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  Audrey’s Life Science Meeting Picks for Jan. - March 2013 
Complimentary Service of AudreysNetwork.com 

Jan. 13, 2013 
 

*********************************************** 
BioCentury TV Today, See new program Webcast Starting Sunday, Jan. 13, 2013 
www.biocenturytv.com, Available anytime starting at 9:00 a.m. EDT 
 
Topic: “Computing for Cures: In Vitro to In Silico” 
Speakers: Dr. Fred Streitz, Director of the Institute for Scientific Computing Research at 
Lawrence Livermore National Laboratory; Dr. Eric Perakslis, Chief Information Officer at FDA 
and Nancy Kelley, Executive Director and COO of the New York Genome Center 
Date: Original broadcast Sunday, Starts Jan. 13, 2013 

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

WUSA Channel 9  
in Washington, D.C. 

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

New weekly shows go online at 9:00 a.m. EST on Sundays. Prior shows available 24/7 in 
the online Program Archive. 
 
Topic Description 
From Cold War computing on the West Coast to genome sequencing in Manhattan and FDA 
data mining in Washington, how advances in computer hardware and software promise to 
transform how drugs are discovered and 
 developed. The newest edition of BioCentury This Week television is joined by: Dr. Fred 
Streitz, Director of the Institute for Scientific Computing Research at Lawrence Livermore 
National Laboratory, who explains 
how high-performance computing is being used to precisely simulate 370 million cells in the 
human heart; Dr. Eric Perakslis, Chief Information Officer at FDA, on the agency’s progress 
in harnessing mountains of clinical trial data and Nancy Kelley, Executive Director and COO 
of the New York Genome Center, who describes the Big Apple’s ambitious efforts to merge 
medicine and information technology. 
************************************************* 
Bio2Device Group, Tuesday Morning, Jan. 15, 2013 
 
Topic: “Computational Biology Applied to Liver Cells in vitro - High Throughput Screen for 
Drug Toxicity”  
Speaker: Mike Bowles, Founder, Biomatica 
Date and Time: Tuesday morning, Jan. 15, 2013, 8:30am  
Location: Sunnyvale City Council Chambers, 456 West Olive Ave., Sunnyale, CA  
Cost: $0  
No registration is required. 
 
Topic Description 
We all know drug development is too expensive and slow with testing for long term side 
effects is a major factor. Liver damage is one of the worst potential side effects of drugs, 
taken alone or with other medicines. The basic idea is to replace liver toxicology studies on 
live rats with machine learned models of liver damage that can be run on rat (or human) 
liver cells grown in culture. We're seeing very good prediction accuracy. The work was the 
topic of a paper that my co-founder and I presented this summer at CAMDA - (part of ISMB 
- organized by International Society for Computational Biology). 
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Speaker Bio 
Dr Mike Bowles' career is one of the most extraordinary in Silicon Valley. Mike’s career 
started out in research, as an assistant professor at MIT. He went on to found and run two 
companies, both of which went on to huge IPOs: First was Com21, an early pioneer in 
developing cable modem networks, which Mike led to a successful NASDAQ IPO at a $300m 
valuation. He then went on to create IBeam Broadcasting, a video distribution network, 
which after just 2.5 years he led to a $3b IPO. More recently he has been active as co-
founder of biotech firm Biomatica which grew out of data mining courses Mike runs at 
Hacker Dojo.  
 
************************************************************* 
Stanford EE Computer Systems Colloquium, Wednesday Afternoon, Jan. 16, 2013 
 
Topic: Medical Robotics and Computer-Integrated Interventional Medicine 
Speaker: Russell H. Taylor 
Department of Computer Science, The Johns Hopkins University 
Date and Time: Wednesday, January 16, 2012, 4:15PM,   
Location: Skilling Auditorium, Stanford Campus  
http://ee380.stanford.edu[1]  
Who can attend? 
ABOUT THE COLLOQUIUM: 
See the Colloquium website, http://ee380.stanford.edu, for scheduled speakers, FAQ, and 
additional information. Stanford and SCPD students can enroll in EE380 for one unit of 
credit. Anyone is welcome to attend; talks are webcast live and archived for on-demand 
viewing over the web. 
WHERE IN THE WORLD IS SKILLING AUDITORIUM: 
The Colloquium meets in Skilling Auditorium on the Stanford Campus. For a map showing 
the location of Skilling Auditorium and recommended parking, CLICK HERE. Parking 
restrictions is free and unrestricted in most lots after 4PM. 
 
