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Dec. 8, 2013 

 
************************************************************ 
BioCentury This Week, See new program Webcast Starting Sunday, Dec. 8, 2013, 
2013 www.biocenturytv.com, Available anytime starting at 9:00 a.m. EDT 
 
Date: Original broadcast Sunday, Starts Dec. 8, 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. 

Topic: Type 1 Diabetes: Hope on the Horizon? 
 Speakers: Cynthia Rice, SVP, JDRF; Dr. Ellen Leschek,  National Institute of Diabetes 

and Digestive and Kidney Diseases; Dr. Lisa Spain, National Institute of Diabetes 
and Digestive and  Kidney Diseases and with David Nexon of AdvaMed. 

 
Often striking children, Type I diabetes is a life-threatening disease where the patient’s own 
body slowly destroys its insulin-producing cells. But can it be prevented, delayed or even 
reversed through the use of drugs? On its newest edition, BioCentury This Week television 
speaks with 

 Cynthia Rice, SVP, JDRF, and the scientists who are testing tens of thousands of 
people to find out:  

 Dr. Ellen Leschek, who directs the Type I Diabetes TrialNet Program at the National 
Institute of Diabetes and Digestive and Kidney Diseases 

 Dr. Lisa Spain, who directs the Immunobiology of Type I Diabetes Program at the 
National Institute of Diabetes and Digestive and  Kidney Diseases 

Then, BioCentury’s weekly Affordable Care Update discusses what Obamacare means for 
patients with chronic diseases like Type I diabetes with David Nexon of AdvaMed, the 
Advanced Medical Technology Association. 
****************************************************** 
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  
Please register at: 
http://www.b2dg.org/content/integrating-high-level-diagnostics-clinical-practice-ted-
snelgrove-12102013-600pm 
 
 
Topic Description 

1. Introduction  
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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. 

Foley and Lardner, LLP, Tuesday Noon, Dec. 10, 2013 
 
Webinar Topic: “Overview of Changes to Imprement the Patent Law Treaty Act” 
Courtenay Brinckerhoff is the Foley attorney responsible for the content of this program. 
Date and Time: Tuesday, Dec. 10, 2013, 12:00 – 1:00 pm 
Cost: Free but registration is required.  
Register at 
http://reactionweb.foley2.com/reaction/RSGenPage.asp?RSID=vABXitv6ZnwDnxmQ7F3AZw
UWyOkIRBmatWsZUOyOo0Y&RS_REFERRSID=W8v6uhVJKpcWizx7W6qTmdEtAyteGK6D31x
s6Utt-YM&RS_ORIGRSID=W8v6uhVJKpcWizx7W6qTmdEtAyteGK6D31xs6Utt-YM 
 
Topic Description 
Join us for an Overview of Changes to Implement the Patent Law Treaty Act. During 
this teleconference, attendees will be provided with an overview of the patent prosecution 
law and rule changes that take effect December 18, 2013, due to implementation of the 
Patent Law Treaty Act. The program also will cover strategies to consider in view of the new 
opportunities and pitfalls these changes bring. 
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This teleconference is expected to last for 60 minutes, and instructions for accessing the call 
will be provided upon completed registration. Registered participants will receive the 
presentation materials prior to the call.  
There is no cost to participate in this program, but pre-registration is required. To register, 
please use the For additional information, please contact Meg Ryan at mryan@foley.com.  
 
**************************************************************** 
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. 
 
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: 
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 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 
 
