nuclear Medicine and Molecular Imaging. She is listed in the American Men and Women of Science. She 
serves on numerous NIH and interagency committees, and has been appointed by the NIH Director to 
the Science Data Council. 
 
******************************************************************************************** 
San Francisco State University, Thursday, May 30, 2013 
 
Event: Personalized Medicine 6.0: Next Generation Sequencing for Targeted Therapeutics” 
Location: South San Francisco Conference Center 
 
Fee: $550 (inquire about special academic rates)  
Register at http://personalizedmedicine.sfsu.edu/register.html 
 
Event Description 

The advent of low-cost sequencing of the human genome will revolutionize our understanding of health 
and disease. Personalized medicine seeks to use genetic variation to develop new diagnostic tests and 
treatments and to identify the sub-groups of patients for whom they will work best. Personalized 
medicine can also help determine which groups of patients are more prone to developing some 
diseases and, ideally, help with the selection of lifestyle changes and/or treatments that can delay 
onset of disease or reduce its impact. Personalized medicine is poised to transform healthcare over the 
next several decades, offering the possibility of improved health outcomes and making healthcare more 
cost-effective. With the price of sequencing a complete genome falling into the $1,000 range, stunning 
advances are sure to come over the next few years. It is likely that a detailed genome sequence will 
soon be part of a routine medical history, allowing unprecedented precision in diagnosis and treatment. 
The DNA and RNA signatures of both complex, common diseases and rare, elusive conditions will yield 
their secrets. This year, our conference focuses on the amazing technological challenges and advances 
of “next-generation sequencing,” examining the very latest approaches and how they are leading to 
profound changes in our understanding of basic biological questions and more efficacious and cost 
effective therapies. Come witness the latest in transformational personalized medicine technologies. 
Program is available at http://personalizedmedicine.sfsu.edu/docs/pers_med_2013_program.pdf 
 
******************************************************************* 
Triple Ring Technologies, May 30, 2013 
 
Event: Technology Frontiers Symposium: Medical IT Networks and Connected Medical Devices 
Date and Time: May 30th, 2013, 9:00 am – 5:30 pm, Registration and breakfast begins at 8:00 am 
Location: Triple Ring Technologies, 39655 Eureka Drive, Newark 
For details and registration: 
http://www.meetup.com/Technology-Frontiers-Collaborative/events/118226842/?a=ea1_grp&rv=ea1 
 
Symposium Topic 
Increasing numbers of traditional medical devices are being connected to information technology 
networks at hospitals and other health delivery organizations. At the same time, many home-use and 
consumer technologies are being deployed for patient care. The resulting wide-ranging and complex 
networks are covered by a patchwork of regulations. If you are a hospital IT professional or work with 
medical technologies that are networked or connected to the cloud, this symposium will provide insight 
on current thinking from the FDA and emerging international standards in this space. 
 



 

 

************************************************************************************* 
EMBS, Monday Evening, June 3, 2013 
 
Topic: “Unraveling Your Professional Network: The Secrets to a Successful Career” 
Speaker: Krista Canfield 
Date and Time: Monday, June 3rd, 2013, 6:00 PM-7:30 PM 
Cost: Members $13, Non-IEEE Members: $16 (First 25 people to use the promo code GOLD will get a 
discount) 
Place: LinkedIn, 2025 Stierlin Ct, Mountain View, CA 
RSVP: http://scv-gold-linkedin.eventbrite.com/ 
 
Event Description 
Join us and speaker Krista Canfield as we explore how to use LinkedIn effectively to build your 
professional network and thereby your career. As they say, "It's not what you know, but who you 
know." This rings particularly true in Silicon Valley where knowing the right people can get you in on 
the ground level of the next big company. 
******************************************************************************** 
Bio2Device Group, Tuesday Morning, June 4, 2013 
 
Topic: “Will Medical Devices Survive the Headwinds of Change in the new Healthcare Ecosystem”  
Speakers: Reenita Das, Partner, Healthcare and Life Sciences Frost & Sullivan  
Date and Time: Tuesday morning, June 4, 2013, 8:30am  
Location: Sunnyvale City Council Chambers, 456 West Olive Ave., Sunnyvale, CA 
Cost: No charge 
No registration required 
 
Topic Description 
This presentation provides a glimpse of the global medical device industry, with identification of key 
challenges, opportunities and barriers. The analysis uncovers the key market segments and growth 
sectors, competitive environment and technology trends that are expected to flourish in the next few 
years as a result of business model changes and technology shifts.  
 
Speaker Bio 
Frost & Sullivan Partner Reenita Das has 25 years of healthcare consulting expertise, which includes 
engaging with global clients to develop and implement growth strategies. Her expertise includes insight 
on adaption to changing business models, as well as convergence issues. Reenita has more than 10 
years of experience building the healthcare business in emerging markets. 
*********************************************************** 
French-American Mixer, Thursday Evening, June 6, 2013 
 
Date and Time: Thursday, June 6th, 6:00pm - to 8:00pm 
Location;Ligne Roset, 162 King Street, San Francisco, CA 94107 
Muni: King St & 2nd ST, Parking: Townsend Garage, Street parking 
Cost: FACCSF Member: $10; Non FACCSF Member: $20 
At the door: $25 
Register at http://www.faccsf.com/civicrm/event/register?id=440&reset=1 
 
Come and mingle with French professionals, entrepreneurs and San Francisco's francophiles. 
Whether you want to network or just hang out with the Bay Area's French-American community, this 
casual get-together is the perfect occasion to enjoy a laid back evening. 
  
************************************************************ 
Biospace Biotech Bay Career Fair, Thursday Afternoon, June 6, 2013  
 
Date and Time: Thursday, June 6, 2013, 1:00 - 6:00 pm 
Location: San Francisco Airport Waterfront Marriott  
Register at http://www.biospace.com/jobs/careerfairdetails.aspx?CareerFairId=251&typ... 



 

 

Event Description  
Spend the day speaking with HR reps and hiring managers from leading pharmaceutical and biotech 
companies in the region. 
Save time, money and effort by interviewing with multiple companies in one day 
By registering and attending, your resume becomes searchable by participating companies 
Register online today. You will be required to submit a resume which will be screened to ensure you 
meet the minimum requirements 
 
Who should attend? 
The Biotech Bay Career Fair is intended for professionals with experience in the bioscience industry. All 
attendees must have a minimum of a 4-year college degree AND 2 years of industry experience. (PhD 
and Postdocs are welcome to attend.) 
What to bring: 
Pre-screened and accepted candidates should bring 
- Registration confirmation with confirmation number 
- Several copies of your resume 
To get the most out of your career fair experience, be sure to dress professionally, and research 
exhibiting companies to learn about the positions for which they are hiring. The BioSpace website is a 
great resrouce for more information on exhibiting companies, resume advice and interview tips. 
 
************************************************************ 
Medtech Frontiers, Thursday Evening, June 6, 2013:  
 
Topic: “Reshaping Medicine with Conformal Electronics: Not just big data… good data. Enhanced 
sensing and feedback enabled by conformal electronics” 
Speaker: Amar Kendale 
Date: Thursday, June 6, 2013, 6:00 – 9:00 pm, presentation begins at 6:45 pm 
Location: Triple Ring Technologies, 39655 Eureka Drive, Newark 
Cost: The event is free, but registration is required for planning purposes. 
For more information visit 
http://www.medtechfrontiers.com 
 
Topic Description 
Key to a successful medical intervention is feedback. It can be feedback on safety, or efficacy; it can go 
to the physician, or to the patient. But in all cases, the more direct, accurate, and timely the feedback, 
the more opportunity there is to course-correct and achieve an optimal result. 
MC10 develops technologies that create superior physiological feedback, whether it is for interventional 
physicians looking for therapy guidance, or for patients post-discharge. Our systems incorporate state-
of-the-art integrated circuit technology, and enable radically new form factors that bend, stretch, and 
twist with the human body. 
In this session, we’ll explore some of the new clinical horizons that emerge when sensing is brought to 
the forefront in medical procedures and interventions, ranging from catheter-based interventional 
devices and implants, to wearable devices. 
 
Speaker Bio 
Amar’s passion for creating products that help people to live healthier, safer, and happier lives led him 
to join MC10 in 2012. His deep technical acumen combined with his understanding of broad technology 
markets makes him uniquely qualified to lead MC10′s marketing and strategy activities. His experience 
spans more than a decade of operating and executive leadership roles in the life-science industry, with 
a strong record of driving innovation in healthcare. Amar comes to MC10 from Arsenal Medical, a 
venture-backed medical device startup, where he defined the company’s lead program, a first-of-its-
kind bioabsorbable stent to treat peripheral artery disease, a product that is now in clinical studies. 
Prior to this Amar worked with Guidant (acquired by Boston Scientific in 2006), where he led the 
product development of a key cardiac surgery tool from concept to market, for which he earned the 
2006 Cardiac Surgery Innovator of the Year award. 