Topic Description 
This talk will discuss ongoing research at the JHU Engineering 
Research Center for Computer-Integrated Surgical Systems and 
Technology (CISST ERC) to develop CIIS systems that combine 
innovative algorithms, robotic devices, imaging systems, sensors, 
and human-machine interfaces to work cooperatively with surgeons 
in the planning and execution of surgery and other interventional 
procedures. This talk will describe past and emerging research 
themes and illustrate them with examples drawn from our current 
research activities in medical robotics and computer-integrated 
interventional systems. 
 
Slides: 
There is no downloadable version of the slides for this talk 
available at this time. 
 
Speaker Bio 
Russell H. Taylor received his Ph.D. in Computer Science from Stanford in 1976. He joined IBM 
Research in 1976, where he developed the AML robot language and managed the Automation 
Technology Department and (later) the Computer-Assisted Surgery Group before moving in 1995 to 
Johns Hopkins, where he is the John C. Malone Professor of Computer Science with joint appointments 
in Mechanical Engineering, Radiology, and Surgery and is also Director of the Engineering Research 
Center for Computer-Integrated Surgical Systems and Technology (CISST ERC). He is the author of over 
300 peer-reviewed publications, a Fellow of the IEEE, of the AIMBE, of the MICCAI Society, and of the 
Engineering School of the University of Tokyo. He is also a recipient of numerous awards, including the 
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IEEE Robotics Pioneer Award, the MICCAI Society Enduring Impact Award, and the Maurice Mueller 
Award for Excellence in Computer-Assisted Orthopaedic Surgery. 
 
Contact information: 
Russell H. Taylor 
127 Hackerman Hall; The Johns Hopkins University 
3400 N. Charles Street 
Baltimore, Maryland 21218 
410-516-6299 
rht@jhu.edu 
 
 
Embedded Links: 
[ 1 ] http://ee380.stanford.edu 
 
************************************************************ 
Engineering in Medicine and Biology Society (EMBS), Wednesday, Jan. 16, 2013 
 
Topic:  “Restoring hearing through the teeth – the SoundBite™ Hearing System”Speakers: 
Amir Abolfathi and Tim Proulx, Sonitus Medical Inc.Date and Time: Wednesday, January 16, 
2013, 7:30 PM  
Location: Room M-114, Stanford University Medical School  
Optional dinner location: Stanford Hospital Cafeteria, 6:15 PM (no host, no reservations) 
 
Topic Description 
The SoundBite™ Hearing System is the world's first non-surgical and removable prosthetic 
hearing solution that relies on bone conduction to imperceptibly transmit sound via the 
teeth.It is intended to help patients who are essentially deaf in one ear regain spatial 
hearing ability and rejoin the conversation of life. Nearly invisible when worn, the SoundBite 
system consists of an easy to insert and remove ITM (in-the-mouth) hearing device with 
piezoelectric actuator, custom made to fit around the upper back molars, and a small BTE 
(behind-the-ear) microphone unit which communicates wirelessly with the ITM.Currently 
FDA cleared and being marketed for the treatment of single sided deafness and Conductive 
Hearing Loss, the SoundBite system has intended future indications for hearing disorders 
such as mixed hearing loss and tinnitus, as well as consumer and covert communications.  

