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************************************************************ 
BioCentury This Week, See new program Webcast Starting Sunday, Nov. 17, 2013, 2013 
www.biocenturytv.com, Available anytime starting at 9:00 a.m. EDT 
 
Date: Original broadcast Sunday, Starts Nov. 17, 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  
Topic: “Control-Alt-Debacle: Rebooting Healthcare.Gov” 
Speakers: Dr. Jack Hoadley from the Health Policy Institute of Georgetown University and Matt Eyles, EVP 
at Avalere Health LLC 
 
Topic Description 
The Obama administration says that once the health exchange website is working, consumers will be 
happy with the Affordable Care Act. But simply having health insurance isn’t the end of high medical bills. 
Will Americans with chronic diseases — or the young invincibles — be happy with their coverage? 
Will drug companies be allowed to help with co-pays for expensive drugs? 
The newest edition of BioCentury This Week television asks: 
• Dr. Jack Hoadley from the Health Policy Institute of Georgetown University and a member of the 
Medicare Payment Advisory Commission 
• Matt Eyles, EVP at Avalere Health LLC, former VP for Public Affairs & Policy at Coventry Health Care 
**************************************************************** 
Elsevier, Monday – Wednesday, Nov. 18-20, 2013 
 
Event: “Therapeutic Area Partnerships” 
Dates: Monday – Wednesday, November 18-20, 2013 
Location: Hyatt Regency Boston  
www.tapartnerships.com 
Register now for the industry's most targeted, efficient, and strategic-level partnering meeting for the 
biggest dealmakers seeking partnerships in:  
Oncology, Cardiovascular/Metabolic diseases, Neuroscience, Infectious diseases, Inflammatory diseases 
and other hot therapeutic areas. Don't miss THE best networking opportunity of the year! Network with 
dealmakers from Pfizer, Roche, J & J, BMS, Novartis and more.  
3 registrations for the price of 2. 10% Discount exclusive to Audrey Erbes contacts. Contact Heej Ko at 
203-354-3693 or h.ko@elsevier.com for discounts. 
Pricing and registration at http://www.elsevierbi.com/mkt/Conf/TAP2013/Registration 
Event Description 
Grow the Value of your Assets through Financing, M & A and Strategic Partnerships 
A meeting for the sharpest minds in biopharma. Since its launch eight years ago, Therapeutic Area 
Partnerships (TAP) has come to be regarded as the industry's premier biopharmaceutical partnering event. 
A uniquely efficient gathering, TAP brings together decision-makers to assess the most promising drug 
programs available for partnering in: 
Oncology • Cardiovascular/Metabolic Diseases • Neuroscience • Infectious Diseases • Anti-
Inflammatory/Autoimmune Diseases • Advanced Therapies (Cellular and Gene Therapies, Rare Diseases 
and other high value and niche areas) 
Attendees have the opportunity to hear from and meet some of the industry's most talented biotechnology 
entrepreneurs and pharmaceutical leaders. Casual gatherings and one-on-one partnering meetings bring 
together business development decision makers from large pharmaceutical firms and executive leadership 



  

 

from innovative biotechnology firms to make this one of the industry's most productive events. Learn 
more about the many benefits TAP has to off or View the Top 10 Reasons to Attend TAP. 
 

Keynote Address and Book Signing by Fred Hassan 

*Register by November 8, 2013 and Receive a Complimentary Copy Onsite! 

 Leadership Principles from a Master of the Business Turnaround 

In Reinvent, renowned former CEO of Schering-Plough and business leader Fred Hassan explains how to 
transform a struggling business into a success by reinventing the culture, attitude, and behaviors of 
organizations and people. As he has famously shown in the biopharmaceutical industry, leaders who want 
to change cultures and individuals need a cool head, a clear vision, and a well-refined ability to inspire 
that change. At TAP, Hassan will explain how a productive biopharmaceutical organizational culture leads 
to real success. Revealing how to make culture a company's secret weapon, Reinvent is the perfect tool 
for business leaders in the highly competitive biopharmaceutical industry. 

Top Projects to Watch: 
The Top Projects to Watch are chosen to present in each therapeutic area, and are hand-picked by a panel 
of independent experts who screen hundreds of compounds and weigh their potential as future products. 
Many presenting companies in previous years have gone on to establish major partnerships - QRxPharma, 
Vectura, AVEO, Trophos, BiPar, Myogen, Sirtris and Kosan – just to name a few. 
Past Top 10 Candidates Signed a Total Potential value of $17 BILLION US in acquisitions and alliances. 
Don't miss out on potential opportunities! 
Recent List of Past Top 10 Nominated Companies - Just a few samples of deal history: 

 Trius Therapeutics and Optimer  - Two New Sides Of Cubist: Antibiotics Maker Buys Both Optimer 
And Trius 

 Pearl Therapeutics -  AZ Centers Pearl As The Jewel Of Its Respiratory Franchise  
 Avila Therapeutics - Celgene acquires Avila Therapeutics for $350mm up front, $575mm in earn-

outs 
 Vectura Group - Vectura grants unnamed company US rights to VR315 
 QRxPharma Limited - Actavis signs LOI to market QRxPharma's MoxDuo IR in the US 
 KAI Pharmaceuticals - Amgen buys KAI Pharmaceuticals for $315mm in cash 
 Anadys - Roche gains more hepatitis C candidates in $211.6mm Anadys takeover 
 Enanta - Novartis gets global rights to Enanta's EDP239 for HCV 
 Endocyte - Merck gains global rights to Endocyte's vintafolide for cancer 
 DiaMedica - DiaMedica finalizes agreement to acquire Sanomune 
 Rib-X - Sanofi and Rib-X sign deal for development of new antibiotics 
 Arena Pharmaceuticals - Eisai to market Arena's lorcaserin in the US 
 Excaliard Pharmaceuticals - Pfizer buys Excaliard for money up front and future earn-out payments 
 Edison Pharmaceuticals - Edison Pharma licenses Centocor R&D's CNTO530 
 Biotest AG - Abbott gets rights to Biotest AG's BT061 
 Trius Therapeutics - Trius partners antibiotic torezolid with Bayer in emerging markets 
 Metabolex - J&J signs second diabetes deal with Metabolex 

 
 
*************************************************************** 
Bio2Device Group, Tuesday Morning, Nov. 19, 2013 
 
Topic: “How to: Select, Plan, Attend, Engage and Follow-up...participating in a professional trade show, 
convention, conference or expositions” 
Speaker: Eben Kermit, Field Service Engineering, Independent Consultant  
Date and Time: Tuesday, Nov. 19, 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 
We are fortunate to have many choices of professionally organized conferences on a wide range of topics, 
technologies and specialties that includes: technical presentations, workshops and a show floor with 
product demos. Many of these conferences are local here to Silicon Valley or held in metropolitan centers 
within reasonable travel. These events can be intimidating to the un-initiated. The goal of this 
workshop/presentation is to offer ideas on why you should consider attending (employed or not). 
This is an interactive workshop session for both full time employed or job seekers in biotech, pharma or 
medical device professionals who plan to attend a conference, trade show or exposition. 
What will you get out of this session? 
• Tools to derive the maximum benefit of attending. 
• Frugality and cost savings for those on a budget. 
• Development of a game plan. 
• Look for opportunities to volunteer. 
• Thoughts on what to do 'to see' and 'be seen'. 
• Follow up. The "To Do's" after you get back home. 
B2DG members and guests are encouraged to actively participate in the discussion. Bring your views, 
opinions and experience on what works best for first time conference attendees or savvy, experienced 
participants. 
Examples of recent conferences* I attended that were held here in the SF Bay area (such as Heath 2.0, 
IN3 Summit, and GMIC) will be given to illustrate content and format.  

 
 
 

 

Janssen Labs, Tuesday Morning, Nov. 19, 2013 

Topic: “How To... Make Every Talk TED Worthy: Best Practices for Taking Your 
Communication Skills to the Next Level” 
Speaker: John Bates | Chief Executive Officer, Executive Speaking Success & 
Business Coaching 
Date and Time: Tuesday, Nov. 19, 2013 

11:00 AM | Registration, Lunch, and Networking 
11:30 AM | Presentation 
12:30 PM | Discussion and Q&A  
1:00 PM | Program Close  

Location: Pete's Tavern, 128 King Street, San Francisco, CA 94107  

Fee: $25 | Student/Academic 
$35 | General Public  

Register at http://jlabsbay-tedworthy-zvents.eventbrite.com/ 

Program Description 

Whether you're an entrepreneur or corporate executive, knowing how to communicate 
effectively is essential. Whether you're pitching to customers and investors, recruiting 
potential employees or engaging the general public, certain elements and techniques are 
needed in order to make the right connections and be successful.  
 
This session featuring TED speaker and Communications Coach, John Bates, will provide you 
with the necessary presentation skills to feel confident in your everyday communication, as 
well as your presentation style and content. Going more in-depth than your typical "tips and 
tricks" workshop, Bates will explore how to use the biology of human evolution to move 
audiences to take action and inspire loyalty. Join us for an enlightening presentation and 
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discussion!  
 