 

 

Amar earned his BS and MS in Mechanical Engineering from MIT, and he holds 5 issued patents with 6 
pending. 
************************************************************ 
Bio-X Frontiers, Thursday Afternoon, June 6, 2013 
 
Topic: “Navigating the Labyrinth of the Inner Ear: Achieving "Balance" as a Clinician Scientist  
Speaker:Lloyd B. Minor, M.D.; Carl and Elizabeth Naumann Dean of the School of Medicine 
Professor of Otolaryngology Head & Neck Surgery, Professor of Bioengineering and of Neurobiology 
Hosted by: John Oghalai, Associate Professor, Otolaryngology 
Date and Time: June 6, 2013, 3:00 pm 
Location: Clark Center Auditorium 
 
************************************************************* 
BayBio Lunch and Learn, Thursday, June 6, 2013 
 
Topic: “Strategic Considerations for Companion Diagnostics” 
Speakers: 

 Kurt Calia, Partner, Covington & Burling LLP  
 Scott D. Danzis, Partner, Covington & Burling LLP  
 Emily Leonard, Partner, Covington & Burling LLP  

Date and Time: Thursday, June 6, 2013 
11:00am – 11:30am: Registration and Networking  
11:30am – 12:30pm: Program 
Location: HCP/BayBio Event Center, 250 East Grand Avenue, Suite 26, South San Francisco, CA 94080 
Cost: Members: Free; Non-members: $40 
Register at https://m360.baybio.org/event/registration/login.aspx?eventID=79910 

 Early registration is highly advised as space is limited and there will be no on-site registration  
 Late arrivals will not be admitted after 11:30AM  
 Pre-registered attendees will receive an immediate receipt/confirmation after submission  
 Please print this receipt/confirmation and bring it with you to receive your conference 

credentials  
 Photo ID (driver's license or passport) will be required at check-in  
 All sales are final  

Please mail your event-related questions to: registration@baybio.org or you can contact us via phone: 
650-871-3257. 
 
Business attire suggested 
 
Topic Description 
Both device and diagnostic companies are increasingly leveraging molecular and genomic diagnostics to 
design products that offer the most benefit and least side effects for patients. But developing and 
commercializing a diagnostic assay, or a corresponding therapeutic, requires an in-depth understanding 
of numerous legal and strategic issues. 
This session will provide attendees with strategic insights on key issues for companion diagnostics. The 
program will provide a cross-disciplinary approach, addressing FDA regulatory policy, intellectual 
property considerations, and strategic issues for collaboration transactions involving the development 
and commercialization of companion diagnostics. 
This program will address the following key issues for companion diagnostics: 

 FDA Regulatory Considerations  
 Recent IP developments  
 Strategic Issues for Companion Diagnostic Collaboration Transactions  

************************************************************ 
Bio2Device Group, Tuesday Evening, June 11, 2013 
 
Topic: “Digital Pathology” 
Speaker: Syed Zafar Hamdani, President and CEO, XStor Medical Systems 



 

 

Date and Time: Tuesday, June 11, 2013, 6:00 pm   
Location: Wilson Sonsini Goodrich & Rosati, 650 Page Mill Road, Palo Alto CA  
Cost: $6 - Students/In-transition - Members only; $11 - Early-bird Registration - Members only;  
$20 - Late Registration and Non-Members; $25 - Walk-ins  
Register at www.Bio2DeviceGroup.org starting two weeks prior to event 
 
Speaker Bio 
Syed Zafar Hamdani, Chief Executive Officer, XStor Medical Systems founder and CEO, is a seasoned 
veteran with twenty-five years of experience in systems software, storage and healthcare solutions. In 
his previous position as the CEO of Novasonics (Zonare), he led the company from the conception of 
their revolutionary ultrasound platform to the launch of their first product. Prior to that he was a senior 
executive at IBM responsible for the development, launch and P&L of IBM’s storage system platforms. 
Syed managed a global development and launch team of five hundred people between IBM divisions in 
San Jose, California; Rochester, Minnesota; and Fujisawa, Japan. His projects brought over three billion 
dollars of revenue to the company. Syed started his career as a system design engineer at Measurex 
and holds a M.S. in Electrical Engineering. 
 
 
************************************************************** 
RoseRyan, Wednesday Morning, June 12, 2013 
 
Topic: “Will your IPO or M&A be everything it could be? Only if you plan for it. 
Speakers: Pat Voll, Vice President, RoseRyan; James D. Fay, Vice President and CFO, NeoPhotonics 
Corporation; E. Thom (Todd) Rumberger Jr., Partner, Foley & Lardner LLP and Yoomin Hong, Vice 
President, Goldman, Sachs & Co. 
Date and Time: Wednesday, June 12, 2013 
Networking breakfast: 8–8:30 a.m. 
Program: 8:30–10:00 a.m. 
Location: Foley & Lardner LLP, 975 Page Mill Road, Palo Alto, CA 94304 
Register at http://tinyurl.com/o5yegaq 
 
Topic Description 
Our panel of experts will give you practical advice for: 
 
        • Managing your processes, policies and papers 
        • Avoiding the primary deal killers 
        • Preparing your financial accounting and reporting 
 
You’ll also get an unvarnished account of the NeoPhotonics IPO. Learn what worked, what didn’t and 
what the company learned from the experience. 
 
Speaker Bios 
Pat Voll has worked on numerous IPOs in various finance management positions and in consultant and 
auditor roles. She also has significant experience in mergers and acquisitions and has worked at both 
target companies and acquiring companies. Before joining RoseRyan, where she leads the compliance 
and ERM practice, Pat served as CFO, controller or vice president of finance for a variety of public 
companies and as an auditor with Price Waterhouse.  
James D. Fay is responsible for the finance and legal functions at NeoPhotonics. He previously served 
as the company’s vice president of legal affairs and general counsel. Before joining NeoPhotonics, he 
was senior vice president of corporate affairs and general counsel for @Road. He helped lead 
NeoPhotonics and @Road through IPOs on the NYSE and NASDAQ Global Market, respectively. He has 
worked on numerous acquisitions and IPOs. He also helped lead the sale of @Road to Trimble 
Navigation in 2007. 
Todd Rumberger Jr. focuses his practice on private equity, M&As, venture capital and guiding Internet, 
software, telecommunications, digital media and financial services companies through all stages of their 
growth. Before joining Foley, he was a shareholder with an Am Law top 10 firm and worked with a 
Silicon Valley venture capital firm. 



 

 

Yoomin Hong focuses on origination and execution of strategic and financing transactions for clients in 
the cleantech sector as vice president of the Clean Technology and Renewables Group at Goldman 
Sachs. She previously worked in the Bank Debt Portfolio Group of the Americas Financing Group, where 
she handled refinancings, restructurings and amendments of syndicated leveraged loans. Before joining 
Goldman, she worked at Citi.   
For more information, call Eve Murto, 510.456.3056 x180, or send her an email. 
 
************************************************************************************************* 
BayBio/BioCom CALBIO 2013, June 12-14, 2013 
 
Event Title: “CALBIO 2013: Success Redefined” 
Dates and Times: June 12-14, 2013, 7:00 am – 5:00 pm 
Location: San Diego Convention Center, 111 West Harbor Drive, San Diego, California 92101 
Cost: *For a very limited time, we are offering an incredible discounted registration price of $600. This 
offer is only good through Tuesday, January 15th. Trust us, you will be glad you registered early! 
To receive this special price, please use the code TRUSTUS.  
Cost:  

 Early Bird 
Registration Ends

April 26 

Standard 
Registration Ends 

June 7 

On-Site 
Registration 
June 12-14 

BayBio | BIOCOM Member Rate $750 $1,350 $1,550 

Non-Member Rate $1,150 $1,750 $1,950 

Government, NGO and Non-Profit 
*Please see Registration Policies below 
for requirements 

$450 $450 N/A 

Life Science Company Group Rate (3)*
*Available to any company registering 3 
employees 

Members 
$1,800 

Non-Members 
$3,150 

Members 
$3,300 

Non-Members 
$4,650 

N/A 

Company Group Rate (5)* 
*Available to any company registering 5 
employees 

Members 
$2,500 

Non-Members 
$5,000 

Members 
$4,500 

Non-Members 
$7,000 

N/A 

Student/Academic Rate 
*Please see Registration Policies below 
for requirements 

To receive the rate please contact kdoyle@biocom.org 

Investors* Complimentary 
 
 
If you are a BIOCOM member, register at http://biocom.org/event/777/. BAYBIO members register at 
https://m360.baybio.org/event/registration/login.aspx?eventID=67497. 
 