Speaker Bio 
Amir Abolfathi founded Sonitus Medical, Inc. in 2006, leveraging 24 years of experience in 
founding, building, and managing medical device companies. Prior to Sonitus, Amir served 
for six years as an Officer, Vice President of R&D at Align Technology Inc. (NASDAQ: ALGN), 
creators of a unique, invisible orthodontic product. Previously, in early 1995, Amir co-
founded EndoTex Interventional Systems, developers of minimally invasive solutions for 
treatment of carotid artery disease, which was also acquired by Boston Scientific in 2006. 
Amir has also held various management and engineering positions at Pfizer, Guidant, and 
Baxter-Edwards. As a seasoned entrepreneur, Amir has over 60 issued and pending patent 
applications, including 11 publications in peer review journals. Amir received his M.S. in 
Engineering Management from the University of Southern California and a B.S. in 
Biomedical Engineering from UC San Diego. 
Tim Proulx is Vice President of R&D at Sonitus Medical and has been responsible for 
SoundBite system development and research projects since 2010. Tim has spent most of 
hiscareer in research and development of diagnostic and therapeutic ultrasound transducers 
and materials, piezoelectric devices and audio/RF signal processing algorithms. Prior to 
joining Sonitus in 2009, Tim was Director of Systems Development at Cabochon Aesthetics, 
Inc. which developed a high power ultrasound ablation system for aesthetics procedures. He 
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has also held engineering and management positions at Siemens Medical Solutions 
(formerly Acuson) and BCTech, Inc. Tim has 14 issued and pending patents, several 
technical publications and has presented at IEEE UFFC and IHCON conferences. Tim is a 
graduate of Duke University (BS BME/EE) and Stanford University (MSEE) and has served 
on the Duke University BME Undergraduate Advisory Board. 

***************************************************** 
Palo Alto AWIS, Wednesday Evening, Jan. 16, 2013 
 
Topic: “The world of regulatory affairs” 
Speakers: Sandra Nino-Sidden, PharmD,E xecutive Director of Regulatory Affairs at Geron 
Corporation and  Plamena Entcheva-Dimitrov PhD, Founder and consultant at Preferred 
Regulatory Consulting 
Dates and Time: Wednesday, Jan. 16, 2013, 7-9 pm 
Location: Xerox PARC Auditorium, 3333 Coyote Hill Rd. Palo Alto, CA 
Cost: $5 Students/Members, $10 Others 
RSVP at 
https://docs.google.com/spreadsheet/viewform?formkey=dEkwOUo4ODlqX2lYWFB0dDRsYm
lpaEE6MQ 
 
Topic Description 
Ever wondered what is the role of a Regulatory Affairs professional? Want to know more about the 
career options in Regulatory Affairs? Want to learn about the skills you need to be successful in 
Regulatory affairs? 
Come hear two seasoned regulatory affairs professionals who will share their experience in 
regulatory affairs. Each of them brings a unique perspective in the field of pharmaceutical and 
medical devices regulatory affairs. They will discuss their career path from academia to their current 
role. Learn about the numerous roles and opportunities within the industry, and the skills needed to 
succeed in these positions. 
�  Sandra Nino-Sidden,PharmD,Executive Director of Regulatory Affairs at Geron 
Corporation  
�  Plamena Entcheva-Dimitrov PhD, Founder and consultant at Preferred Regulatory 
Consulting 
***************************************************** 
Bridgewater Complimentary Webinar, Thursday Mid Day, Jan. 17, 2013 
 
Topic: “Reinvigorating Your Leadership” 
Date and Time: Thursday January 17, 2013, 12:00 PM to 1:00 PM PST 
Cost: Complimentary 
Register at http://conta.cc/Shf1Ns 
 
Topic Description 

 Are your leaders ready to succeed in 2013?  
 Have your leaders become bogged down with regulations or the status quo?  
 Are you tired of theory and looking for a powerful model that connects best practices 

with real-world demands?  
This complimentary webinar will describe a powerful three step process for leadership that 
stimulates thought-provoking conversations and perspectives that lead to action. Join us for 
this complimentary webinar. Click on the link below to register or RSVP. 
If you have any questions about the event or how to register, please call or send us an 
email using the contact information below. 
 
Thanks for your interest and response. We look forward to having you on the webinar. 
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Rogene Baxter, Founder & Lead Consultant 
Chris Bennett, Senior Associate 
 
Bridgewater Group, LLC 
rogene@bridgewatergroup.com-274 
******************************************************** 
 
Bio2Device Group, Tuesday Morning, Jan. 22, 2013 
 
Topic: “Lean Drug Development Platform”  
Speaker: Madhav Reddy, President, Maya Clinicals 
Date and Time: Tuesday morning, Jan. 22, 2013, 8:30am  
Location: Sunnyvale City Council Chambers, 456 West Olive Ave., Sunnyvale, CA  
Cost: $0  
No registration is required. 
 