The "How to..." Workshop Series is dedicated to giving you the keys to a successful 
business, from creation to exit. As with all our events, the "How to... Workshop" is 
interactive, informal, and intended as a conversation more than a presentation. We aim to 
bring you power you can use. So bring your questions with you! 
 
Speaker Bio 

John Bates | Chief Executive Officer, Executive Speaking Success & Business Coaching  
John fell in love with the Internet the moment it dawned on him what it would do for 
communication. Since then he has worked with early stage companies as a Founder or early 
employee and has been instrumental in raising hundreds of millions of dollars in Venture 
Capital. He Co-Founded BIGWORDS.com, a dotcom darling which ended up going bust in 
the dotcom bomb of 2000 and he was the first employee and is a part owner of 
Goldstar.com. John has been asked to speak and teach all over the world at events ranging 
from Web Attack to the St Gallen B-School World Leaders Symposium, the Leiden 
Veerstichting conference for Global Leaders, TEDActive twice, and many TEDx's. Most 
recently he taught groups of Entrepreneurs and business owners in Bratislava, Slovakia via 
the University of Ekonomics, American Chamber of Commerce and the American Embassy. 
These days John loves bringing the ideas of others to life.  

 
************************************************************************* 
IEEE SFBA Nanotechnology Conference, Tuesday,  Nov. 19, 2013 
 
Topic: “Nanoengineered Biomedical Devices” 
SPEAKER / TOPICS: 
Prof. Demir Akin, Deputy Dir, Ctr for Cancer Nanotechnology Excellence. Stanford School of 
Medicine. 
Cancer & Nanotechnology: Opportunities and Challenge 
Prof. David Deamer, Biomolecular Engineering UC Santa Cruz 
Nanopore Analysis of Nucleic Acids: From an Idea to a Working Instrument 
Prof. Erkin Seker, Department of Electrical and Computer Engineering, UC Davis. 
Gold foams for biomedical devices. Development of microfluidic platforms for high-
throughput material characterization and multifunctional sensors and actuators for 
biomedical applications. 
Dr. Adam Seger, Electrical Engineer, MagArray, Inc. Post-doctoral Researcher UC Santa 
Cruz 
Magnetic nano-sensors for sensitive protein detection 
Dr. Mehdi Javanmard, Senior Research Engineer, Stanford Genome Technology Center 
Ultrasensitive Electrofluidic Technologies for Point-of-Care Diagnostics 
Dr. Dominik Ziegler, Researcher, Molecular Foundry, Lawrence Berkeley National Laboratory 
Scuba Dive to the Nanoscale: New Probes for Low-Noise Mass and Force Sensing in Liquids 
Dr. Tom Peyser, Vice President, Science and Technology, Dexcom 
Glucose monitoring 
Prof. Tao Ye, School of Natural Sciences, UC Merced 
Developing sophisticated nanoscience tools to position and measure single molecules with 
nanometer resolution, dynamically activate the functions of individual biomolecules on 
surfaces, and develop artificial analogs of biological motors. 
Date and Time: Tuesday, 11/19/2013 - 9:00am – 4:OO pm 
Location: Texas Instruments (TI) Auditorium E-1, 2900 Semiconductor Drive, Santa Clara, 
CA  



 

5 

IEEE Members: $30, Non-members:$40, Students/unemployed: $20 
Includes lunch and refreshments. 
RSVP for on-site payment and registration (add $10 to above) 
Please Register Online -- mhttp://goo.gl/izSaRq 
 
Event Description 
The IEEE SFBA Nanotechnology Ninth Annual Fall Symposium: 
Nanoengineered Biomedical Devices 
Join colleagues from industry and academia to learn from speakers at the frontier of 
nanotechnology enabled medical devices, diagnostics, and medical research. 
 
 
BioScience Forum, Wednesday Evening, Nov. 20, 2013 
 
Title: ""Evolution of the 'Breakthrough' Designation in Oncology Genomic Medicines" 
Speaker: Lori Kunkel, M.D.. Strategic Clinical Consultant 
Date and Time: Wednesday, Nov. 20, 2013, 6:00 pm-9:00 pm; 6 pm - 7 pm networking 
7 pm - 8 pm dinner; 8 pm - 9 pm presentation 
Location: The Holiday Inn, 275 S. Airport Blvd., South San Franicisco, CA 94080 
Event Registration ($3 service fee will apply) 
General Pre-Registration $45.00 
General On-Site Registration $55.00 
Student Pre-Registration $35.00 
Student On-Site Registration $45.00 
Pre-Registration ends Monday, Nov. 18, at 9 pm 
Cash or check accepted on the day of the event 
Register at http://biosf.org/ 
Or you can pay with a check made out to "BioScience Forum" and sent to: 
BioScience Forum 
1442A Walnut Street, #308 
Berkeley, CA 94709-1405 
Please do not mail checks later than Thursday, Oct. 17th 
If paying with check, do not complete online registration with Cvent 
Please check BioScience Forum website (www.biosf.org) for details as I’m posting this 
ahead of their announcement being available. 
 
Topic Description 
The new breakthrough therapy designation was signed into law in July 2012 as part of the 
FDA Safety and Innovation Act. It represents the latest FDA approach to actively work with 
our industry to expedite the development and review of drugs for serious and life-
threatening conditions that may offer significant therapeutic improvements over existing 
therapies. Ibrutinib, an oral Bruton’s tyrosine kinase (BTK) inhibitor being developed by 
Pharmacyclics and Janssen Biotech, Inc., was among the first oncology compounds to 
receive the designation. The company received the breakthrough designation for Ibrutinib in 
three different indications including previously treated mantle cell leukemia (MCL) and 
previously treated chronic lymphocytic leukemia (CLL)/small lymphocytic lymphoma (SLL). 
The NDA for Ibrutinib in both these indications was recently accepted for filing by the FDA.  
 
The FDA has introduced special designations in the past with the intent to expedite the 
development, review, and approval of promising therapeutics. Has the relatively new 
breakthrough designation evolved, expanded, or improved upon those more familiar 
regulatory programs such as the fast track designation, accelerated approval, and priority 
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review? Can a greater level of engagement truly be expected from the FDA during the 
development of a drug with this designation?  Does the added burden of submitting for such 
a designation warrant the potential benefit, especially when only 35% of the FY2013 
requests for breakthrough designation reviewed by CDER were granted, and 0% of those 
reviewed by CBER were granted? 
 
Dr. Kunkel will speak to these and related questions from her first-hand experience with 
Ibrutinib, and place them in the context of the challenges often faced by many companies in 
our industry when conducting oncologic therapeutics development in an environment 
demanding more efficient clinical and regulatory strategies. 
 
Speaker Bio 
Dr. Lori Kunkel has held executive positions in a variety of companies that have provided 
her extensive experience in developing and commercializing oncologic/immunologic 
therapies. Her areas of responsibilities have included clinical, regulatory, medical affairs and 
licensing. Most recently she was the Chief Medical Officer at Pharmacyclics. Inc., where she 
was instrumental in achieving breakthrough designation for the lead product, ibrutinib; and 
filed the first NDA.  
 
Dr. Kunkel has served as Chief Medical Officer at Proteolix (acquired by Onyx), and acting 
CMO at Syndax and ACT. She has been directly involved in multiple EU and US strategic 
regulatory meetings, led US INDs, secured Orphan Drug designations, Special Protocol 
Assessments, on numerous agents and has filed both NDAs and BLAs. She has been a 
strategic clinical advisor and consultant to several corporations, as well as a consultant for 
Boston and Bay Area venture capital firms.  
 
Dr. Kunkel spent ten years in academic/clinical medicine and served as a faculty member in 
the Division of Hematology/Oncology Bone Marrow transplant unit at University of 
California, Los Angeles prior to joining the international biotechnology industry in 1995.  
 
Dr. Kunkel holds a Bachelor of Arts in Biology from University of California, San Diego; a 
medical degree from University of Southern California. She has held board certification in 
Internal Medicine, Hematology and Oncology. 
******************************************************** 
 
UC Berkeley Extension Free Information Session, Wednesday Evening, Nov. 20, 
2013 
 
Event: “All Life Science Industries Professional Certificates and Specialized Programs of 
Study UNEX 1031” (EDP 405324*Sec. 003) 
Date and Time: Thursday, Nov. 20, 2013, 1 meeting, 6-8 pm 
Location: San Francisco, downtown center  
Fee: FREE 
Enroll in this summer section by mail, on the phone at (510) 642-4111 or at the Golden 
Bear Center in Berkeley. You can not enroll in summer sections online. 
 