Topic Description 



 

 

California. The birthplace of the biotechnology industry and home to the largest and most productive 
concentration of life science companies in the world. Over the years, our focus has remained constant – 
discover the next great thing and turn it into reality. While capital sources, scientific insights and 
models inevitably evolve and cycle, with the world’s experts in life sciences, California innovates, 
adapts and continuously redefines the business models, technologies, targets, and development and 
commercial strategies that drive success. Today, these innovations and the skills needed to move them 
forward, our changing faster than ever and California is setting the pace. CALBIO 2013 offers highly 
unique, one of a kind programming so join us, the experts, and learn how we are doing ‘IT’ today, not 
tomorrow. 
The conference is scheduled for June 12-14, 2013 at the San Diego Convention Center. 
**************************************************************** 
BioDesign, Monday Evening, June 17, 2013 
 
Event: “From the Innovators Workbench” 
Speaker: John Dineen, Chief Executive Officer and President of GE Healthcare Ltd. and GE Medical 
Systems, Inc. 
Date and Time: Tuesday, June 17, 2013, 5:30 -7:00 pm 
Location: Li Ka Shing Berg Hall, Stanford University 
Fee:  Public $45 advanced, $60 at the door; Stanford Alumni $35 adv, $40 door; Biodesign Alumni 
Fellows $25  
Stanford students, faculty, staff Free but please register 
Register at http://biodesign.stanford.edu/bdn/networking/workbench.jsp  
*********************************************************** 
Bio2Device Group, Tuesday Morning, June 18, 2013 
 
Topic: “Hypertension: A historical and philosophical perspective”  
Speaker: Michel Accad. M.D., Physician, UCSF  
Date and Time: June 18, 2013, 8:30am  
Location: Sunnyvale City Council Chambers, 456 West Olive Ave., Sunnyvale, CA 
Cost: Free 
No registration required 
Free parking available on street and in Sunnyvale Library parking lot  
Topic Description 
Hypertension remains a leading cause of cardiovascular mortality and morbidity worldwide. Despite the 
availability of potent drug therapies, it is estimated that millions of patients do not respond adequately 
to treatment. This problem is partly due to pervasive derangements in blood pressure control 
mechanisms that remain poorly understood. Another part of the problem may also be due to a deficient 
understanding of the nature of hypertension. This talk will review the history of our understanding of 
the significance of an elevated blood pressure, highlight the shortcomings of current definitions of 
hypertension, discuss epidemiological data that provide some insights into the problem, and identify 
challenges and opportunities for new research ventures to move the field forward. 
 
Speaker Bio 
Dr. Accad obtained a bachelor of science degree in mathematics from the University of Texas at Austin 
and a medical doctorate from the University of Texas Medical School in Houston. He completed his 
residency in internal medicine at the Texas Medical Center where he also served as chief medical 
resident. He obtained his clinical and research training in cardiovascular diseases at the University of 
California in San Francisco. 
Dr. Accad holds board certifications in internal medicine, cardiovascular diseases, and interventional 
cardiology. He is in solo practice in San Francisco and holds a clinical appointment at UCSF. Dr. Accad 
previously served as chief medical officer at Maya Medical, Inc., and contributed to the development of 
second generation renal denervation therapies for the treatment of resistant hypertension. Dr. Accad 
has published numerous original research articles, reviews, and editorials in peer-reviewed medical 
journals. 
 
************************************************************ 



 

 

EMBS, Wednesday Evening, June 19, 2013, 7:30 PM  
 
Topic; “The Magellan Robotic Catheter System” 
Speaker: Francis Macnamara, Vice President, Hansen Medical, Inc. 
Date and Time: June 19, 2013, 7:30 pm; Hospital Cafeteria, 6:15 PM (no host, no reservations) 
Location: Location: Room M-114, Stanford University Medical School  
Our website for the Santa Clara Valley EMBS chapter, 
http://www.ewh.ieee.org/r6/scv/embs, provides the latest abstracts for upcoming 
presentations as well as past presentations. 
Topic Description 
This talk will focus on the design and performance of the Magellan Robotic  
System, an intravascular catheter system that received FDA clearance in June  
2012. The Magellan System is the successor to the company's Sensei X  
Robotic System, which has been used on more than 10,000 patients. 
 
The talk will begin with an overview of Hansen Medical Inc., a Mountain View  
company founded in 2002. It will then provide a background on flexible  
robotics, followed by a detailed presentation of the Magellan Robotic  
System. After a clinical review of intravascular cases to date, it will  
offer observations about the future of intravascular robotics. 
  
Speaker Bio 
Francis Macnamara is vice-president of Advanced Technology at Hansen Medical  
Inc. in Mountain View. Before joining Hansen Medical five years ago, he was  
with Boston Scientific for the eleven years, serving in various R&D roles,  
first in Ireland and then in Boston. He has launched eight medical devices  
ranging from coronary stents and disposable endoscopes to robotic catheter  
systems. He is the named inventor on five patents. He holds an MBA from  
Santa Clara University and a degree in mechanical engineering from the  
University of Limerick in Ireland.  
 
********************************************************* 
WIB, Wednesday Evening, June 19, 2013 
 
Topic: “Fireside Chat with Gail Maderis” 
Date and Time: Wednesday, June 19, 2013, 6:30 – 8:30 pm 
Location: Stanford Faculty Club, 439 Lagunita Drive, Stanford, CA 94305 
Space is limited so please register early. Registered guests are welcome. 
Parking:http://facultyclub.stanford.edu/Default.aspx?p=DynamicModule&pageid=339286&ssid=238721
&vnf=1 
Cost: Members - $25.00; Non-Members - $55.00 
Stanford students - $5.00 (limited to 45 attendees, must have a Stanford email account) To obtain the 
code for the student pricing please email mayabb@stanford.edu 
Early registration ends on Apr 29, 2013. 
Regular registration starts on Apr 30, 2013 and ends on Jun 19, 2013. 
Late registration starts on Jun 20, 2013. 
All times are 12:00am (GMT-05:00) Eastern Time (US & Canada). 
See details at 
https://netforum.avectra.com/eweb/DynamicPage.aspx?Site=WIB&WebCode=EventDetail&evt_key=7e
ec7c6a-3695-40ef-8e46-d3c1ac62a16a 
 
Event Description 
Please join us in conversation with Gail Maderis President and CEO of BayBio at the  
Stanford Faculty Club, Palo Alto, CA. Get the inside scoop on strategies that Gail has utilized to engage 
in an exciting career. Make sure to bring questions. As always, wine, hors d’oeuvres, and time to 
network before and after the chat. 



 

 

***************************************************************************** 
UC Berkeley Extension Course, Thursday and Friday, June 20-21, 2013 
 
Course: “Life Science Business Development,” (formerly known as Biotechnology Business 
Development) 
Dates and Time: Thursday and Friday, June 20-21, 2013; 8:30 am – 5:00 pm for classroom intensive 
and balance of term for working on term project 
Location: Downtown University of California, Berkeley Extension, 425 Market St., 8th Floor, San 
Francisco, CA 94105 
Cost: Fall term—fee: $895, (EDP 405118). Register at 
http://extension.berkeley.edu/catalog/course2005.html 
 
Course Description 
This intensive course including two days of classroom and balance of term for individual research is 
designed to provide participants with an understanding of the critical role business development and 
licensing functions play in the commercialization of new products or technology and to the development 
of a successful life science company. The term assignment is designed to give students the opportunity 
to put the knowledge and materials from class to immediate and practical use with resulting document 
for inclusion in their portfolio. 
Upon successful completion of the course, participants will: 
 Understand the various aspects of the business development function in the life science industry 

and appreciate the skills required to be effective in business development and licensing roles 
 Appreciate types of deals and their role in commercialization strategies and funding of a company 
 Understand importance of IP status and patent life cycle planning 
 
Who Will Benefit from This Course 
This course is suitable for marketing and business development professionals as well as scientific 
professionals working in bioscience companies, especially those considering a career move into BD. 
Licensing, potential entrepreneurs, scientific, clinical, regulatory financial, legal and auxiliary personnel 
will also benefit from insights gained in the course. Although there are no format prerequisites, those 
who have been exposed to the life science industry and/or the Drug Development Process course will 
most benefit from the course. 
 