Speaker Bio 
Madhav founded Maya Clinicals, a Northern California-based CRO, in 2005 and bootstrapped 
it into a profitable 30 person team by 2010 with operations in both the US and India. Maya 
Clinicals is a CRO with an extensive network of hospitals, doctors, and specialists globally. 
Maya has been focused on working with Bio-Pharmaceutical start-ups in a unique and 
flexible co-development model to accelerate their drug development programs. 
Prior to Maya Clinicals, Madhav has worked in sales, business development, marketing and 
system design across varied diverse technology industries in the semiconductor, 
nanotechnology and the optical networking space. 
 
Topic Description 
Introduction of a novel risk sharing, open model that sidesteps the traditional development 
paths and avoids committing large blocks of capital before human efficacy is proven. 
By getting the CRO, entrepreneur, regulatory and IP creators assembled via an innovative 
operating and financial model, the cost and time of human PoC development can be shrunk 
dramatically. 
A new model for quick turn drug development that addresses both the lack of parallelism at 
big pharmaceutical companies and the resource limitations of start-up companies. 
****************************************************** 
BioScience Forum, Wednesday, Jan. 23, 2013 
 
Event: "Life Sciences Venture Capital" 
Speaker: Andrew J. Schwab, Founder and Managing Partner of 5AM Ventures 
Date and Time: Wednesday, Jan. 23, 2013, 6:00 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   
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Pre-Registration ends Monday, January 21th, at 9 pm 
Cash or check accepted on the day of the event 
Register at http://biosf.org/ 
 
Speaker Bio 
Andrew J. Schwab is a Founder and Managing Partner of 5AM Ventures. Prior to founding 
5AM Ventures in 2002, Mr. Schwab was a Principal at Bay City Capital (BCC). After joining 
BCC in 1999, he led the firm's investment and merchant banking activities for such 
companies as Cubist, Metabolex, PTC Therapeutics, Symyx and Syrrx.  
 
Prior to joining BCC, Mr. Schwab was Vice President of Business Development at Digital 
Gene Technologies and a Vice President in the life science investment banking group of 
Montgomery Securities. At 5AM, he has led the firm's investments in and served on the 
Boards of Directors of Anaphore, Cleave Biosciences, DVS Sciences, Flexion Therapeutics, 
Ikaria, Ilypsa (acquired by Amgen), Miikana (acquired by EntreMed), Panomics (acquired by 
Affymetrix) and Viveve.  
 
Mr. Schwab received a B.S. with Honors in Genetics & Ethics from Davidson College and was 
a member of the 1992 Final Four soccer team. Mr. Schwab is based in the Menlo Park, CA 
office. 
 
**************************************************** 
ShareVault Webinar Series, Thursday Morning, Jan. 24, 2013 
 
Topic: “Valuation of Your Drug Candidate” 
Speaker: Linda Pullan of Pullan Consulting 
Date and time: Jan. 24, 2013, 10:00 am – 11:00 am 
Interested readers may sign up by sending an email to linda@pullanconsulting.com. 
 
Topic Description 
Biotech companies seek partnership (collaborations, licensing deals, JVs, etc) to advance 
their drug candidates and raise funds. They frequently ask “How much is this drug cancidate 
worth to a partner?” In this ShareVault webinar, Linda Pullan of Pullan Consulting will 
provide a short tour of how both sides of a deal think about valuation. Pullan will review the 
different techniqures, highlight the key variables, and talk about what makes a drug 
candidate more valuable to a partner. She will cover approximations and shortcuts that can 
be used when the characteristics of the drug candidate or market aren’t known. Finally, 
Linda will talk about how valuation gets translated to deal terms. Join us for this webinar 
and walk away with a clear conceptual framework for your drug’s valuation. 
 