Event Description 
Attend a free, no-obligation event to learn about  the wide variety of biomedical sciences 
programs available at UC Berkeley Extension. Meet instructors who can answer your 
questions about how these programs can help you in your biotech career. For details visit 
extension.berkeley.edu/cert/sciences. 
Janssen, Wednesday Afternoon, Nov. 20, 2013 
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Event: Janssen Labs @QB3 Open House Tour  
Date and Time: Wednesday, Nov 20, 2013,  3:30pm-5:30pm  
Location: Janssen Labs at QB3, 953 Indiana Street,  San Francisco, CA 94107 
Register at http://nov13-jlabssf-tour-b2d.eventbrite.com 

 
Topic Description 
Have you heard about Janssen Labs @QB3 but not yet seen the space for yourself? Join us 
for a guided tour of the research facility and a chance to learn more about the project first-
hand.  
Janssen Labs at the California Institute for Quantitative Biosciences (QB3) marks the first 
geographical expansion for Janssen Labs, which operates with the same open-innovation, 
no-strings attached approach as it does at the flagship Janssen Labs in San Diego and the 
recently announced Janssen Labs @Lab Central in Boston.  
Come see for yourself how innovation is thriving at Janssen Labs!  
Who Should Attend: Life science industry executives, venture capitalists, institutional 
investors, founders, CEOs, and managers of start-ups and other private companies  
 
EMBS, Wednesday Evening, Nov. 20, 2013 
 
Topic: “Special Design Considerations for Medical Electronics” 
Speaker: Jerry Twomey,  Consultant 
Date and Time: Wednesday, November 20, 2013, 7:30 PM 
Location: Room M-114, Stanford University Medical School 
No cost or registration required 
  
Optional dinner location: Stanford Hospital Cafeteria, 6:15 PM (no host, no reservations) 
  
Topic Description 
Medical electronics devices sit within a complicated regulatory maze that is entirely different 
from other devices. Many engineers doing their first medical device hit a wall when trying to 
clear the compliance hurdle. Due to safety driven regulatory issues medical devices require 
special efforts in mechanics, electronics, and software. This presentation will go over many 
of the issues that need to be designed in from the start of a new product. 
To be discussed: 

·         IEC-60601-1 and IEC-61010 Target Devices 
·         Patient Isolation Requirements 
·         Risk Matrix Compliance 
·         EMC Stress Testing and System Functionality 
·         Programmable Devices and Software Regulatory Issues 

In addition to regulatory requirements, circuits and systems techniques used to meet those 
requirements will be discussed.   
  
Speaker Bio 
Jerry Twomey has designed multiple medical, consumer, and commercial products. Medical 
devices include blood glucose monitors, wireless-wearable EEG systems, cranial 
hypothermia systems, and others.   His experience in semiconductors, mixed signal 
systems, signal processing, and analog front end devices is now being used on medical 
devices.   Jerry holds an MSEE from Worcester Polytechnic Institute, is a Senior Member of 
the IEEE, and is a contributing editor for Electronic Design Magazine.   He can be reached at 
jerry@effectiveelectrons.com, and his web site can be found at: www.effectiveelectrons.com 
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*************************************************************
********* 
HBA, Thursday Evening, Nov. 21, 2013 
 
Topic: “Keeping Cool Under Fire” 
Speaker: Marianne Fleischer, President, Fleischer Consulting, Fleischer Communications 
Date and Time: Thursday, November 21, 2013, 5:30 -8:10 pm 
5:30 PM - 6:15 PM   Registration & Networking 
6:15 PM - 6:30 PM   Welcome/introductory remarks  
6:30 PM - 7:45 PM   Interactive presentation 
7:45 PM - 8:00 PM   Q&A 
8:00 PM - 8:10 PM   Concluding remarks 
Location: Bayer, 800 Dwight Way , Berkeley, CA, 94710 
Registration Information 
Event is open to: HBA members and nonmembers   
Onsite (walk-in) registration:  Is allowed  
Member rate:  
 $45 until Novmber 7, 2013 
 $50 after November 7, 2013 
Non-member rate:   
$60 until November 7, 2013 
$65 after November 7, 2013 
Student rate: 
$ 30 until  November 7, 2013 
$ 35 after  November 7, 2013 
Register at http://bit.ly/HvgxGZ 
 
Topic Description  
How we think on our feet can propel or impede our careers, as trust can be gained or lost 
by how we respond in the moment. In this small-group workshop, you will learn to think on 
your feet, take the heat, read the room and make adjustments on the fly, even in high-
stakes forums like media interviews, pitch meetings and holding your own with competitive 
colleagues. In a fast, fun and spontaneous environment, you will practice pitching or 
defending an idea while being grilled by role-playing “leaders.” Learn how to deal with 
difficult “What if” scenarios—What if there is a game - changing surprise on the day of your 
presentation? What if a decision-maker publicly shoots down the premise of your 
presentation in the very first slide? What if you thought you had alignment with key 
stakeholders, but they jump ship the day of the big meeting? And what if you are 
presenting via videoconferencing—any special tricks? This workshop is a lively mix of 
theory, practice and evaluation for those who want to dive right in. 
Learning Objectives 
1.  Understand Performance Anxiety through lens of Neuroscience, with fresh Executive 
Communication techniques to break through the threat response      
2.  Begin to see new ways to think-on-their-feet when Influencing Up to Leaders or working 
with challenging peers 
3.  Better hold their own in challenging Q&A sessions, panels or video 
 
****************************************************************************** 
Squire Sanders, Thursday, Nov. 21, 2013 
 
Webinar Topic: November What Keeps You Up at Night Webinar—“My Data’s Been Stolen: 
Now What?-Part II” 
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Speakers: Thomas E. Zeno, Emily E. Root, Scott Edelstein, Tom Hibarger – Managing 
Director, Stroz Friedberg 
Date and Time: Thursday, Nov. 21, 2013, 9:00 – 10:00 am PT 
Cost: Free 
Register at 
http://www.squiresanders.com/newsevents/events/event_registration.aspx?eventID=3915
&utm_source=SilverpopMailing&utm_medium=email&utm_campaign=Invitation%20-
%20Reminder%20-%20WKYUAN%20-
%20My%20Data%20has%20Been%20Stolen%20Part%202%20(1)&spMailingID=44302839
&spUserID=NTk2OTY3OTk0MjAS1&spJobID=211880496&spReportId=MjExODgwNDk2S0 
 
Topic Description 

 
“My Data’s Been Stolen: Now What? - Part II” is the 10th webinar in our complimentary 
“What Keeps You Up at Night” series, designed to give you a concise briefing on your most 
worrisome fraud and abuse compliance challenges.  
  
According to experts, it is more a matter of when than a matter of whether your 
organization will be the victim of a data breach. In the highly regulated world of 
healthcare, the consequences of a breach can be severe. Would your organization know if 
a data breach occurred? Does your organization know its responsibilities in the event of a 
breach? Does your organization have a plan to respond to a data breach? This webinar will 
identify many of the common challenges involved in data security and identify “best 
practices” that can be implemented by your organization in the event of a breach.    
  
In addition to our lawyers, we will be joined by Tom Hibarger, Managing Director of Stroz 
Friedberg, a leader in global investigations, to address: 

 What more does HIPAA require?  
 Data breach remediation  
 Tips to prevent a breach and pre-planning for a breach  

Part I of the webinar took place on September 19 and addressed the following issues: 
 How to know when a breach has occurred  
 Insider and outsider threats  
 Should you notify law enforcement?  
 What does HIPAA require about Business Associates?  

View Part I and all events in the What Keeps You Up at Night: Fraud and Abuse Compliance 
Webinar Series. 

 

 
******************************************************************************
********* 
Bio2Device Group, Tuesday Morning, Dec. 3, 2013 
 
Topic: “Blueprint for Action”  
Speaker: Thomas L. Steding, PhD, Senior Corporate Executive, Quadrix Partners, LLC 
Date and Time: Tuesday, Dec. 3, 2013, 8:30am – 10:30 am 
Location: Sunnyvale City Council Chambers, 456 West Olive Ave., Sunnyvale, CA  
No registration required 
 
Topic Description 
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The ability to execute (getting things done) is considered to be both necessary and sufficient for 
business success, yet little is written about how to achieve it. I will provide both a diagnostic 
approach (how one assesses an organization's capacity for execution) and a prescriptive approach 
(what principles and practices lead to a high level of execution). The methodology focuses on 
establishing a high level of creative collaboration, which McKinsey has shown has a direct 
bottom line benefit. Included in the approach presented is a three-layer model that exposes the 
otherwise mysterious layers of culture and leadership mindset in determining outcome, along 
with certain practices rooted in recent neurological research. You will leave with a basic 
framework for enhancing execution in your organization. 
 