Topic Description 
Richard Feynman proposed the concept of the ‘nanosurgeons’ and ‘nanodrug delivery devices’ in his talk 
“There’s Plenty of Room at the Bottom”, where he urged researchers to develop nanodevices capable of 
interacting with the body at the cellular level [1]. Today, over fifty years after Feynman’s talk, 
nanotechnology has become a significant focus of government spending leading to numerous 
publications, patents, and a number of nanomedicines used to treat cancer or it’s complications, such as: 
Doxil®, Abraxane® and Ambisome®. The nanocarriers in these nanomedicines have dimensions under 
150 nm and can be composed of a variety of biocompatible materials including: phospholipids, proteins or 
polymers. Associating a drug with a nanocarrier can reduce toxicity and perhaps, modestly increase drug 
activity. The nanocarriers accomplish this by altering the pharmacokinetics and biodisposition of the drug. 
For most currently approved drugs, reformulating them in a nanocarrier often provides a small increase in 
performance, that pharmaceutical companies do not consider being worth the time, effort and expense of 
development. The added complexity of nanocarriers also can deter their use to deliver new molecular 
entities. But for new anticancer drugs with promising activity but challenging solubility/PK issues, 
nanocarriers can provide an effective delivery solution when the drug innovator correctly matches the 
drug with the appropriate nanocarrier. 
 
Speaker Bio 

Francis Szoka is a Professor of Bioengineering, Therapeutic Science & Pharmaceutical Chemistry at the 
University of California School of Pharmacy in San Francisco. The principle focus of his research group is 
to exploit chemical, biophysical and physiological principles to devise targeted drug and gene carriers. He 
has published over 205 manuscripts and received 27 U.S. patents. One FDA approved drug product, 
Amphotec™ and one biotechnology product, Superfect™ have been commercialized from these patents. 

  

In addition to his University commitments, Dr. Szoka is a founder of Sequus Pharmaceuticals, Inc. owned 
by Johnson & Johnson, GeneMedicine, now known as Valentis, Inc. and ZoneOne Pharma, Inc.  Sequus 
introduced the sterically stabilized liposome (Doxil™, Caelyx™) for anti-cancer drug delivery.  ZoneOne 
Pharma is developing liposome therapies to treat metal overload that occurs as a sequelae to sickle cell 
anemia, thalassemia, trauma injury and bone marrow transplantation. 

 
 
****************************************************** 
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Palo Alto AWIS, Thursday Evening, Dec. 12, 2013 
 
Topic: “The Secrets to Public Speaking” 
Speaker: Chris Lipp, Professional Speech Coach at the Stanford Graduate School of Business 
Date and Time: Thursday, December 12, 2013, 7:00 pm 
Location: Xerox PARC Auditorum 
New Cost: Online by December 11th 6pm: Non-members $10 plus fees; Free for Palo Alto 
Chapter Members*; $15 at the door for non-members 
RSVP by Dec. 11th at http://www.brownpapertickets.com/event/515630 
 
Speaker Bio 
Chris Lipp has coached countless Stanford MBAs and worked with CEOs worldwide from 
South Africa to Australia, and hosted workshops in Silicon Valley on startup pitching and 
persuasive speaking. He is the author of the book "Startup Pitch" and cofounder of Stanford 
Leaders in Communication. 
Chris' background includes startup marketing and international business management. He 
holds a B.S. in Electrical Engineering and Computer Science from Berkeley. He regularly 
competes in presentation contests, and has bested thousands of speakers in the bay area.  
************************************************************** 
Spaulding Clinical, Friday Morning, Dec. 13, 2013 
 
Topic: “Patient-Centric Technology for Better Trial Outcomes” 
 
Speakers for this Event: 

 Andy Lee, MD, PhD, Deputy Head of Clinical Sciences and Operations, Sanofi  
 Glen De Vries, President, Medidata Solutions  
 Randy Spaulding, Founder and President, Spaulding Clinical Research, LLC  

Date and Time:  Friday, Dec. 13, 2013, 8:00 am PT 
Cost: Complimentary 
Register at https://www2.gotomeeting.com/register/209338818 
Topic Description 
How many of you are reading this on your smart phone or tablet? Mobile technology is an 
ever growing presence in our lives as witnessed by our addiction to our smart phones. This 
technology is now being heavily leveraged along with mHealth applications across all areas 
of pharmaceutical development. During this webinar, the presenters will explore how 
mHealth technology can be used to reduce overall clinical development cost, while 
increasing subject and investigator satisfaction, retention, and engagement. 
The goal of the webinar is to broaden the discussion and share ideas. The presenters believe 
that transformational collaboration is the key to driving better trial outcomes as well as 
patient outcomes. The use of Patient-Centric Technology highlights these types of 
collaborations and our speakers will be sharing their experience. The webinar discussion will 
help you: 