Speaker Bio 
Linda M. Pullan, Ph.D. offers biotech and pharmaceutical companies consulting in all aspects 
of partnering through Pullan Consulting (www.pullanconsulting.com). Linda has a Ph.D. in 
Biochemistry and a B.S. in Chemistry. Linda has more than 20 years of drug industry 
experience, beginning in drug discovery at Monsanto/Searle/now Pfizer and ICI/Zeneca/now 
AstraZeneca. After doing licensing at what is now AstraZeneca, Dr. Pullan continued as head 
of oncology and hematology licensing for Amgen. She then joined Kosan Biosciences as VP 
of Business Development and experienced all the tasks of out-licensing and business 
development in a small company. For several years, she has been providing companies help 
in identification, evaluation, valuation, negotiation and strategy for partnering in or out. She 
has an extensive deal sheet ranging from company acquisitions to Phase III compounds and 
from preclinical candidates to technologies, with both in- and out-licensing. She writes a 
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free monthly newsletter Pullan's Pieces, with tidbits of science and business for about 3,600 
readers.  
********************************************** 
The East Bay Association for Women in Science, Thursday Evening, Jan. 24, 2013 
 
Event: “January Networking Event” 
Date and Time: Thursday, Jan. 24, 2013, 6:30 
Light Dinner and Networking at 6:30 pm 
Structured Program at 7:00 pm 
Thursday, January 24, 2012 
Location: Novartis, 5400 Hollis St, Building X-310 Emeryville, CA 
Fee: $5 for members, $10 for non-members. 
Register Here: 

http://ebawisjan2013networking.eventbrite.com/ 
NOTE: Registering w/ Eventbrite will say free; however, fee will be collected at the 
door 

 
Event Description 
In this venue, career professionals will review and practice networking strategies. In a 
relaxed setting, networking games will allow you to meet new people offering you the 
opportunity to: 

● Meet scientists as well as professionals interested in an affiliated career if you are 
currently seeking employment 
● Enhance your contacts if you are established in your present position 
● Work on your 30 second elevator pitch 
● Polish presentation skills before the interview 
● Gather invaluable feedback about yourself in a friendly, fun, and informal 
environment 

 
Scientists and Science Enthusiasts, Men and Women all Welcome! 
Meetings are open to all non-AWIS members 
 
*********************************************** 
RAPS, Friday, Jan. 25, 2012 
 
Topic: “Strategies for Developing a Successful 510(k)” 
Date and Time: Friday, Jan. 25, 2013; 8:30 am–4:30 pm 
Location: 4949 Great America Parkway, Santa Clara, California, 95054, USA 
Registration now open 
 
Topic Description 
Join quality and regulatory colleagues from the San Francisco Bay Area for a lively and 
informative one-day workshop on the 510(k) submission process. 
 
This interactive workshop, facilitated by industry experts and key personnel from the Food 
and Drug Administration’s (FDA) Center for Devices and Radiologic Health (invited) will 
provide participants with current updates to FDA’s 510(k) process. Topics to be covered 
during this program include: 

 A step-by-step walkthrough of the 510(k) regulatory guidelines  
 Practical steps and strategic considerations for determining a product's regulatory 

route to market  
 Identifying a predicate device, planning and assembling a 510(k) submission  
 Interacting with FDA during the 510(k) review process 
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A complete program agenda and list of featured speakers will be available in the coming 
days and registration will open next week. 

 
 
************************************************ 
WIB-San Francisco Bay Area, Friday Evening, Jan. 25, 2013 
 
Event: East Bay Speed Networking Event 
Date and Time: January 25, 2013, 5:30 p.m. doors open. Light refreshments.  
Speed networking: 6:30 pm- 8:30 pm PST. 
Location: Joint Genome Institute (JGI), 2800 Mitchell Drive, Walnut Creek CA 94598 
Cost: Members: $ 20.00, Non-Members: $ 35.00 
Regular registration starts on 11/11/2012 and ends on 1/24/2013. 
Late registration starts on 1/25/2013. 
For More Information and Registration: 

https://netforum.avectra.com/eweb/DynamicPage.aspx?Site=WIB&WebCode=EventDetail&
evt_key=bbda9be9-7a08-4628-b65e-62a99cc6676f 
 