Speaker Bio 
Dr. Steding is a senior corporate executive with an excellent track record in founding and 
growing successful businesses based on complex, leading edge technologies. He has been CEO 
of ten high tech companies and active Chairman of several others. He was recently President & 
CEO of Zephyr Photonics, an optical networking company addressing applications in harsh 
environments, where he transitioned the company from an R&D lab to a commercial product 
company with strong growth prospects. He was President & CEO of Red Condor, an award-
winning venture-backed anti-spam company, that he sold to St. Bernard Software (now 
Edgewave), a public web filtering company. Before that he was Chairman and Interim CEO of 
Liquid Engines, Inc, a tax software company founded by Ed Lazear, now Chairman of the 
President’s Council of Economic Advisors, and Nobel Laureate Mike Spence. Earlier in 2006 he 
was founding CEO of Stion Corp, a nanotechnology solar photovoltaic company funded by 
Khosla Ventures, and recently brought total financing to over $300M. Stion is also the recipient 
of the TiE50 award for one of the top ten hottest startups in Cleantech, along with several other 
awards. He is also Chairman and Founder of Quadrix Partners, a leadership consulting 
organization providing powerful leading edge consultation and intervention for creating high 
execution organizations. Previously he was CEO of Astoria Software, a venture-backed Xerox 
spin-off in structured document management for complex applications. Dr. Steding was 
President & CEO of Metacode Technologies, a Web infrastructure company, sold to Interwoven 
in November, 2000 for $150M. Prior to that he was President & CEO of RedCreek 
Communications, a virtual private network company named by PC Week as “One of the top 15 
companies to watch in 1999.” He was Founder, President and CEO of Pretty Good Privacy, Inc., 
an Internet encryption startup also listed by PC Week as “one of the companies to watch in 
1997.” He has served as Vice President and General Manager, Communications Infrastructure 
Division of Novell, Inc.; Vice President and General Manager, Enterprise Systems Division and 
Vice President, Marketing, Network Systems Division of 3Com Corporation; Vice President, 
Marketing and Sales for Sony Microsystems; Vice President, Business Development for Ardent 
Computer Corporation; Executive Vice President, Member, Board of Directors, Senior Vice 
President, Operations Group and Systems Group, and Director of Strategic Planning for Systems 
Control, Inc.  
Dr. Steding holds a Ph.D. in Electrical Engineering from University of California, Berkeley, 
California, and a MS in Management (Sloan Fellow) from Stanford University Graduate School 
of Business, Stanford, California where he graduated top of his class. He was a commissioned 
officer and the Distinguished Graduate of Armor Officer Basic at Ft. Knox, Kentucky. He is the 
co-author of Built on Trust – How to Gain Competitive Advantage in Any Organization, 
Contemporary Press, 2000, and The Execution Handbook, currently in manuscript. He is also a 
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member of the leadership team of the Chief Executive Council, the Executive in Residence of the 
Palo Alto-based Venture Capital – Private Equity Roundtable, and a founding member of The 
Silicon Valley Angel group. 
Dr. Steding has extensive experience in capital transactions and achieving premium company 
valuations. His leadership in 3Com helped instigate a turnaround that eventually took the stock 
price from $5 to over $220. He sold Metacode, a pre-revenue company, to Interwoven for 
$150M seven months after arriving as CEO. As an advisor to HotRail, a Tech Farm company 
specializing in high speed channel and cache-coherent switched fabrics, he repositioned the 
company and got it sold for $400M in less than six months, well over the $75M target sale price. 
All of his full-time CEO assignments have resulted in operations that are, in one form or another, 
still in existence. Overall, his leadership has resulting in over $200M in committed venture 
capital and well over half a billion dollars in capital transactions. 
 
GGPF, Tuesday Evening, Dec. 3, 2013 
 
Topic: "Using Synchotron Radiation at the Advanced Light Source(LBNL) to Probe Polymer 
Structures, Morphologies and Dynamics" and "Interfaces, Bulk, and Confinement in Nafion – 
Insights into performance in Fuel Cells"  
Speakers: Ahmet Kusoglu, Alex Hexemer, and Adam Weber, Lawrence Berkeley National 
Laboratory (LBNL)  
Date and Time: 6:00 pm 
 6:00 PM  social hour  
 7:00 PM  dinner  
 8:00 PM  presentation 
Location: Michael's Restaurant at Shoreline Park,  2960 N Shoreline Blvd., Mountain View, 
CA. 
Cost:     Employed/postdocs:  $30 advanced registration, $35 regular registration; 
Unemployed/retired/students:  $15 advanced registration, $20 regular registration  
 Free if you attend just the lectures at 8:00 PM (but please let us know for headcount)  
After deadline:    
 Registration not guaranteed, so contact us  
 Late fee applies if space available -- $40 regular/employed, $25 
unemployed/student/retired 
Register at www.GGPF.org 
 
Deadlines for registration:  
5PM, Monday Nov. 25 for early discounted registration,  
5PM, Monday Dec 2 for final full-price registration. 
Because we must pay the restaurant for the ordered meal, we must ask no-shows to pay for 
their reservation.    
However, penalty-free cancellations are allowed up until the deadline for reservations the 
day before the event. 
 
PLEASE NOTE:    
We accept cash or checks, but are unable to accept payment by credit card at this time.    
You may pay at the door.    
Checks may be made to "GGPF" 
 
Please register on the web page 
Or, if necessary, contact:  
      John Kerr  
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       jbkerr@lbl.gov  
       510-486-6279 
 
Topic Description  
 
The Advanced Light Source (ALS) is a Department of Energy User Facility available for use 
by companies and academics.  A brief description of how to access the facilities will be 
provided. The capabilities of synchrotron x-rays available at the ALS will be highlighted 
including scattering, resonance, and associated spectroscopies, using the specific example 
of Nafion to illustrate the possibilities.  
 
Perfluorosulfonic-acid (PFSA) membranes are the most widely studied ionomer for proton-
exchange-membrane-fuel-cell applications, with Nafion® still considered to be the 
benchmark material.  Its exceptional proton conductivity along with good thermo-
mechanical stability make it suitable for most electrochemical devices.  The performance of 
a fuel-cell membrane is controlled by its transport properties and sorption behavior, which 
are strongly correlated through the interactions between chemical structure and 
morphology.  In this talk, our recent work on Nafion's morphology, nature, and impact of 
interfacial phenomena including substrate confinement effects will be discussed for both 
steady-state and dynamic operation.  A key focus area is understanding the universal 
chemical / mechanical energy balance and the impact of the interface in allowing water into 
the membrane.  In addition, the properties of Nafion thin films within catalyst layers will be 
examined, where confinement effects and strong substrate interactions occur.  In particular, 
time-resolved, small- and wide-angle Grazing-Incidence X-Ray Scattering 
(GISAXS/GIWAXS) is employed to study the nanostructural changes in Nafion thin films due 
to hydration, substrate, and casting conditions.  Furthermore, swelling and water-uptake 
behavior of the films are correlated to the hydration0induced morphological changes.  
 
Speaker Bios  
Alexander Hexemer holds B.S. and M.S. degrees in Physics from Mainz University.  His 
Masters thesis was in collaboration with the Max-Planck Institute for Polymer Science.  He 
earned his PhD in Materials Science under the guidance of Prof. Ed Kramer.  Dr. Hexemer 
joined the Advanced Light Source at LBNL as a PostDoc to develop a Small and Wide Angle 
X-ray Scattering beamline.  He was awarded an outstanding performance award by the lab 
for building the beamline and became a beamline scientist. He has authored over 85 peer-
reviewed articles on topics ranging from copolymer ordering to the development of high 
performance computing algorithms on super computers.  He is part of the international 
organizing committee for the synchrotron radiation in polymer science meeting and the 
GISAS meeting.  In 2013 he received a DOE early career award for his proposal for a Light 
Source Toolkit.  
 
Ahmet Kusoglu has recently completed his Ph.D. in mechanical engineering at the University 
of Delaware.  He graduated from Istanbul Technical University, Istanbul, in 2004 and 
received his B.S. degree with Honors in Mechanical Engineering. His PhD research has 
focused on hygro-thermo-mechanical behavior of membrane electrolyte assembly in PEM 
fuel cells and structure-property relationship in ionomer membranes.  His research interests 
are durability and water transport in fuel cells, computational methods, solid mechanics and 
thermodynamics.  
 
Adam Z. Weber holds B.S. and M.S. degrees from Tufts University, the latter under the 
guidance of Professor Maria Flytzani-Stephanopoulos.  He earned his Ph.D. at University of 
California, Berkeley in chemical engineering under the guidance of John Newman.  Dr. 
Weber continued his study of water and thermal management in polymer-electrolyte fuel 
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cells at Lawrence Berkeley National Laboratory, where he is now a staff scientist.  He has 
authored over 50 peer-reviewed articles and 9 book chapters on fuel cells, flow batteries, 
and related electrochemical devices. He is the recipient of a Fulbright scholarship to 
Australia, the 2008 Oronzio and Niccolò De Nora Foundation Prize on Applied 
Electrochemistry of the International Society of Electrochemistry, and the 2012 
Supramaniam Srinivasan Young Investigator Award of the Energy Technology Division of the 
Electrochemical Society.  Dr. Weber is also on the Editorial Board of the Journal of Applied 
Electrochemistry and is current chair of the Energy Technology Division of the 
Electrochemical Society.  His current research involves understanding and optimizing fuel-
cell performance and lifetime including component and ionomer studies; understanding flow 
batteries for grid-scale energy storage; and analysis of solar-fuel generators.  
 