 Gain perspective from our speakers on Innovation and Collaboration – both 
disruptive and sustaining  

 Explore how real-time patient data from devices can be linked to the electronic 
clinical trial database (EDC systems) through a secure cloud infrastructure today  

 Learn more about an ongoing pilot study to determine if proactive patient 
engagement can be achieved with targeted interventions based on real-time 
information  

 Explore mHealth options available today that you can leverage for your next study  
 
************************************************************ 
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 
************************************************************ 
BioScience Forum, Wednesday Evening, Dec. 18, 2013 
 
Topic: “2013 IPO and M&A Trends in the Life Sciences” 
Speaker: Bryan Giraudo, Managing Director, Leerink Swann LLC 
Date and Time: Wednesday, Dec. 18, 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, Dec. 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, Dec. 12th 
If paying with check, do not complete online registration with Cvent 
 
Topic Description 
This has been an exceptional year for IPOs, with more than 39 in the biotechnology industry 
alone. While many companies consider an IPO the favored approach for going public, M&A 
activity also remains robust. A surprising number of companies are also evaluating lesser-
known alternatives for entering the public financing markets, from the Form 10 self-filing 
process to the repurposing of public shells and reverse mergers. When does each approach 
make most sense? How will 2014 compare to the remarkable year of 2013? 
 
Financing options in the life sciences, the hot IPO market, novel deal structures, important 
recent legislation, and the role of the SEC will all be considered when discussing the many 
significant events in 2013, and what they might mean for financing our industry in the new 
year. 
 
Speaker Bio 
Bryan Giraudo is the Managing Director at Leerink Swann in San Francisco, where he is 
responsible for the Firm’s West Coast mid and small cap biotechnology and medical 
technology relationships. Previously, Bryan joined Merrill Lynch in 1997. He has executed 
more than 100 public financings in his 16-year career in investment banking, including 
IPOs, follow-on and convertible financing transactions, product and company buy-side, sell-
side and corporate collaboration strategic advisory assignments for biotechnology, specialty 
pharmaceutical and medical technology clients. Recent transactions include financings for 
Orexigen, ZymoGenetics, and Theravance, as well as Ventana Medical System’s hostile 
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defense and subsequent sale to Roche, and the sale of Cougar Biotechnology to Johnson & 
Johnson. Bryan received his B.A. from Georgetown University. 
*************************************************************** 
WIB, Tuesday Evening, Jan. 7, 2014 
 
Event: WIB-San Francisco Bay Area Speed Networking in the East Bay 
Date and Time: January 7, 2014, 5:30 p.m. – 8:30 p.m. PST 
Location: Children’s Hospital Oakland Research Institute (CHORI) – Main Library, 5700 
Martin Luther King Jr Way, free parking in lot on 58th St, Oakland, CA 94609 
Register by date:  January 6, 2014 
Space is limited so please register early.  Registered guests are welcome. 
Register at 
https://netforum.avectra.com/eweb/DynamicPage.aspx?Site=WIB&WebCode=EventDetail&
evt_key=574e00be-bbc5-4c01-aac9-302f88a57b19&msm=2590d829-f2f9-4c23-8f5e-
f7563d72b5a6&cst=266f0fc3-f6e8-4f9d-9be3-41080345b8fb&ent=91b58190-7406-434b-
aafd-27255c8f233d 
 
Event Description 
Kick start your professional new year with a fun and productive Speed Networking event at 
the fabulous library at Children’s Hospital Research Institute in Oakland, CA.   Wine and 
food provided. Make new connections and speak about why you do what you do, your 
aspirations and struggles.  Bring your business cards! 
 

************************************************************** 
 
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., Senior Director, Commercial Development, 

Genomic Health  
 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 and course number to be announced in December 2013—$695 in 2013) 
See more details and register at http://tinyurl.com/mo3o5ou in early 
December 2013. 
 