Deliverables 
Lectures, discussion, and guest expert lecturers will address business development topics and issues. 
Student will be exposed to templates and primers for major business development documents and 
offered mentoring by instructor in researching and developing their term project. They will have access 
to two major industry databases for use in researching their project during the term. These include 
Deloitte’s Basic Recap.com, a life science deal database, and BioCentury’s Report on BioBusiness 
and access to latter’s archives.  
An extensive hard-copy reader, including lecture slides for note-taking, templates for frequently-used 
business development documents and a sizable online accessible reference list, will be prepared and 
distributed by the instructor for use by students during and after class.  
 
Course Instructor 
Audrey Erbes, Ph.D., Principal, Erbes & Associates and www.audreysnetwork.com, is a life-science 
business development and marketing consultant and developer of customized executive education. 
With more than 30 years of managerial experience in the biotech and pharmaceutical industry, she 
was Executive Vice President and cofounder of Kowa Research Institute, a biopharmaceutical 
licensing and investment subsidiary of Kowa Company Ltd., Japan and before that held U.S. and 
global management positions at Syntex Corp. (acquired by Roche) in market research, product 
management, strategic marketing and planning, and business development. 
 
Guest Speakers and Their Topics 
 



 

 

Bill McMillan, CSO, founder and owner of Profusa, Inc., where he is currently working with a group of 
scientists and engineers to prepare to launch his company founded in 2009. He provided consulting 
services to diagnostic and biopharma companies since leaving Cepheid of which he was a co-founder in 
1996. At Cepheid he created and guided its R&D organization.  Previously, he was Program Manager for 
the development of a range of products, including a rapid, automated immunoassay analysis system for 
Syva Company, a subsidiary of Syntex Corporation.  Bill holds over 30 patents in his field. Prior to 
moving into industry, Bill was a research public health microbiologist at the California State Department 
of Health, Microbial Diseases Laboratory.  He graduated from San Jose State University with a BS in 
Chemistry and a MA in Microbiology.Topic: “Cepheid: How to Build Your Own Biotech Company”  
 
Harold (Hal) Etterman, MBA, CEO, Knight Financial Plans & Services, LLC has over twenty-five years 
experience in Finance, Operations and Information Technology, including over ten years serving as a 
CFO, COO and interim CEO. Hal’s extensive international and domestic experience includes medial 
devices, software development, medical information publishing, Internet/data security and Homeland 
security systems. Hal had earlier worked for Siemens Medical Systems for nearly 17 years in 
Manufacturing Operations, Divisional Sales and Service, Corporate Finance and Information Systems. 
After Siemens, Hal was the CFO/COO for a medical laser manufacturer and has served as a financial 
planning consultant for 3 medical device businesses. Most recently he has just completed four major 
Sarbanes-Oxley projects where he successfully helped his client firms through their internal audits 
resulting in SOX certified SEC filings. Topic: “Financial Planning and Funding for a Bioscience Venture: 
New, Emerging and Growing Entities” 
 
Carolyn Feamster, MBA, a business strategy and analysis consultant, has over 25 years experience in 
the pharmaceutical and biotech therapeutics, diagnostics and drug delivery systems.  She has broad 
expertise across numerous therapeutic areas, including oncology, CNS, transplantation, autoimmune 
disease, women’s health and urology. Carolyn worked in R&D and pharmaceutical marketing at Syntex, 
where her responsibilities included the major brands Naprosyn and Cellcept. In 1995, Carolyn joined 
ALZA Corporation as Senior Director of New Product Marketing with commercial responsibility for 
building and managing the pipeline products. She shepherded three products onto the market and was 
instrumental in evolving the three ALZA therapeutic franchises: urology, CNS and oncology. Carolyn 
was VP of New Product Planning at Corixa Corporation and, most recently, Vice President of Business 
Strategy and Analysis at Clearview Projects. Topic: "Preparing for and Planning Deals for Maximum 
Strategic Impact" 
 
Gilbert R. Mintz, Ph.D., President of GRM Associates, a biotechnology business development, 
licensing, strategic planning consulting firm, has expertise in building early-stage companies by 
focusing their strategic planning and licensing activities, and raising money through venture capitalists. 
His 20-plus years in the biotechnology industry include general and laboratory management and 
executive level business development roles. He has executed technology platform, corporate and 
academic collaborations; in/out licensing of late-stage products for partnerships in the US, Europe and 
Japan; as well as analyzed and managed intellectual property activities. He has consulted with 
Affymetrix and other biotechnology companies; served as the President and CEO, Director of an early-
stage cancer company; and provided transactional and strategic planning advice to numerous pre-IPO 
biotechnology companies.  He has held senior management positions at Genelabs Technologies, 
Anergen (Corixa), Cygnus and Trega Biosciences. Topic: “Working Your Way through the Bioscience 
Licensing Process: Negotiating and Writing  Deal Contract” 
 
Ginger Dreger, J.D., M.S., partner in Arnold & Porter LLP’s intellectual property practice group, 
concentrates her practice on counseling and providing strategic advice to emerging and established 
public companies in the biotechnology, medical device, and pharmaceutical industries. She advises 
clients on domestic and international patent matters, including worldwide patent protection and 
enforcement strategies; freedom-to-operate issues; intellectual property due diligence; and analysis of 
third-party patents. Corporate experience included role with Genentech’s in-house legal department. 
Topic: "What You Need to Know about Patents Working in Business Development" 
 



 

 

Chris Dokomajilar, Manager, Senior Biopharma Analyst at Deloitte Recap LLC, provides advisory 
services to clients in the Life Sciences, including Biotech and Pharmaceutical companies, and Legal and 
Venture Capital firms. His focus areas include alliances, M&A, financing, and pharmaceutical 
manufacturing. Prior to joining Recap, Chris managed international labs and clinical trials at the 
University of California San Francisco. His research on trends in infectious diseases has been published 
in medical and scientific journals. Before transitioning into science, Chris held finance positions at Bank 
of America. Chris holds bachelor’s degrees from the University of California Berkeley in Molecular and 
Cell Biology and in Integrative Biology. Topic: “BioPharma Alliances: Trends in the Marketplace 
 
Course Content Outline 

 The Function of Business Development In A Bioscience Company 
 Financing The Development And Commercialization Process Of Life Science Products And 

Technologies 
 Developing And Protecting The Product’s Intellectual Property Status 
 Licensing Process 
 Business development from the entrepreneurial perspective 
 Alliance Deals: Trends in the Marketplace 

*********************************************************** 
CACO Workshop and Webcast, Monday Afternoon, June 24, 2013 
 
Topic: “Pro-drugs: Principles, Design, PK, and Regulatory Issues” 
Speakers: Valentino Stella (Univ Kansas), Richard Mackman (Gilead), Adrian Ray (Gilead), Bernard 
Murray (Gilead) 
Date and Time: Monday, June 24, 2013, 12:45- 17:30 pm 
Location: SF Bay Area: Foster City Crowne Plaza 
See http://www.caco-ca.org/aspx/chemist.aspx for details for workshop and webcast 
 
Webcast is broadcast from the workshop site.  
********************************************************* 
Bio2Device Group, Tuesday Morning, June 25, 2013 
 
Topic: “A brief history of how one company helped pioneer a novel therapy and a new wave of 
innovation” 
Speakers: Ben Clark, Medtronic 
Date and Time: Tuesday morning, May 21, 2013, 8:30am  
Location: Sunnyvale City Council Chambers, 456 West Olive Ave., Sunnyvale, CA 
Cost: No charge  
No registration required 
 
*********************************************************** 
Patheon and QB3, Tuesday Afternoon, June 25, 2013 
 
Topic:  “Addressing Development Challenges from Preclinical to Proof of Concept and Readiness for 
Out-Licensing” 
Speakers: Anil Kane, Ph.D., Executive Director, Global Formulation Sciences, PDS at Patheon 
Jason M. Vaughn, Ph.D., Director of Formulation and Product Development at Patheon 
Khalid Shah, Ph.D., Senior Director of Formulations Development, Manufacturing and Clinical  Supplies 
at Exelixis 
Jamie Topper, M.D., Ph.D., General Partner, Menlo Park, Frazier Healthcare 
 
Date and Time: Tuesday, June 25, 2013, 12:00pm-6:00pm 
Location: Byers Auditorium – UCSF – Genentech Hall, 600 16th St, San Francisco, CA 
Cost: Free 
Register a http://www.patheon.com/marketing/SF_eblast_SFDC/invitation_linkedin.html 
 
Topic Description 



 

 

Given the increasing R&D investment and regulatory hurdles that must be navigated precisely in order 
to get new drugs to global markets, setting the right course early in clinical development is critical. The 
framework for deciding to progress to first-in-man studies, and the goals and expectations of early 
clinical development requires critical appraisal. This seminar provides insight into some of the current 
issues in getting a molecule from the preclinical through to early clinical development in humans with 
the aim in providing better decision making. 
Most virtual to mid-size biotech and pharmaceutical specialty companies plan to select a partner to 
progress their molecule. Readiness for due diligence and partnering discussions are key to progressing 
the molecule faster to the next stage of development. 
During this seminar, hosted by Patheon and Qb3, you will hear case studies and analysis from industry 
leading experts on preformulation and formulation development for IND enablement and regulatory 
strategies for IND Submission. You will also hear a venture capitalist experience on business models of 
in-licensing /out-licensing and readiness for partnering along with case studies. 
 