 
*************************************************************************
***** 
HBA, Tuesday Evening, Dec. 3, 2013 
 
Event: “Talent Tracking and Career Pathing: Common Ways to Identify and Develop 
Individual and Team Talent” 
Speaker: Kathryn Matz, Senior Partner , Hands On LLC 
Date and Time: Wednesday, December 4th, 2013, 5:30-7:50 pm  
5:30 PM - 6:15 PM     Registration & Networking 
6:15 PM - 6:30 PM     Welcome/introductory remarks  
6:30 PM - 7:15 PM     Interactive presentation by Kathryn Mraz 
7:15 PM - 7:45 PM     Q&A 
7:45 PM - 7:50 PM     Closing Remarks 
Location:Genentech Inc, 651 Gateway Blvd, Building 82, 15th Floor Reception Area, South 
San Francisco, 94080 
Free parking available in 5-story parking garage behind Bldg 82 
Member rate:  
$45 until November 27th, 2013  
$50 after November 27th, 2013  
Nonmember rate:  
$60 until November 27th, 2013  
$65 after November 27th, 2013  
Student:  
$30 until November 27th, 2013   
$35 after November 27th, 2013 
 
Registration Information  
Event is open to: HBA members and nonmembers  
Online Registration deadline: December 2nd, 2013 
Onsite (walk-in) registration: Is allowed  
Register at http://bit.ly/15OnVWV 
 
Event Description 
Please join us and Kathryn Matz for an evening of learning and interactive discussion as we 
explore topics related to competency identification and development, from both the 
individual and team perspective. Whether you are a people manager looking to identify and 
develop talent, or you are looking to demonstrate your talent, we will review the more 
common competencies that indicate talent in organizations: 
• How do we recognize these competencies?  
• How do we develop these competencies? 
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Speaker Bio 
Kathryn Matz is a practicing co-founder of Hands On, LLC, specializing in career 
development. Kathryn and her colleagues have helped many organizations answer some of 
the most critical questions employees ask: what are my career options and how do I work 
toward achieving my career goals? 
We are also pleased to announce that this event also offers you an opportunity to support 
Dress For Success, a not-for-profit organization that promotes the economic independence 
of disadvantaged women. Started in New York, Dress for Success (dressforsuccess.org) now 
has affiliates in 120 cities across 13 countries providing professional attire, a network of 
support and the career development tools to help women thrive in work and in life. By 
donating business clothing and accessories that are just taking space in your closet or 
writing a cheque you can help someone get a job, remain employed, and build new skills. 
 
Special instructions: 
Dress for Success Donation Guidelines: Please donate clothing that you would feel 
comfortable wearing on an interview yourself. We request that all donations be in excellent 
condition, ready for use and seasonally appropriate. All clothing donations need to be 
laundered and ironed or dry cleaned and pressed, whichever is appropriate. Clean pants 
suits, skirt suits, and blouses are accepted on hangers, since storage space is limited, and 
the well-groomed look of garments must be maintained. Accepted items include: Skirt and 
pant suits; blazers; slacks; skirts; blouses/shells; scarves; shoes (brown, black or navy); 
handbags; new hosiery (nude or off black); jewerly. Office supplies and monetary donations 
are also accepted. 
Sorry, the following items are not accepted: Casual clothing; undergarmets; evening wear 
and used hosiery. 
 
************************************************************************* 
 
UC Berkeley Extension Course, Thursday and Friday, Dec. 5-6, 2013 
 
Course: “Life Science Business Development,” (formerly known as Biotechnology Business 
Development) 
Applies for credit toward Professional Program in Life Sciences Business (see flyer at 
http://extension.berkeley.edu/upload/lifesciences_business.pdf) 
 
Dates and Time: Thursday and Friday, Dec. 5-6, 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, (440.8-001). Register at http://tinyurl.com/lba26sq 
 
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: 
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 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 
 
Allison Dupuy, Ph.D., is a Senior Director in the Life Sciences division of Simon-Kucher & 
Partners. She has been with the company since 2007 and is currently heading up the firm’s 
Life Sciences practice in San Francisco. In her work at Simon-Kucher, she focuses on 
strategic development, pricing and reimbursement, positioning, and value planning of 
pharmaceuticals and biotech products. She has experience with both quantitative and 
qualitative market analysis in key healthcare markets across the globe. Dr. Dupuy has 
consulted for leading pharmaceutical and biotech companies across a wide variety of 
therapeutic areas, including extensive experience in oncology.  
 
Dr. Dupuy is the author and coauthor of several scientific publications. She has research 
experience in theoretical and experimental physics, biophysics, cell biology, cancer biology, 
bioinformatics and biochemistry, both as an undergraduate at Wellesley College in addition 
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to research fellowships at NASA, NIST, Baylor College of Medicine and Rice University. 
Topic: “The Importance of Pricing and Reimbursement in Life Science Dealmaking”  
 
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" 
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Chris Dokomajilar, Chris Dokomajilar, Director, Business Intelligence, BioCentury was 
previously Deal Operations Manager at Recap LLC, providing advisory services to clients in 
the Life Sciences, including Biotech and Pharmaceutical companies, and Legal and Venture 
Capital firms where his focus areas included 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 
 The Role of Pricing and Reimbursement in Life Science Dealmaking 
 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, Thursday Afternoon, Dec. 5, 2013 
 
Event: Cardiovascular, Hepatic and Renal Safety Evaluations in Drug Development 
Panel: Philip Sager, Arie Regev (Eli Lilly), Laurie Tsuruda (BioMarin), Hong Wang 
(Genentech) 
Date and Time: Thursday, Dec. 5, 2013, 12:45 -5:30 pm 
Agenda: 
 12:45-1:00—CACO-PBSS Welcome and Introduction (Peter Staehr, Kathleen Meyer) 
1:00-1:35—Preclinical CV Safety Evaluations: What to look for? (Hong Wang) 
1:35-2:20—Clinical CV Safety: TQT studies, Arrhythmia, Blood pressure, Heart failure and 
beyond (Philip Sager) 
2:20-2:30—Major sponsor presentation (CoreLab Partners)  
2:30-2:45—Break & Vendor Show 
2:45-3:45—Hepatotoxicity: Preclinical and clinical safety evaluation – How to detect hepatic 
safety signals during drug development? (Arie Regev) 
3:45-4:00—Break, Vendor Show & Raffle 
4:00-5:00—Renal Safety: Preclinical and clinical evaluations and the Renal Biomarker 
Consortium (Laurie Tsuruda) 
5:00-5:30--Q&A and Panel Discussion (All speakers) 
Location: SF Bay Area: Foster City Crowne Plaza 
For details watch online events list at http://www.caco-ca.org/aspx/chemist.aspx 
 
Event Description 
One of the primary reasons for the attrition of promising therapeutic agents during drug 
development, the failure of approval, the addition of postmarketing label warnings, or the 
withdrawal from the market, is the observation of treatment-related, cardiovascular safety 
findings, hepatototoxicity, or injury to the kidney. 
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Drug effects on the cardiac repolarization and the potential for drug induced arrhythmia has 
long been recognized as a public health issue. In addition, the recognition that cardiotoxicity 
of new drugs may involve other cardiovascular targets and mechanisms, have led to clinical 
and regulatory focus on specific drug classes and therapeutic areas associated with CV 
toxicity, including oncology, rheumatology, endocrinology and metabolism, etc. Hepatotoxic 
events are frequently classified inaccurately and the population incidence of drug-induced 
liver injury is unknown. In vitro human hepatocyte testing similarly detects 50–60 percent 
of drugs that can cause severe liver injury in humans, including some not detected in animal 
testing. However, no currently available preclinical tests detect the potential for serious 
human hepatotoxicity with both high sensitivity and high specificity. 
  
Renal toxicity including histological evaluation is typically tested pre-clinically for New 
Molecular Entities. At the same time, the ability to recognize when a therapeutic 
intervention is damaging the kidneys in humans and to predict when removal of that agent 
would arrest further deterioration is severely limited. Progress in identifying, evaluating, and 
qualifying biomarkers of kidney injury would therefore yield great benefits in drug 
development. 
  
Everyone involved in drug development should have a good understanding of potential 
safety implications when developing or marketing a new drug. The workshop discusses 
appropriate pre-clinical and clinical safety evaluations for the cardiovascular, liver, and 
kidney organ systems. 
  