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. 
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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 
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 
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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." 
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. 
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 •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) 
 
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, Friday Mid Day,  Feb. 28, 2014 
 
Luncheon Topic: “PK/PD in forensic science: the science of anesthesiology in the court case 
of Michael Jackson's propofol overdose” 
Speaker: Professor Steven Shafer (Stanford University) 
Date and Time: Friday, Feb. 28, 2014, 11:00 am – 1:30 pm 
Location: SF Bay Area: Foster City Crowne Plaza 
Register at http://www.pbss.org/aspx/login01.aspx?iURL= 
 
************************************************************** 
CACO-PBSS Workshop, Monday Afternoon, March 17, 2014 
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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 
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 
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Course Description 
The life science industry presents very different challenges found in other industries and 
requires specialized knowledge and skills to navigate the unique regulatory path 
requirements, lengthy development times, expensive clinical trial process, FDA control of 
advertising and labeling, and impact of managed care on reimbursement and pricing. This 
course conveys the foundational research and analysis skills needed on the job to make 
good marketing and business recommendations and decisions across company functions.  
 
Course includes two days of intensive classroom work and mentoring by instructor available 
for balance of term while completing optional term project.  Students will learn how to 
research and analyze markets and environments for making recommendations and 
decisions useful for all professional functions in bioscience companies. They will learn how to 
do typical business and marketing assignments common to the workplace and receive 
templates/outlines for documents. In the process students will develop a basic 
understanding of the role and benefits of various business and marketing functions involved 
in company’s success, underscoring their roles across all stages of company and product 
lifecycle. Participants will learn what makes the industry “tick,” identify challenges and 
opportunities critical to the success of a company and its products that might otherwise be 
overlooked until too late in the development process. Students will complete business 
investment analysis of a company and its technology/products of their choice for term 
project. 
 
Deliverables 
Students receive an extensive student reader with lecture slides for note taking, lists of 
Internet-accessible information resources and gratis access to 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 
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compliance. Prior to Genentech she worked in quality with Abbott Laboratories and for three 
years worked in area of vitamins, food supplements and cosmetics.  
Joyce holds a B.S. degree in Child Psychology and Special Education Credentials from 
California State University at Northridge. In 2010, she received her certification as a Clinical 
Compliance Professional. Topic: “Operating in the U.S. Regulatory Environment: Is Product 
Approvable” 
 
Linda L. Schock is the Director of Commercial Compliance & Government Programs at 
Compliance Implementation Services (CIS) and responsible for opening the CIS West Coast 
office in Burlingame, California.   Ms. Schock brings over 20 years of industry experience 
ranging from distribution, pricing, Commercial and Government contracting, reimbursement 
and Patient Support Programs. Prior to joining CIS, Ms. Schock worked at NeurogesX as 
Director, Commercial Operations from 2009-2011 and CV Therapeutics from 2005 2009. 
From 2001 to 2005 Ms. Schock was Associate Director, Distribution and Reimbursement 
within Commercial Operations at Actelion Pharmaceuticals where she was involved in the 
launch of Tracleer® and the risk management program T.A.P.   Ms. Schock began her career 
at Genentech, Inc. where she worked in Commercial Operation positions of increasing 
responsibility from 1987 to 2001. Topic: “Building Effective & Compliant Commercial and 
Government Contracting Operations: A Case Study” 

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

The Discipline of Marketing in the Bioscience Industry 
 Unique bioscience industry marketing characteristics 
 The core marketing functions 
 Pivotal documents associated with marketing functions  
 The critical role of marketing at all stages of a product’s development  
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Marketing Research and Analysis  
 Use of market research to optimize product planning, development and marketing 
 Role of market research throughout development of company and product 
 Defining the objectives, planning and implementation of the research 
 Types of market research and methodologies 

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

commercialization process 
 Define reimbursement from Managed Care perspective 

Success Parameters for Products and Companies 

Dealing with regulatory Environment and Product’s Approvability 

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

 
 