Event host and sponsor: 
Joint Genome Institute (JGI) 
2800 Mitchell Drive 
Walnut Creek CA 94598 
  
Event Description 
As a follow-up to our well-received 2012 speed networking events in SF and the South Bay, 
WIB-San Francisco Bay Area will host another on January 25, 2013 for women who live or 
work in the East Bay. This is a fun forum for women in the biotech industries to meet many 
exciting and interesting people quickly. Mingle, learn fast facts and make new connections 
at the Joint Genome Institute in Walnut Creek.  
 
We are still seeking sponsors to support refreshments and other costs. 
If your organization is interested in sponsoring, please contact:  
Ellen M Martin emm4@pacbell.net, 510 832 2044. 
 
************************************************* 
NCC ACRP Annual Planning Meeting, Saturday Morning, Jan. 26, 2013 
 
Date and Time: Saturday, January 26, 2013, 9:00 AM to 12 Noon 
Agenda:  
9.00-9.30 AM Registration sign-in, Networking, Breakfast Buffet 
9.30-10.00 AM Welcome, Introductions 
10.00 – 11.30 AM Presentation: ACRP, NCC- 2013 Board & Leadership, Calendar, 
Volunteering, Annual Report, Sponsors, 'Open Mic' 
11:30 - Noon Networking 
Location: UC Berkeley Extension, Belmont Campus, 1301 Shoreway Road, Belmont, CA 
94002  
FREE EVENT REGISTRATION closes Tues. Jan. 22, 11:59PM Pacific Time  
Register ONLINE NOW to assure admission; AT EVENT if seats available  
http://www.acrpnet.org/GetInfoFor/USChapters/NorthernCalifornia/FeaturedEvents.aspx 

Membership not required for online registration 
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Bring your email confirmation to the event 
No Contact Hours  
This Event Serves as New and Renewing Volunteer Orientation  
Event questions or registration cancellation: Gina Hashem ginahashem@gmail.com  
ACRP Online registration questions: chapteraffiliates@acrpnet.org  
 
Event Description 
Networking Breakfast Buffet 
Meet 2013 Board & Leadership 
2013 Calendar of Events 
2012 Annual Report 
Consider the Benefits of Joining  
Consider the Benefits of Volunteering  
Members and Non-Members Welcome 
Clinical Research Professionals 
Sponsor Organizations 
Study Site Investigators & Coordinators 
Independent Consultants 
Clinical Research Students 
Academic Medical/Clinical Researchers 
Service Providers/Vendors 
Institutional Review Boards 
Quality Assurance 
 
Event Questions: Gina Hashem, Event Management Committee Chair 
ginahashem@gmail.com 
Please see our website for the 2013 calendar and more information about our Chapter 
http://www.acrpnet.org/GetInfoFor/USChapters/NorthernCalifornia.aspx  
 
 
************************************************** 

5th Personalized Medicine World Conference (PMWC) Co-hosted by Stanford 
Hospital and Clinics, SAP and Oracle, Monday and Tuesday, Jan. 28-29, 2013  
 
Event: “PMWC Silicon Valley 2013” 
Date and Time: Monday, January 28 -29, 2013, 8:00 AM - 5:00 PM  
Location: Computer History Museum, Mountain View, CA 
Registration price will be $1,500 starting Dec. 15 
Register at http://attendpmwc2013.eventbrite.com/ 
• Recognize Janet Woodcock of FDA for her contribution to the Personalized Medicine field  
• Participate in discussions about this rapidly changing industry.  
• Connect prior, during and after the Conference with speakers, sponsors and other 
attendees.  
 