Speaker Bios 
Arie Regev, M.D.: Dr. Regev received his M.D. degree from the Hebrew University in 
Jerusalem, Israel.  He completed residency in Medicine and fellowship in Gastroenterology 
at Rabin Medical Center and Tel Aviv University, where he continued working as attending 
physician and Associate Chief of Medicine.  He subsequently completed a clinical fellowship 
in Hepatology and Transplant Hepatology at the Division of Hepatology of the University of 
Miami, and Jackson Memorial Hospital in Miami, Florida.  After his fellowship he continued 
working in the Division of Hepatology as a faculty member and subsequently Associate 
Professor of Medicine and Director of the Hepatology Fellowship Program until 2007.  Dr. 
Regev has conducted numerous clinical trials in the field of viral hepatitis and liver 
transplantation, and was the principal investigator of a number of NIH funded clinical trials 
and on several investigator initiated and industry supported clinical trials in the area of viral 
hepatitis and liver transplantation. He is the author of numerous publications in major 
medical journals including American Journal of Gastroenterology, Clinical Gastroenterology 
and Hepatology, Journal of Hepatology, Liver Transplantation, Gut, Transplantation, 
Proceedings in Transplantation and Digestive Diseases and Sciences.  He authored several 
chapters in major medical textbooks including Schiff’s Diseases of the Liver, The Clinician’s 
Guide to Liver Disease, Viral Hepatitis, Requisites in Gastroenterology and Advances in 
Internal Medicine.  Dr. Regev received Teaching and Research Awards at the University of 
Miami as well as Tel Aviv University.  He served as a member of the Training and Clinical 
Policy Committee of the American Association for the Study of Liver Diseases. In January 
2007 Dr. Regev joined Eli-Lilly in a Hepatology Consulting position and as Chair of the Liver 
and GI Safety Committee in the Global Patient Safety organization. He is currently an 
adjunct Associate Professor of Medicine at the Division of Gastroenterology and Hepatology 
of Indiana University, and he heads the Safety Advisory Hub at Eli Lilly and Company. 
  
Philip Sager, M.D.: Dr. Sager is an internationally recognized cardiologist who has held 
senior leadership positions within the pharmaceutical industry and academia.  He has played 
a significant role in innovative drug development as well as the assessment of 
cardiovascular safety issues in pharmaceutical development.  Key roles include leadership of 



 

19 

the development of Zetia, Vytorin, Crestor, Letairis and Brilinta.  He was the ICH Expert 
Working Group PhRMA Topic Leader on the QT interval initiative (ICH E14) and is Chair of 
the Scientific Programs Committee and member of the Executive Committee of the Cardiac 
Safety Research Consortium.  Currently Dr. Sager is a full voting member of the FDA 
Cardio-Renal Advisory Committee and is actively involved in developing collaborations with 
regulators, industry, and academia on new approaches to the innovative drug development 
and safety assessment of pharmaceuticals and devices.  He is a world expert on CV Safety 
issues (QT, BP, cardiotoxicity, CHF, arrhythmias, etc.) during drug development across the 
therapeutic armamentarium. 
  
Industry leadership positions have included VP, Clinical Research and Head of CV/Metabolic 
Clinical Development at Gilead Sciences, Executive Director at AstraZeneca, and Director at 
the Schering-Plough Research Institute.  Before joining the pharmaceutical industry, Dr. 
Sager was a tenured faculty member in cardiology at the UCLA School of Medicine and 
completed his undergraduate education at MIT and his medical education and complete 
medical training at the Yale University School of Medicine.  He has published more than 150 
scientific papers and abstracts and lectured internationally. 
  
Laurie Tsuruda, PhD, DABT:  Dr. Tsuruda is the Director of Pharmacology and Toxicology at 
BioMarin Pharmaceutical, Inc.  She has over 15  years of experience in nonclinical drug 
development of both small molecule entities and biologic candidates.  Expertise includes 
conduct of nonclinical programs from early research through market application, functional 
representative on project teams, long term integrated development planning, and 
nonclinical portfolio management.  She is a member of the American College of Toxicology, 
the Society of Toxicology and BioSafe.  Dr. Tsuruda received her PhD in Pharmacology and 
Toxicology from UC Davis, and her BS in Physiology from UC Davis.  She competed her 
postdoctoral fellowship at the University of Pennsylvania School of Medicine.  Dr.Tsuruda is 
a Diplomate of the American Board of Toxicology. 
  
Hong Wang, PhD, DABT:  Dr. Wang is a Senior Scientist/Group Leader in BioTherapeutic 
Toxicology, Safety Assessment Department at Genentech, a Member of the Roche Group.  
She has 15 years of experience in biopharmaceutical and pharmaceutical companies, 
including PDL Biopharm, Celera Genomics, and Genentech.  Since joining Genentech in 
2006, Dr. Wang led the nonclinical safety evaluation of a number of large and small 
molecule programs of different development stages.  She is the BioTherapeutics Toxicology 
Group Leader for immunology, infectious diseases and neurosciences.  She is a member of 
the Society of Toxicology and the American College of Toxicology, and is the VP Elect for the 
SOT Cardiovascular Toxicology Specialty Section.  Dr. Wang received her M.D. from Beijing 
University, Medical School and her Ph.D. in Biology from UC Santa Cruz.  She is a Diplomate 
of the American Board of Toxicology. 
 
****************************************************** 
Bio2Device Group, Tuesday Evening, December 10, 2013 
 
Topic: “Integrating High Level Diagnostics into Clinical Practice”  
Speaker: Ted Snelgrove, CEO, CellScape Corporation 
Date and Time: Tuesday, Dec. 10, 2013, 6:00 – 9:00 pm  
Location: Wilson Sonsini Goodrich & Rosati, 650 Page Mill Road, Palo Alto CA 94304  
Cost:  
$6 - Students/In-transition - Members only  
$11 - Early-bird Registration - Members only  
$20 - Late Registration and Non-Members  
$25 - Walk-ins  
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Register at www.Bio2DeviceGroup.org at least 36 hours prior to event for early bird rate. 
 
 
Topic Description 

1. Introduction  
2. Role of Information in Medicine: How will detailed insights into disease & host biology 

at the molecular level change health care?  
3. Impact of new technologies: What are the drivers from the technology standpoint?  
4. Implications for stakeholders:  

1. Clinicians: Training – Time Mgmt – Liability — Care Coordination — Business 
Model  

2. Patients: Responsibility — Burden of knowledge — Life Style — Trade-offs  
3. Pharma/Biotech: Rx Development — Claims — Value Proposition -- Marketing  
4. Payers: Economics — Policy Design — Granular insights re: Outcomes  
5. Society/Feds: Regulations — Privacy — Innovation Incentives — US role —

 Per capita health care expenditures 
5. The Next Wave: 2013-2020 predictions  
6. Summary 

Speaker Bio 
Ted has over 20 years of experience crafting innovative approaches to commercializing new 
molecular diagnostic and therapeutic products, with a record of building strong brands. He 
joined CellScape from Crescendo Bioscience, where he managed all aspects of the 
company’s successful efforts to commercialize Vectra® DA, the first in a suite of molecular 
diagnostic tests for rheumatology. In his role as Chief Commercial Officer, Ted built a world-
class team that helped Crescendo gain recognition this year as a market leader, with a “Top 
100 in North America” selection from Red Herring. 

Prior to joining Crescendo, he was Vice President of Sales & Marketing for Genomic Health, 
where over a 6-year period he led the commercial development and launch of Oncotype 
DX® for recurrence risk assessment in early-stage breast cancer. The Oncotype DX brand 
remains a model for the sector, as the first such product to establish value-based pricing for 
a diagnostic service. 

Prior to that, he served in a range of commercial positions from business development to 
sales training at a number of leading biopharmaceutical companies, including ALZA, Amgen, 
Immunex, and Eli Lilly & Co.  Ted began his career as a Naval Officer, serving as an aviator 
in the Western Pacific. Born and raised in Minneapolis, he received a B.S. in Economics from 
the University of Idaho and an M.B.A. in Marketing from the University of Michigan. 

The RPM Report and The Pink Sheet, Wednesday and Thursday, Dec. 11-12, 2013 
 
Event: “The FDA/CMS Summit for Biopharma Executives 2014: Crossroads or Turning 
Point?” 
Dates and Time:  December 11-12, 2013, 7:00 am 
Location: Ritz Carlton Washington DC 
www.FDACMS-SUMMIT.com 
Pricing and registration 
See pricing and register at http://www.elsevierbi.com/mkt/Conf/FDA-CMS/2013Register 
10% Discount exclusive to Audrey Erbes contacts. Contact Heej Ko at 203-354-3693 or 
h.ko@elsevier.com for discounts. Contact Heej Ko at h.ko@elsevier.com for discounts. 
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Topic Description 
The ONLY conference where you can have face-to-face dialogue with top policy makers and 
executives on how to drive your pre- and post-regulatory approval and commercialization 
strategies. Join FDA/CMS regulators for great networking opportunities.  
The FDA/CMS Summit for Biopharma Executives 
2014: Crossroads or Turning Point?  
The waiting for health insurance expansion is nearly over. January 1 will bring a dramatic 
increase in access to health insurance in the United States—and with it the promise of 
millions of new customers for prescription drugs. It will also bring an even bigger federal 
footprint in the debate over the value (and price) of prescription drugs. 
At the same time, FDA is approving breakthrough drugs at a breakneck pace—especially in 
cancer and rare diseases. However, significant progress on major public health priorities like 
obesity and Alzheimer’s continues to be elusive. And the strain of austerity budgets always 
threatens to undercut FDA’s ability to continue to accelerate the regulatory process. 
 
How will the biopharma industry fare in a time of massive structural and scientific change in 
health care? Are regulatory and reimbursement policies properly aligned to ensure that 
breakthroughs can make it to patients as effectively as possible—without bankrupting 
consumers or taxpayers along the way? 
Come to the ninth annual FDA/CMS Summit for Biopharma Executives to make sure you are 
prepared for the next wave of public policy changes reshaping the climate for biopharma 
companies. Hear first hand from government and industry experts about: 

 Updates on the new drug review process and post-marketing surveillance oversight 
at FDA 

 Top priorities for the CMS in 2014 
 The latest on health insurance expansion: Medicaid, the exchanges and political 

dynamics 
 Provocative discussions of the next hot topics in regulatory reform and Medicare 

coverage 
 And much, much more. 