************************************************************* 
Bio2Device Group, Tuesday Evening, July 9, 2013 
 
Topic: “Restoring hearing through the teeth – the SoundBite™ Hearing System” 
Speaker:  Amir Abolfathi, Sonitus Medical 
 
Date and Time: Tuesday, July 9, 2013, 6:00 pm   
Location: Wilson Sonsini Goodrich & Rosati, 650 Page Mill Road, Palo Alto CA  
Cost: $6 - Students/In-transition - Members only; $11 - Early-bird Registration - Members only;  
$20 - Late Registration and Non-Members; $25 - Walk-ins  
Register at www.Bio2DeviceGroup.org starting two weeks prior to event 
 
Topic Description 
The SoundBite™ Hearing System is the world's first non-surgical and removable prosthetic hearing 
solution that relies on bone conduction to imperceptibly transmit sound via the teeth. It is intended to 
help patients who are essentially deaf in one ear regain spatial hearing ability and rejoin the 
conversation of life. Nearly invisible when worn, the SoundBite system consists of an easy to insert and 
remove ITM (in-the-mouth) hearing device with piezoelectric actuator, custom made to fit around the 
upper back molars, and a small BTE (behind-the-ear) microphone unit which communicates wirelessly 
with the ITM. Currently FDA cleared and being marketed for the treatment of single sided deafness and 
Conductive Hearing Loss, the SoundBite system has intended future indications for hearing disorders 
such as mixed hearing loss and tinnitus, as well as consumer and covert communications. 
 
Speaker Bio 
Amir founded Sonitus Medical, Inc. in 2006, leveraging 20 years of experience in founding, building, 
and managing medical device companies. Prior to Sonitus, Amir served for six years as an Officer, Vice 
President of R&D at Align Technology Inc. (NASDAQ: ALGN), creators of a unique, invisible orthodontic 
product. Previously, Amir was the first member of the senior management team at Embolic Protection 
Inc., where he was a consulting VP of Operations. EPI was successfully acquired by Boston Scientific in 
2001. In early 1995, Amir co-founded EndoTex Interventional Systems, developers of minimally 
invasive solutions for treatment of carotid artery disease, which was also acquired by Boston Scientific 
in 2006. Amir has also held various management and engineering positions at Pfizer, Guidant, and 
Baxter-Edwards. As a seasoned entrepreneur, Amir has over 60 issued and pending patent applications, 
including 11 publications in peer review journals. Amir received his M.S. in Engineering Management 
from the University of Southern California and a B.S. in Biomedical Engineering from UC San Diego. 
 
************************************************************** 
CACO MiniSymposium, Friday Afternoon, July 12, 2013 
 
Topic: “Minisymposium: DMPK/ADME Problem-Solving Case Studies” 
Speakers: Kevin Beaumont (Pfizer) & other presenters 
Date and Time: Friday, July 12, 2013, 12:45 – 5:30 pm 



 

 

Location: SF Bay Area: Foster City Crowne Plaza 
Find details and register at http://www.caco-ca.org/aspx/chemist.aspx 
Presentations: 
 
• Keynote Presentation: The current state of art for in vivo clearance prediction using in vitro data: 
causes for under prediction (Kevin Beaumont, Research Fellow and PDM Principal Investigator, Pfizer) 
• Identification of a Novel Metabonate from Incubations of Nefazodone with Human Liver Microsomesin 
the Presence of KCN (Chenghong Zhang, Genentech) 
• Elucidation of the Mechanism of Ribose Conjugation (Peter Fan, Genentech) 
• Assessment of In VivoEnantiomeric Interconversion(Joyce James, Cytokinetics) 
• Overcoming the problem of generating human metabolism data for inhaled drug products (Iain Shaw, 
Quotient Clinical) 
• Pharmacokinetic optimization of 4-substituted methoxybenzoyl-aryl-thiazole and 2-aryl-4-benzoyl-
imidazole for improving oral bioavailability (Chien-Ming Li, UCSF) 
• Impact of the effects of fluorine substitution and chirality on small molecule MET inhibitors 
(BiancaLiederer, Genentech) 
• “Where does it end?”: Building a relevant transporter package for global regulatory approval (Richard 
Egolf, Absorption Systems) 
• Investigation of in vitro in vivo clearance (IVIVC) disconnect and utilization of low dose cassette 
dosing to support scaffold lead optimization (Richard Zang,Norvartis) 
 
Keynote Abstract: 
 
The in vitro prediction of human clearance in combination of optimization of compound 
physicochemistry has revolutionized drug discovery over the past 2 decades. Previously, many high 
molecular weight, lipophilic CYP substrates failed in the clinic due to unacceptable pharmacokinetics 
(high clearance, low oral bioavailability and short half life). The development of high throughput in vitro 
metabolism assays for CYP metabolism combined with the ability to use the data to predict human CYP-
mediated clearance preclinically has enabled the optimization of candidate molecules for predicted 
human CYP-mediated clearance. However, a further evolution of drug discovery approaches involving a 
shift in pharmacological target/safety physicochemistry and over-optimization on CYP-mediated 
clearance has driven a shift in the predominant clearance mechanisms for candidate drugs. 
Consequently, tools derived to successfully predict CYP-mediated human clearance may now under-
predict in vivo clearance. The reasons for under-prediction of human clearance from in vitro data will be 
discussed along with opportunities to address IVIVC issues. 
********************************************************* 
CACO, Friday Mid-Day, July 19, 2013 
 
Topic: “Beyond PEGlation: the Next Generation of Polymer Conjugation Technologies to Enhance 
PK/Safety/Efficacy Propoerties of Small Molecule and Biologic Drugs” 
Speaker: Stephen Doberstein, Ph.D. (CSO, Nektar) 
Date and Time: Friday, July 19, 2013, 11:00 am – 1:30 pm 
Location: SF Bay Area: Foster City Crowne Plaza 
See further details and register at http://www.caco-ca.org/aspx/chemist.aspx 
************************************************************

Bio2Device Group, Tuesday Morning, July 23, 2013 
 
Topic: “Changing Medical Device Regulations in Europe” 
Speaker: Dr. Martine Dehlinger-Kremer, Global Vice President, Regulatory Affairs RPS 
Research Pharmaceutical Services  
Date and Time: Tuesday, July 23, 2013, 8:30 – 10:30 am 
Location: Sunnyvale City Council Chambers, 456 West Olive Ave., Sunnyvale, CA 
Cost: No charge 
No registration required 
 
Topic Description 
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The EU is proposing updated regulations on medical devices in order to ensure these 
products are safe, and can be freely and fairly traded throughout the EU.   
 
The existing EU rules – dating back to the 1990s – have not kept pace with the enormous 
technological and scientific progress in the past 20 years. The  EU countries interpret and 
implement the current rules in different ways. Manufacturers need clearer rules, easier 
trading between EU countries.  
 
What will change? 
 
There will be a wider, clearer scope for EU legislation on medical devices, extended to 
include, for example, implants for aesthetic purposes, and clarified as regards genetic tests; 
a stronger supervision of independent assessment bodies by national authorities and more 
powers for assessment bodies to ensure thorough testing and regular checks on 
manufacturers, including unannounced factory inspections.  
 
The New rules include stricter requirements for clinical evidence to support assessments of 
medical devices and an updated classification rules dividing medical devices into 4 different 
risk categories and health & safety requirements, including labeling rules. 
 
Speaker Bio 
 
Dr. Martine Dehlinger-Kremer has more than 27 years of experience in the research 
industry, including more than 23 years of progressively higher levels of Regulatory Affairs 
leadership responsibility. For the past 18 years, she served as a Vice President of 
International and Global Regulatory Affairs as well as Vice President of Global Medical 
Affairs, in global CROs with headquaters in the US. Prior to that, Dr. Dehlinger-Kremer 
worked as a Research Associate at CNRS Institute of Physiology in Strasbourg and the Max-
Planck Institute of BioPhysic in Francfort. 
  