Three concurrent tracks include presentations in the following areas:  
• Emerging Technologies – Not just about DNA; Talks on proteomics, stem cells and 
pathways.  
• Clinical Adoption – From prenatal testing to cancer, diabetes and geriatric care.  
• Regulations, Economics and Reimbursement – Hear differing viewpoints.  
• Latest Data Analysis Advances – New approaches speeding interpretation.  
Contact Information: registration@pmwcintl.com, 650-961-8877 
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Conference Description 
The Personalized Medicine World Conference (PMWC) is the only fully integrated conference 
to examine the advances and challenges of Personalized Medicine through a practical lens. 
PMWC brings together the thought-leaders of business, government, healthcare-delivery, 
research and technology into one information-rich, two-day conference. 
2013 Program includes:  
Track 1: Features leading industry figures and clinical pioneers selected by the Program 
Committee cover diverse topics organized in six sessions over the two days.  
 
Track 2: Featuring established companies, clinicians, and researchers presenting on their 
latest products and services enabling Personalized Medicine. Presenters have included 
Kaiser, Merck, Complete Genomics, Roche, Lucile Packard Children’s Hospital, and others.  
 
Track 3: Select, emerging companies, present on their platforms and technologies; compete 
to win the PMWC Most Promising Company Competition Award. Companies have included 
Integrated Diagnostics, NextBio, QuantaLife, Telome Health, and others. 
Exhibition Hall: Affymetrix, Response Genetics, SRI, Oracle, Fluidigm, DNA Genotek, 
23AndMe, Moffitt Cancer Center, Genomic health, Complete Genomics, Sony DADC are just 
a few who exhibited in 2012. 
PMWC Connect: A website to network before, during, and after the Conference. 
Tutorials: 101 on The Technologies of Molecular Biology, Systems Biology & Bioinformatics 
Key Concepts, How Current Genomic Technologies Deployed in Personalized Medicine to 
Improve Clinical Care and more. 
 
If you want to check out the caliber of program and speakers, you can see some of the Main 
Track speaker videos from PMWC 2012 at  
http://www.youtube.com/playlist?list=PL231FCDB929C13F06&feature=view_all. 
The program committee is also revealed on the PMWC Silicon Valley 2013 website at 
http://2013sv.pmwcintl.com/committees.php. 
Selected Speakers: Janet Woodcock,M.D., FDA; Lawrence Corey, M.D., Fred Hutchinson 
Cancer Research Center;Pascale Witz,GE Healthcare; Robert Jesse, M.D., Ph.D., Department 
of Veterans Affairs; Gil Omenn, M.D., Ph.D., Institute Of Medicine 
 
Topic Description 
Changes in health care are happening now - come learn from the movers and shakers 
leading the way at the 5th annual PMWC. Tap into the unique ecosystem of CEOs, 
entrepreneurs, researchers, clinicians, regulators and payers to share best practices and 
build on lessons learned. Engage in the multi-faceted debates currently facing the field of 
personalized medicine. 
The three tracks at PMWC 2013 will present the latest progress and next challenges for the 
implementation of personalized medicine within a framework to address the coverage 
barriers. Prescience is pleased to be the sponsor of the PMWC 2013 Innovation Award.  
 
Critical Issues To Be Tackled:  

 Cost vs Benefit: How do we define and benefit from 
transformational technologies?  

 Form vs Function: What about the less sexy basics of sampling, 
preparation and QA?  

 Biomarkers & Therapeutic Targets: What is the promise versus the 
reality?  

 Social Networks: Is the immediate feedback connecting patients, 
scientists and clinicians?  

 Best Data Practices: What are the best practices for scientific data 
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validation and dissemination?  
 Partnerships: What defines an effective partnership between 

academia, industry, regulators and payers?  
 Addressing the Reimbursement Conundrum: What's best for 

patients and industry?  
 Ethical & Legal Issues: Which pitfalls are associated with new 

diagnostic tools and targeted therapies?  
 
********************************************************************* 
Bio2Device Group, Tuesday Morning, Jan. 29, 2013 
 
Topic: “Sensors and Methodologies for Wearable Health Monitoring” 
Speaker: Robert Stone, Ph.D., Chief Executive Officer, Medical Design Solutions Inc.  
Date and Time: Tuesday morning, Jan. 29, 2013, 8:30am  
Location: Sunnyvale City Council Chambers, 456 West Olive Ave., Sunnyale, CA  
Cost: $0  
No registration is required. 
 