Register now and join us at the Ritz Carlton, Washington DC, December 11-12 for this can’t-
miss event.  
Key Benefits for Attending FDA/CMS Summit: 

 Hear about critical trends and changes so you can create successful strategies for 
dealing with FDA and CMS  

 Walk away with practical, real life lessons from some of the most experienced 
pharmaceutical and biotechnology executives on how they handle regulatory 
obstacles  

 Get face-to-face access to the top regulatory thought leaders and policy makers  
 Benchmark your regulatory strategy against all the major pharmaceutical and 

biotech companies  
********************************************************** 
CACO Seminar Luncheon, Thursday Mid Day, Dec. 12, 2013 
 
Topic: “Drug Delivery: Overcoming Big Obstacles with Tiny Particles” 
Speaker: Professor Frank Szoka, UCSF 
Date and Time: Thursday Mid Day, Dec. 12, 2013 
Location: SF Bay Area: Crowne Plaza Hotel SF International Airport (1177 Airport Blvd., 
Burlingame, CA 94010) 
See details at http://www.caco-ca.org/aspx/chemist.aspx 
 
****************************************************** 
CACO Luncheon, Friday MidDay, Dec. 13, 2013 
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Topic: “Pharmacoeconomics: the Evolving Pharmaceutical Environment from the Managed 
Care Perspective” 
Speaker: Elva Gao, PhD, MBA (Premara Blue Cross) 
Date and Time: Friday, Dec.13, 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 
************************************************************ 
 
Bio2Device Group, Tuesday Morning, Dec. 31, 2013  
 
Speaker: Anupam Pathak, CEO and Founder, Lift Labs 
Topic: “Occupational Therapy Devices” 
Date and Time: Tuesday, Dec. 31, 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 
Anupam is an inventor and entrepreneur at heart. He founded Lift Labs with the intent to 
apply his broad scientific knowledge and engineering skills to improve our quality of life. 
Anupam has a strong background in electro-mechanical engineering (mechanical design, 
actuators, and electronic systems), and materials science (including smart materials), that 
has given him a strong position to develop novel solutions to a variety of needs. Outside of 
work, Anupam loves to teach science to children. He co-founded Explorabox, and is 
passionate about creating toys that demonstrate scientific or technological principles. 
*********************************************************** 
CACO Workshop, Wednesday Afternoon, Jan. 22, 2013 
 
Topic: “WinNonlin for Basic PK and PK/PD Modeling: a step-by-step guide”  
Speaker: Smita Kshirsagar; jointly with BAPKPD  
Registration fee: Regular: $105; For unemployed: $20; For vendor-show reps: $25; 
Webcast: $250; For others, details available upon online login. 
Date and Time: Wednesday, January 22, 2014, 12:45-17:30  
Location: SF Bay Area: Foster City Crowne Plaza  
Registration: http://www.PBSS.org 
Further Information: 
Registration deadline: 1/21/2014 (it will close sooner if the seating cap is reached) 
Topic Description 
Tentative outline: 
- Non-compartmental modeling of PK and PD data 
- Simulating various multiple dose regimens using a single dose PK profile 
- Compartmental PK, PD and PK/PD modeling 
- Simulating various multiple dose regimens using PK parameters from compartmental 
modeling 
 
Speaker Bio 
Smita Kshirsagar, PhD, has been a consultant in Clinical Pharmacology and 
Pharmacometrics based in the San Francisco Bay Area and an adjunct faculty member at 
the University of Minnesota (UMN) for the past 3 years. She also teaches at the University 
of California, San Francisco (UCSF) and is the current chair of the Bay Area PKPD Network. 
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Her previous positions were as Associate Director at XenoPort Inc. and as Senior Associate 
at Pharsight Corp. Smita received a B.Pharm from the Poona College of Pharmacy, India and 
a PhD in Pharmacology from UMN. She has completed post-doctoral fellowships in the areas 
of Clinical Pharmacology and Pharmacometrics at UMN (Dr.Birnbaum and Dr.Cloyd), 
Stanford (Dr.Blaschke) and UCSF (Dr.Sheiner and Dr.Verotta). 
 
************************************************************ 
PMWC, Monday and Tuesday, Jan. 27-28, 2014 
 
Event: “Personalized Medicine World Congress” 
Date and Time: Monday and Tuesday, Jan. 27-28, 2014 
Location: Silicon Valley 
Price:  
General Registration  Jan 24, 2014  $1,500.00   
Register at http://pmwc2014.eventbrite.com/#. 
 
Event Description 
Early registration for PMWC 2014 Silicon Valley on Janaury 27-28 is now open until Sept. 
30: http://pmwc2014.eventbrite.com/# 
Some of the confirmed speakers are coming from UnitedHealth, NIH, Aetna, Pfizer, 
Novartis...and of course, Lee Hood whos a session chair. For those of you who are repeat 
attendees, we'll continue to feature fresh perspectives about the hottest topics in the field. 
See list of speakers at http://2014sv.pmwcintl.com/speakers.php 
********************************************************************** 
UC Berkeley Extension, Thursday Evenings, Feb. 13-27, March 6-13 and 27  
 
Topic: “Life Science Product Marketing: It’s All in the Plan” 
Required course for Professional Program in Life Sciences Business (see flyer at 
http://extension.berkeley.edu/upload/lifesciences_business.pdf) 
Instructor: Audrey S. Erbes, Ph.D. 
Guest Speakers: 

 Deb Donovan, Director of Marketing at Avantis Medical Systems 
 Stanley Skrzypczak, M.S., M.B.A., VP, Business Development, Invitae 
 Charles Versaggi, President, Versaggi Biocommunications 
 Steven Wong, Senior Consultant, Plan A 

Dates and Time: Thursdays, Feb. 13-27, March 6-13 and 27; 6:00 – 9:00 pm 
Location: Downtown University of California, Berkeley Extension, 425 Market St., 8th Floor, 
San Francisco, CA 94105 
Fee: (Fee to be announced in December 2013—$695 in 2013); ID is Bus Adm 442.5 
See more details and register starting in early December 2013. Access online via 
http://tinyurl.com/lxjanz9. 
 
Course Description 
This science product marketing course introduces industry-relevant product planning 
knowledge and skills required for successfully marketing life science products and, 
specifically, explores the development of strategic and tactical marketing programs for their 
launch. Topics include learning about different market research approaches; information 
resources critical for developing a successful plan, product strategy and positioning with 
differentiated claims; and how to identify the most lucrative target audience. Course 
activities include a team-developed preliminary marketing plan. 
The course is appropriate for professionals at all levels in life science marketing research, 
product planning and management, product sales, promotion, business development and 
licensing, public and corporate relations, as well as other company functions involved in the 
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development and commercialization of a product and its labeling, including clinical and 
regulatory. 
Course participants will learn about the development of a marketing strategy, product 
positioning, differentiated claim structure and selection of target audience as members of a 
class-based product team that replicates a company-based team. They will understand what 
goes into successful tactical marketing and promotional programs and gain insights into 
what it takes to gain management approval and resources for implementation. 
 
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 
Debbie Donovan, B.A., an expert in medical device marketing, is focused on developing 
digital marketing programs for medical technology companies—including the integration of 
social media channels. Currently, Debbie is the Director of Marketing at Avantis Medical 
Systems supporting market adoption of Third Eye® Retroscope. Previously, she was a 
Senior Manager at Intuitive Surgical and, addition, had experience serving Ob/Gyn, 
Orthopedics/Spine and ENT physicians at Conceptus, Kyphon and Somnus. Her expertise is 
in developing effective strategies and leading teams in marketing communications, public 
relations and event programs. Before heading to the client side, Debbie began her career at 
a medical advertising and public relations agency. “e-Marketing: Connecting with Providers 
and Patients” 
 
Stanley Skrzypczak, M.S., M.B.A., currently leads Business Development at Invitae across 
the U.S. and ex-US markets. He has over 25 years of business experience across commercial and 
product development while at Genentech (biotechnology) and Genomic Health (gene expression 
profiling). Prior to Invitae, Stan was Sr. Director for Breast Cancer Marketing and led the Breast 
Cancer Core Team for Global Strategy and Lifecycle Management at Genomic Health. He has 
held leadership roles and led teams across marketing, commercial development, managed care 
and market access, sales management, government affairs, pricing, and reimbursement. He holds 
a B.A. in Biology, an M.B.A. in Marketing, and an M.S. in Immunology & Microbiology.  
 “Product Management 101 – Developing/Executing The Tactical Plan”  
 