Dr. Dehlinger-Kremer has been involved in the global development of numerous products, 
across worldwide from early development stage through to clinical studies and to final 
registration. She participated in over 100 NDAs/MAAs in local and CTD/eCTD/NeeS format 
and was involved in numerous clinical studies, from phase I to phase IV including device 
studies. Dr. Dehlinger-Kremer was has also been involved in the development of Orphan 
drugs and Biosimilars. 
  
Dr. Dehlinger-Kremer has a solid experience in Pediatrics. Since 2008, she is the Chair of 
the Pediatric Working Group of EUCROF, the EU CRO Federation. In that role she is working 
on the improvement of clinical research in children. Dr. Dehlinger-Kremer is also a lead of 
the Pediatric Franchise at RPS.    
  
Dr. Dehlinger-Kremer holds a Masters of Sciences from the University Moulin de la Housse 
in Reims, France and a PhD from the University of J.W. Goethe in Frankfurt, Germany.  Dr. 
Dehlinger-Kremer is a registered TOPRA Member. 
*********************************************************************** 
Bio2Device Group, Tuesday Morning, July 30, 2013 
 
Topic: “TBA” 
Speaker: Akhsar Kharebow 
Date and Time: Tuesday, July 30, 2013, 8:30 – 10:30 am 
Location: Sunnyvale City Council Chambers, 456 West Olive Ave., Sunnyvale, CA 
Cost: No charge 
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No registration required 
 
********************************************************************* 
CACO Workshop, Friday Afternoon, August 23, 2013 
 
Topic: “Clinical Formulation Development and Registration for Small-Molecule NCEs” 
Speakers: David Baker, (WriteResource), Zedong Dong (FDA CDER), Sanjeev Kothari 
(Genentech), Minli Xie 
Date and Time: Friday, August 23, 2013, 12:45 – 5:30 pm 
Location: San Francisco Bay Area 
See details and register on CACO website at http://www.caco-ca.org/aspx/chemist.aspx 
 
Topic Description 
Clinical formulation development is a dynamic and evolving process that has to take into 
considerations of route of administration, therapeutic areas, stage of development, patient 
populations and PK, efficacy and safety requirements as well as stability, manufacturability 
and scalability. A thorough preformulationcharacterization is critical in setting a solid 
foundation for clinical formulation development. Typically, formulations used for early-phase 
clinical studies are relatively simple to prepare as fit-for-purpose to achieve clinical proof-of-
concept. On the other hand, formulation aimed for late-phase clinical studies should 
essentially be representative of future commercial formulation in performance, safety, 
composition and manufacturing processes. Aging patient population on multiple 
medications, accelerated clinical studies for break-through therapies as well as QbD 
requirements are some of the new challenges posed to formulation scientists. This workshop 
aims to provide a frame work of strategies and considerations for oral and injectable clinical 
formulation development from initial design to optimization, QbDassessment, registration 
and process validation for new chemical entities (NCEs, aks synthetic small molecule drugs). 
Speakers will share scientific fundamentals, process experiences, case studies as well as 
FDA perspectives on formulation development and registration.  
 The workshop includes but not limited to the following topics: 
 
• Clinical Formulation Development for Phase I and prior to Proof-of-Concept 
Ø Physical Form of Drug Substance and preformulation 
Ø Considerations and development for Phase I oral and parenteral formulations  
Ø Safety assessment of clinical formulation 
Ø Case studies 
• Injectable Formulation Development and Registration 
Ø Key developmental activities  
Ø QbD considerations 
Ø Comparability strategy 
Ø Registration and Process Validation 
Ø Case studies 
• Solid-dosage Formulation Development and Registration 
Ø Key developmental activities 
Ø QbD considerations 
Ø Comparability strategy 
Ø Registration and Process Validation 
Ø Case studies 
• Regulatory Perspectives on Formulation Development and Registration for NCEs 
Ø Regulations and guidancesrelated to clinical formulation development and registration 
Ø Regulatory perspectives on formulation development in IND stage and registration in NDA 
stage 
Ø Post-approval changes 
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Speaker Bios 
David Baker, Ph.D., is VP of Writeresource Inc.(www.writeresource.net), a pharmaceutical 
consultancy offering CMC and medical writing expertise. Dr Baker was educated in the UK, 
completing his undergraduate and his doctorate in Physical Organic Chemistry at King’s 
College, London. He has held a variety of positions in big and small pharma, including 
Senior Director of Product Development (Pfizer), VP of Pharmaceutical Sciences (Anadys) 
and President (QLT Plug Delivery) leading and managing functional groups in the 
development of oral, parenteral and ophthalmic dosage forms and devices. Specialties 
include formulation, process and device design, mathematical modeling/optimization, kinetic 
and statistical analysis, elucidation of degradation mechanism and solubility enhancement. 
Soft skills include problem solving and team building/coaching. Author of multiple product 
development sections from IND to NDA and European filings. Global experience in 
pharmaceutical science regulatory requirements for registration of new drugs, devices, and 
product-line extensions. Experience includes the development of multiple commercialized 
products from concept, through clinical trials, tech transfer and production scale-
up/validation. Device experience for both parenteral and ophthalmic drug delivery, including 
development of sustained release dosage forms. Processes developed to commercialization 
include traditional aseptic dosage forms, prefilled syringes, lyophilized formulations, blow fill 
seal processes and containment of an aseptic filling process for cytotoxics.  
Zedong Dong, Ph.D.,is a senior CMC and Biopharmaceutics reviewer in the Office of New 
Drug Quality Assessment at FDA. Dr. Dong received a B.S. degree (Pharmacy) in 1994 and 
a M.S. degree (Pharmaceutics) in 1997 from Beijing Medical University (now Peking 
University Health Sciences Center). He received his Ph.D. in Pharmaceutics from the 
University of Minnesota in 2002. In the past five years at FDA, he received several center- 
and FDA-level service awards/recognitions. Before joining FDA, Dr. Dong gained broad 
industrial experience in drug discovery, preformulationcharacterization, and formulation 
development during his tenure at Genentech (2002 – 2004) and Hoffmann-La Roche (2005 
– 2008). He has published numerous original research articles, and has been invited to give 
presentations on several professional occasions. 
Sanjeev Kothari, Ph.D, is a Sr. Scientific Manager in the Pharmaceutics group within SMPS 
at Genentech and joined the group in September 2010. Prior to joining Genentech, Sanjeev 
was a Team Manager at AstraZeneca responsible for material science and process 
engineering for 3 years. Before moving to AstraZeneca, Sanjeevspent 10 years at Bristol-
Myers Squibb Company through various roles of responsibility in the formulation group and 
oversaw the development and launch of Abilify and Onglyza. Sanjeev gained significant 
experience in QbD through the FDA pilotprogram between 2005 and 2007 via the Onglyza 
NDA submission as part of the pilot program. Sanjeevhas been a member of the QbD expert 
group at Genentech/Roche and is actively working on ways to identify best practices for 
QbD implementation within gRED. 
Minli Xie, Ph.D., is Assoc. Director of Small Molecule Pharmaceutics at Genentech. Dr. 
Xiestarted her education at Peking University in Chemistry. She received a M.S. in Physical 
Organic Chemistry in 1994, and then Ph.D. in Pharmaceutical Chemistry in 1998 from the 
University of Kansas. In 1997, she started her career at DuPont Pharmaceutical Company 
working on Discovery Pharmaceutics,Preformulation and Clinical Pharmaceutical 
Development. After the merger, she joined Bristol-Myers Squibb and led the pharmaceutical 
support for discovery efforts in several therapeutic areas. In 2004, Dr. Xie joined Genentech 
Inc, to build a small molecule pharmaceutics group with expertise from discovery support to 
NDA filing. She has been an integral part of the efforts to establish systems/processes 
suited for small molecule discovery and development at Genentech. Dr. Xiehas twenty 
publications, Thirteen presentations, and invited speaker to several international 
conferences and universities. 
 
******************************************************************** 
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CACO Seminar Luncheon, Friday Mid-Day, Sept. 20, 2013 
 
Topic: “Up Close and Personal with Cancer: The Success Story of Plexxikon's Zelboraf® 
(vemurafenib) for Melanoma Treatment and beyond” 
Speaker: K. Peter Hirth, Ph.D., Chief Executive Officer, Plexxikon 
Date and Time: Friday, Sept. 20, 2013, 11:00 am – 1:30 pm 
Location: Crown Plaza, Foster City, CA 
 
Speaker Bio 
Dr. Hirthco-founded Plexxikon in December 2000, and has 25 years of biotechnology and 
pharmaceutical discovery and development experience. Dr. Hirth was instrumental in the 
discovery and development of Zelboraf®, Plexxikon’sfirst oncology drug now approved in 
the U.S. and many other countries, along with its companion diagnostic. Previously, he was 
president of Sugen, Inc. until the sale of the company to Pharmacia Corporation in 1999. At 
Sugen, he helped build the company from its inception and advanced several kinase 
inhibitors through clinical trials for the treatment of oncology. This includes the drug Sutent, 
now owned by Pfizer through its acquisition of Pharmacia. Prior to Sugen, Dr. Hirthwas a 
vice president in research with BoehringerMannheim where, among other responsibilities, he 
successfully led the company's erythropoietin program. Previously, he also was a research 
scientist with the Max Planck Institute, following the completion of his post doctoral work at 
the University of California, San Diego. Dr. Hirth received his Ph.D. in molecular genetics 
from Heidelberg University, Germany. 
************************************************************************* 
Elsevier’s Pharmaceutical Strategy Conference, Monday – Wednesday, Sept. 23-25, 
2013 
 
Event: “Rebooting Growth: Maximizing the Value of Scientific and Business Model 
Innovation” 
Date and Time: Monday, Sept. 23 starting at 1:30 pm through Wednesday Sept. 25, ending 
at 1:00 pm 
Location: Millennium Broadway Hotel, New York, New York (Manhattan) 
Cost: Individual Attendee: $1595 (lower prices for past attendees and subscribers to 
Elsevier products) $400 Discount - Expires July 5, 2013 
Cost includes: 
•Entrance to all sessions and workshops 
•Conference materials, proceedings booklet, and copies of presentation slides as permitted 
by our speakers 
•Admission to two cocktail receptions and all breakfasts/lunches/breaks (all networking 
functions) 
•Conference materials, proceedings booklet, and copies of presentation slides, as permitted 
•15% off any Elsevier Business Intelligence product purchased at the conference. 
See details on invited speakers and register at 
http://www.elsevierbi.com/mkt/Conf/PSA/2013Register 
 
Event Description 
In the first decade of this century, industry has adopted more effective and efficient ways of 
managing R&D, but will those changes be sustainable now that the urgency of the patent 
cliff is behind it? A rising class of stronger, bigger biotechs has lessons for the rest of the 
industry on the kinds of innovation acceptable to the market. Are these the right models for 
this new era? At this year’s PSA: The Pharmaceutical Strategy Conference, we will explore 
how various players in the biopharmaceutical ecosystem can gain the most value from 
scientific and business model innovation. 
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Industry still grapples with existential questions about the most effective approaches to 
developing meaningful new drugs; how it should collectively fund and reward their discovery 
and development; which therapies are ultimately worth paying a premium for, and how that 
worth should be measured. We’ll hear from R&D and business development leaders about 
changing corporate priorities and strategies, and plans for building businesses in emerging 
markets that can help resuscitate faltering businesses at home. We’ll also examine what 
large investors want from large pharma, and at the other end of the value chain, what 
venture capitalists and entrepreneurs learned from the bloodbath of the past few years. 
Pharma now faces market access and pricing challenges that are more insidious, but just as 
threatening as the familiar R&D and patent cliff issues it has grappled with for years. With 
the U.S. now fully immersed in implementing health care reform, and austerity abroad, 
biopharma’s core customer bases face challenges of their own. New information 
technologies and resource constraints up-end traditional approaches to working with various 
constituents. Pharma’s responses to these changes continue to evolve. With near-term top- 
and bottom-line pressures easing, and the broad outline of regulation and policy clearer, 
biopharma leaders can grow bolder – or more complacent. As industry drives growth in new 
territories, in new therapeutic spaces, and by forging new kinds of relationships across the 
changing ecosystem, it may now have its greatest opportunity for transformation ahead of 
it. 
Why do so many pharma companies send their leadership teams to PSA? 
PSA offers case studies about today's top biopharma issues from CEOs, Senior R&D and 
Senior Business Development executives. Not only will they share lessons learned, and 
practical advice for sealing a deal, but these key opinion leaders will debate the issues that 
are top of mind -- from enhancing R&D productivity to doing more with less in Business 
Development. In addition, attendees will also have the chance to: 

 Meet potential partners and network in a relaxed setting.  
 Understand externalization models and see how a company's approach meshes with 

potential partners.  
 Benchmark the firm's dealmaking strategy against its competitors.  
 Understand the specifics driving biopharma dealmaking to better calibrate ongoing 

negotiations.  
 View Top 10 reasons to attend Pharmaceutical Strategy Conference.  

PSA is the only meeting to gather in one place the industry's top thinkers to explain 
solutions to the fundamental challenges facing biotech and pharma. In a limited period of 
time, it will equip dealmakers like you with the insights, information and practical advice 
you need to strike successful deals. This program will sell out so register early.  
At this year's event you'll hear from and network with senior industry executives about 
biopharma's most pressing strategic issues. Panel topics include:  

 Innovative approaches to market access.  
 Breakthroughs in business development.  
 Biotech models that create value.  
 What leading investors want from biopharma companies?  
 Balancing austerity and innovation in R&D  
 BD in China: Why it's the right time to partner with domestic biopharma.  
 Matchmaking and integration in the new world of diagnostics M&A.  
 Bringing brand sensibility to biosimilar strategies.  

 
*********************************************************************** 
UC Berkeley Extension Course, Thursday and Friday, Oct. 3-4, 2013 
 
Course: “Life Science Business and Marketing: Their Integral Role for Success,”  
Dates and Time: Thursday and Friday, Oct. 3-4, 2013; 8:30 am – 5:00 pm for classroom 
intensive and balance of term for working on term project 
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Location: Downtown University of California, Berkeley Extension, 425 Market St., 8th Floor, 
San Francisco, CA 94105 
Fee: $795, online registration available in early August 
Register at http://extension.berkeley.edu/catalog/course190.html 
 
Course Description 
The life science industry presents very different challenges found in other industries and 
requires specialized knowledge and skills to navigate the unique regulatory path 
requirements, lengthy development times, expensive clinical trial process, FDA control of 
advertising and labeling, and impact of managed care on reimbursement and pricing. This 
course conveys the foundational research and analysis skills needed on the job to make 
good marketing and business recommendations and decisions across company functions.  
 
Course includes two days of intensive classroom work and mentoring by instructor available 
for balance of term while completing optional term project.  Students will learn how to 
research and analyze markets and environments for making recommendations and 
decisions useful for all professional functions in bioscience companies. They will learn how to 
do typical business and marketing assignments common to the workplace and receive 
templates/outlines for documents. In the process students will develop a basic 
understanding of the role and benefits of various business and marketing functions involved 
in company’s success, underscoring their roles across all stages of company and product 
lifecycle. Participants will learn what makes the industry “tick,” identify challenges and 
opportunities critical to the success of a company and its products that might otherwise be 
overlooked until too late in the development process. Students will complete business 
investment analysis of a company and its technology/products of their choice for term 
project. 
 
Deliverables 
Students receive an extensive student reader with lecture slides for note taking, lists of 
Internet-accessible information resources and gratis access to otherwise paid subscription 
databases to assist in researching their optional term project.   
 
Who Will Benefit from This Course 
Experienced and newer business and marketing professionals--as well as scientific, clinical, 
regulatory, and legal professionals--can benefit from this introduction to the important 
business and marketing aspects of the life science industry and how to research and 
develop solutions to handle its challenges.  
 
Course Director 
Audrey Erbes, Ph.D., is a global life-science business development and marketing consul-
tant, industry blogger at www.AudreysNetwork.com, organization leader, public speaker and 
developer of customized executive education. She is known for her industry blog 
publications on Audreysnetwork.com. She had 25 years of corporate managerial experience 
in the biopharmaceutical industry including Executive Vice President and Cofounder of Kowa 
Research Institute, a biopharmaceutical licensing and investment subsidiary of Kowa 
Company Ltd., Japan. Before that she held both U.S. and international management 
positions at Syntex Corp. (acquired by Roche) in market research, product management, 
strategic marketing, and business development with a special emphasis on Europe and 
Asia/Pacific/Canada.  
 