Charles S. Versaggi, Ph.D., is President, Versaggi Biocommunications®, a marketing 
consultancy specializing in corporate and marketing communications for the global life-
science industry. Based in the San Francisco Bay Area, the firm serves clients in every stage 
of development — from seed funding through research and development, clinical trials, 
regulatory approval and worldwide product marketing. With nearly 30 years of strategic 
marketing and communications experience, Dr. Versaggi has directed marketing and 
communications initiatives for life science companies ranging from startups to Fortune—100 
global leaders. These include the launch of the first genetically engineered vaccine and 
genomic disease management products, and the first applications of minimally invasive 
surgery. "Building Value through Strategic Marketing Planning and Communications." 
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Steven Wong, B.A., is a Senior Consultant at Plan A, a strategic marketing consulting firm 
servicing biotechnology and pharmaceutical companies. He specializes in developing 
patient-based forecast models and prioritizing marketing opportunities in therapeutic areas 
such as oncology and infectious diseases. At Plan A, he has directed numerous consulting 
engagements, including opportunity assessments, complex population modeling, and 
therapeutic area strategy. Additionally, Mr. Wong co-authored several editions of Plan A’s 
ONCOSight and Innovations in Anticancer Drugs multiclient report series. "Market Research 
Information Resources” 
 
Course Content Outline 
Strategic Marketing Research, Analysis and Creativity 

 Marketing plan outline 
 Market research tasks and methodology for implementation 
 Analysis of market research results for input to planning 
 Development of market strategy 
 Selection of best market segment and target audience focus 
 Development of product positioning and claim structure 

The Marketing Program  
 Development of tactical marketing program: steps and content 
 Development of information about the product and its competitive market needed for 

hiring vendors and providing direction that would assist in selection and 
implementation of tactical programs 

 Selection of tactical marketing activities and programs for plan implementation 
Writing the Product Marketing and Sales Plan 

 Putting all the elements together in draft plan 
 Writing final preliminary plan for implementation 
 Selling the plan and obtaining prospective “company commitment” to proposed 

plan, marketing programs and related budget with guest Marketing Committee 
Presentation of Team Marketing Plans 
 
******************************************************************* 
CACO Workshop, Friday Afternoon, Feb. 14, 2014 
 
Topic: “Quality Control of Small Molecule Drugs and Recombinant Biologics” 
Speakers: Michael Dong (Genentech), Taylor Zhang (Genentech, Linda Ng (FDA) 
Date and Time: Friday, Feb. 14, 2014, 12:45 pm – 5:30 pm 
Location: Foster City Crowne Plaza Hotel, Foster City, CA 
Register at http://www.caco-ca.org/aspx/login01.aspx 
 
Topic Description 
This workshop provides an overview of fundamentals of quality control (QC) for new drug 
development of small molecule drugs and recombinant biologics, covering quality concepts, 
standards, practices and regulatory aspects. Recent incidences of adulterated heparin and 
steroid injectibles, and a major recall of children's medicines are used to demonstrate the 
difficult challenges of maintaining drug quality with a global supply chain. This workshop will 
benefit the those who want to improve their understanding of the best practices of 
analytical chemistry in quality control. 
 •Overview of drug quality concepts, standards and practices in quality assurance of small 
molecule drugs and biologics (Dr. Michael W. Dong, Genentech) 
 •Quality Control of Recombinant Therapeutic Proteins: Linking the Critical Quality Attributes 
(CQAs) with Assays" (Dr. Taylor Zhang, Genentech) 
 •Regulatory Perspectives on Quality Control Laboratories (Dr. Linda Ng, CDER, US FDA) 
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Speaker Bios 
Dr. Michael W. Dong (Genentech) is a Senior Scientist at Genentech. He is responsible for 
new technologies, automation and multiple research projects in Small Molecule 
Pharmaceutical Sciences Department. He was formerly Research Director at Synomics 
Pharma, Group Leader at Purdue Pharma and Sr. Staff Scientist at Applied Biosystems / 
Perkin-Elmer. He holds a Ph.D. in Analytical Chemistry from City University of New York, 
and a certification in Biotechnology at U. California Santa Cruz. He has written 3 books and 
over 80 publications in analytical chemistry including a best-seller in chromatography - 
Modern HPLC for Practicing Scientists, Wiley, 2006. He is a member of the editorial advisory 
board of LCGC and American Pharmaceutical Review, and teaches short courses in 
HPLC/UHPLC, drug development process and drug quality at national meetings and UC 
Santa Cruz. 
  
Dr. Taylor Yonghua Zhang (Genentech) is a Sr. Scientist at Genentech, Protein Analytical 
Chemistry, South San Francisco, CA. He is responsible for analytical support for multiple 
early and late development projects and new analytical technologies development. He was 
formerly a research specialist and senior analytical biochemist in Dow Chemical. He holds a 
Ph.D. in Analytical Chemistry from Iowa State University. He has ten years of experience in 
bioprocess development and has authored 10+ publications in bioanalytical chemistry. 
  
Dr. Linda Ng (CDER, US FDA) is currently the Senior Policy Advisor in the Office of 
Manufacturing & Product Quality, Office of Compliance (OC), Center for Drug Evaluation and 
Research, Food and Drug Administration in Silver Spring, Maryland. Previously she held 
positions as Acting Branch Chief, Biotech Manufacturing Assessment Branch, OC; the 
Chemistry Manufacturing and Controls (CMC) Lead for Transplant and Ophthalmology 
Products and Chemistry Team Leader for Ophthalmology in the Office of New Drug Quality 
Assessment (previously the Office of New Drug Chemistry). She had served as the CDER 
Chair of the Analytical Methods Technical Committee, drafted the CDER Reviewer Guidance: 
Validation of Chromatographic Methods, and was the FDA Topic Leader for the ICH Q2 
Guidance. She obtained her Ph.D. from the University of Illinois, Champaign-Urbana, and 
had post-doctoral training at the Massachusetts Institute of Technology. She spent ten 
years in the pharmaceutical industry before joining FDA as a Review Chemist and later as 
an Expert Review Chemist. 
************************************************************* 
CACO-PBSS Workshop, Monday Afternoon, March 17, 2014 
 
Workshop: “Drug-Device Combination Products” 
Speakers: Deepa Deshpande (Universal Regulatory, Inc.), Ed Smith (Zogenix), Igor Gonda 
(Aradigm Corporation), Peter Staehr (Abott Vascular Inc.)  
 
Date and Time: Monday, March 17, 2014, 12:45-17:30  
Location: SF Bay Area: Foster City Crowne Plaza 
Registration fee (US$): Regular: $105; For vendor-show reps: $25; For unemployed: $20; 
For others, details available upon online login. 
Registration: http://www.PBSS.org 
Registration deadline: 3/14/2014 (it will close sooner if the seating cap is reached) 
 
Topic Description 
We have scheduled the following Workshop and would like to invite you to register at the 
CACO-PBSS website. 
Over the past decades, drug-device combination products of increasing complexity are 
being developed and commercialized. Regulatory authorities have reacted and developed 
specific processes, and regulations to facilitate the increasing integration of drugs and 
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devices. For example, the Food and Drug Administration (FDA) established the Office of 
Combination Products in 2002, according to the Congress enactment. Combination products 
present new technological and organizational challenges: they require new product 
development strategies and a different regulatory approach compared to traditional 
combination products, drugs, and devices. 
This short course will provide the audience with an understanding of the regulatory 
frameworks for drug/device combinations. It will focus on the differences between device 
and drug development processes and regulations, and will highlight development challenges 
facing developers through presentation of case studies. FDA will provide updates on 
regulatory developments and guidance. 
 
Session 1: Introduction to Drug-Device Combinations, Overview of Regulatory Landscape 
and GMP development considerations 
Deepa Deshpande, PhD, RA, President, Universal Regulatory, Inc 
Session 2: Needle-free Injection devices 
Ed Smith, PhD, RAC, Vice President, Regulatory Affair, Zogenix 
Session 3: Development of Inhaled Drug Device Combination Product 
Igor Gonda, PhD, CEO, Aradigm Corporation 
Session 4: Beyond Drug-Eluting Metallic Stents: the next generation of a fully Bioresorbable 
Vascular Scaffold System 
Peter Staehr, MD, Senior Director, Worldwide Clinical Science, Abott Vascular Inc. 
Panel Discussion 
 
**************************************************************** 
UC Berkeley Extension Course, Thursday and Friday, April 10-11, 2014 
 
Course: “Life Science Business and Marketing: Their Integral Role for Success”  
Applies for credit toward Professional Program in Life Sciences Business (see flyer at 
http://extension.berkeley.edu/upload/lifesciences_business.pdf) 
Dates and Time: Thursday and Friday, April 10-11, 2014; 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 
Fee: $795, course ID is BUS ADM X442.4 
Registration open in Dec. 2013 at 
http://extension.berkeley.edu/search/publicCourseSearchDetails.do?method=load&courseId
=40283 
 
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 



 

28 

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 selected otherwise paid 
Elsevier 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 
 
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 



 

29 

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 
 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 
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 Product/Technology Opportunity Assessment Research and Recommendation 
 Strategic Planning and Strategic Plan  
 Product Management and Product Marketing Plan 
 Sales and Distribution 

 
 