Guest Speakers and Their Topics 
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Joyce L Chiarenza, Chiarenza Consulting, L.L.C. is a regulatory affairs, labeling expert and 
clinical compliance certified professional with over 40 years of pharmaceutical and biotech 
experience. She held managerial positions in quality control, quality assurance, compliance 
and regulatory affairs. After more than 16 years at Genentech, Inc., she became a 
regulatory affairs consultant, specializing in labeling, advertising and promotion, and clinical 
compliance. Prior to Genentech she worked in quality with Abbott Laboratories and for three 
years worked in area of vitamins, food supplements and cosmetics.  
Joyce holds a B.S. degree in Child Psychology and Special Education Credentials from 
California State University at Northridge. In 2010, she received her certification as a Clinical 
Compliance Professional. Topic: “Operating in the U.S. Regulatory Environment: Is Product 
Approvable” 
 
Linda L. Schock is the Director of Commercial Compliance & Government Programs at 
Compliance Implementation Services (CIS) and responsible for opening the CIS West Coast 
office in Burlingame, California.   Ms. Schock brings over 20 years of industry experience 
ranging from distribution, pricing, Commercial and Government contracting, reimbursement 
and Patient Support Programs. Prior to joining CIS, Ms. Schock worked at NeurogesX as 
Director, Commercial Operations from 2009-2011 and CV Therapeutics from 2005 2009. 
From 2001 to 2005 Ms. Schock was Associate Director, Distribution and Reimbursement 
within Commercial Operations at Actelion Pharmaceuticals where she was involved in the 
launch of Tracleer® and the risk management program T.A.P.   Ms. Schock began her career 
at Genentech, Inc. where she worked in Commercial Operation positions of increasing 
responsibility from 1987 to 2001. Topic: “Building Effective & Compliant Commercial and 
Government Contracting Operations: A Case Study” 

 
Bev Hudson, MBA, is Executive Director/SVP of Clinical Research, Oklahoma Foundation 
for Cardiovascular Research (OFCR). Previously, she was Senior Vice President, Business 
Development, Omnicomm Systems, Inc., a Web-based electronic data capture (EDC) and 
eClinical (eClinical) software and services company; VP and General Manager of Clinical 
Research Services at MedPoint Communications, Inc.;  and earlier ran sales and operations 
for Mayo Clinical Trial Services. She spent eleven years at Genentech in sales and marketing 
management roles. Topic: "The Impact of U.S. Health Care System on Marketing Life 
Science Products" 
 
Julie Tompkins, MBA, is Sr. Vice President at Timely Data Resources (TDR), a healthcare 
market research and consulting firm.  She has more than 30 years experience in the 
pharmaceutical and biotech arenas, including 12 years in industry and more than 20 years 
in market research consulting, and has worked with pharmaceuticals, diagnostics, and drug 
delivery systems.  At Syntex (acquired by Roche), Julie worked in both R&D and Marketing, 
including positions as Analytical Chemist, Market Research Analyst, Manager of New Product 
Planning, and Manager of Market Analysis.  She spent most of her time in Marketing as the 
primary liaison between Marketing and R&D, serving as a key member on multi-disciplinary 
project teams and strategic planning committees.  After leaving Syntex, Julie was President 
and Founder of MedSearch, a primary market research company that merged with TDR in 
January 2000.  She holds a B.A. in Human Biology from Stanford University and an MBA 
from Santa Clara University. Topic: “The Role of Market Research in Product Planning, 
Development and Marketing" 
 
Course Content Outline 

The Discipline of Marketing in the Bioscience Industry 
 Unique bioscience industry marketing characteristics 
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 The core marketing functions 
 Pivotal documents associated with marketing functions  
 The critical role of marketing at all stages of a product’s development  

Marketing Research and Analysis  
 Use of market research to optimize product planning, development and marketing 
 Role of market research throughout development of company and product 
 Defining the objectives, planning and implementation of the research 
 Types of market research and methodologies 

Impact of Managed Care System on Marketing Bioscience Products 
 Review healthcare industry trends/data that impact cost and reimbursement  
 Define “who/what is the U.S. healthcare system” and how it influences the 

commercialization process 
 Define reimbursement from Managed Care perspective 

Success Parameters for Products and Companies 

Dealing with regulatory Environment and Product’s Approvability 

The Role, Function, Objective of Selected Major Marketing Functions 
 Business Development and Licensing Process, Contract and Terms 
 Product/Technology Opportunity Assessment Research and Recommendation 
 Strategic Planning and Strategic Plan  
 Product Management and Product Marketing Plan 
 Sales and Distribution 

 
*************************************** 
CACO Workshop, Friday, Oct. 4, 2013 
 
Topic: “Polymorph and salt selection: Advanced approaches for screening, preparation and 
characterization of small molecule drugs” 
Speakers: X. Li (University of the Pacific), Peter Kitrinos (Gilead), Joe Lubach (Genentech), 
Jeff Stults (Genentech), Fang Wang 
Date and Time: Friday, Oct. 4, 2013, 8:45 am – 1:00 pm 
Location: SF Bay Area: Santa Clara Convention Center (jointly with ACS Western Regional 
Meeting) 
See details and register at http://www.caco-ca.org/aspx/chemist.aspx 
 
Topic Description 
Workshop Description: 
 
Solid-state characterization of API and DP solid dosage forms is an integral part of the 
pharmaceutical industry. Polymorph and salt selection are key decisions in the development 
process as they impact the biopharmaceutical properties and stability of the drug candidate. 
An understanding of these physical forms using methods of analysis, such as x-ray 
diffraction, thermal and spectrophotometric techniques, are required to establish the solid-
state form of the API. These tools are applied in the selection and development a drug 
candidate. The final API or formulated products must be fully characterized to support 
regulatory submissions and tested according to specifications to guarantee identity, 
strength, quality, purity and performance of the drug product.  
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This workshop will provide an understanding of the fundamental principles and practical 
applications of a wide variety of solid-state characterization methods for new drug 
candidates as well as IP considerations for protecting new drug candidates. This workshop 
will benefit scientists, scientific management, quality control and quality assurance, and 
regulatory affairs specialists currently working in the pharmaceutical/biopharmaceutical 
industry who want to improve their understanding of the best practices for characterization 
of API and form selection. This workshop is also useful for non-pharmascientists who seek a 
better technical understanding of processes, challenges and opportunities in the industry. 
 
Presentations: 
• Introduction & basic concepts of solid state properties (Dr. XiaolingLi, Ph.D., Associate 
Dean, University of the Pacific) 
• PXRD & spectral techniques (Peter Kitrinos, Ph.D., Associate Scientist II, Gilead Sciences) 
• Thermal techniques: DSC/TGA and DVS (TBD) 
• Solid State NMR (Joe Lubach, Ph.D., Scientist, Genentech) 
• Screening/crystallization during discovery/development (Jeff Stults, Ph.D., Senior 
Research Scientist, Genentech) 
• Particle engineering and form selection (Fang Wang, Ph.D., Senior Research Scientist II, 
Gilead Sciences) 
• IP considerations for solid formulations (TBD) 
****************************************************************** 
Prescience International BioExec Institute, Thursday and Friday, Oct. 10-11, 2013 
 
Topic: MODULE A - CREATING VALUE 
Day 1  
New Models of Innovation 
“Big Bang Ideas.” 
Where does innovation come from and how do we get more of it? There are few more 
important questions to the biopharma industry and this year's BioExec Institute will feature 
some of the industries most respected thought leaders on the subject of innovation 
including Bernard Munos, Founder, InnoThink Center for Research in Biomedical Innovation 
and Mervyn J. Turner, Ph.D., Chief Strategy Officer, Merck & Co. Inc. & Sr. Vice President, 
Emerging Markets, Merck Research Laboratories. 
Featured topics: 

 Where does innovation come from 
 Emerging business opportunities in healthcare 
 New models of early stage innovation 
 The sustainability of the biopharma business model 

Day 2  
Disruptive Innovation - The External Insurrection 
"High risk - high reward bets on innovation.” 
A focus on innovative and/or niche models represented at specific companies which may or 
may not evolve into mainstream strategies. A high-level view of where current strategic 
investments are being made by ‘traditional’ biopharmas. 
Featured topics: 

 Innovative therapies and models including delivery, price-point, and product service 
models 

 Outcomes-based contracts for specialty medications 
 Virtual company models 
 Innovative R&D ecosystems 
 Personalizing therapies 

 
Date and Time: Thursday and Friday, Oct. 10-11, 2013 
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Location: Berkeley, CA 
Fee: $2,400 
Please contact our program consultant:  
Call +1.510.642.7794 Email or 
Call +1.510.642.9167 Email 
 
See details as they are announced at http://executive.berkeley.edu/programs/bioexec-
institute 
 
**************************************************************** 
CACO Luncheon, Friday MidDay, Dec. 6, 2013 
 
Topic: “Pharmacoeconomics: the Evolving Pharmaceutical Environment from the Managed 
Care Perspective” 
Speaker: Elva Gao, PhD, MBA (Premara Blue Cross) 
Date and Time: Friday, Dec.6, 2013, 11:00 am – 1:30 pm 
Location: Foster City Crowne Plaza Hotel, Foster City, CA 
See details and register at http://www.caco-ca.org/aspx/chemist.aspx 
************************************************************ 
 
 