Topic Description 
Rising health care costs continue to impinge on the economy and quality of life world-wide. 
Hospital-based care costs have led to early discharge following surgery, childbirth, and 
trauma with the attendant risks of re-admission. Recent changes in healt care 
administration laws mandate hospital liability for these readmissions instead of primary 
payors. 
Care for aging baby-boomers is now becoming a significant burden on society, with a small 
fraction of this po;ulaton segment carrying long term care insurance. Significantly, there is 
great resistance to institutional care, with the majority of senior citizens prefering to live at 
home as long a spossible. 
Remote monitoring of health status and assurance of compliance of care prescriptions is 
now a real possibility, with dramatic reductions in the attendant costs. 
The talk will present remote market data and a proposed solution to effect many of these 
cost saving based on a wearable health monitor. 
 
Speaker Bio 
Over the past thirty years Dr. Robert Stone has held key positions in several California–
based companies including Nellcor, MedaSonics, Natus Medical, Pacific Consultants, 
Pemstar, MedTech, and Tronics MedTech. Dr. Stone has supervised all phases of product 
development including concept definition, prototyping, design, clinical trials, FDA clearance 
and regulatory compliance including UL, CSA, and CE listings. Dr. Stone also specializes in 
patent development and technology licensing. Dr. Stone possesses a BSEE and MSEE from 
Virginia Polytechnic Institute and State University, and a Ph.D. in Electrical Engineering from 
Stanford University. Dr. Stone is an inventor of 20 issued patents and a dozen or more 
applications. 
*************************************************************** 
Life Sciences VC Taskforce, Thursday Evening, Jan. 31, 2013 
 
Event: “Life Sciences Investor Pitch” 
Moderator: Meredith L. Warshaw, PhD, CSO, Molecular Image and Chair, Life Sciences, VC 
Taskforce 
Panelists: Klaus Hambuschen, The Angels' Forum; Brian Berger-- Claremont Creek; Ben 
Pensak, Morgan Lewis; Additional panelists TBA 
Date and Time: January 31, 2013 | 6:00-8:30 PM  
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Doors open and networking: 6 PM 
Program: 6:30-8:30 PM 
Hors d'oeuvres and beverages will be served. 
Location: Morgan, Lewis & Bockius, LLP, Two Palo Alto Square, Palo Alto 
Registration: 
$45 VC Taskforce Members, 
$55 Affiliate Organization Member 
$75 General 
Register at http://vctaskforce.ticketleap.com/life-sciences-investor-pitch/ 
 
Event Description 
The Life Science Investor Pitch programs through VC Taskforce offer an opportunity for 
entrepreneurs seeking start up funding to pitch in front of a distinguished panel of investors. 
VC Taskforce and Morgan, Lewis & Bockius, LLP have partnered to bring to you a 
scintillating program series to bring entrepreneurs and investors together in the life science 
fields. The evening will be exciting and a terrific learning experience for all entrepreneurs. 
Entrepreneurs learn what investors are looking for in a pitch presentation. 
 
Entrepreneurs seeking capital will pitch for 2 minutes in front of the investor panel. This is 
followed by 5 minutes of Q&A and then non-rebuttal feedback by the panel. A score of 1-5 
is given to each presenting company by each panel member. Please note that pitching time 
limits will be strictly enforced! 
 
Investors come and listen to entrepreneurs’ pitches. You never know where you’ll find your 
next deal. Find out how our panel of investors rates entrepreneurs’ pitches; which investors 
pass and for what reasons; and which entrepreneurs other investors want to talk to ASAP. 
Please let us know if you would like to participate on one of our Life Science Investor Pitch 
panels. 
 
This is a great opportunity for entrepreneurs to network with investors, present their 
company, and hear first-hand what it takes to raise early-stage capital in 2012. If you are 
an entrepreneur in a startup that is currently seeking capital and would like to present your 
best 2 minute elevator pitch to a panel of investors, you must register in advance and have 
confirmation from the program manager that you are on the list of presenters. The 
maximum number of presenters is limited to ten. 
 
To present a pitch, prior to registering, please contact Maya Desai PhD, 
mayudi80@gmail.com, or call 909.565.7201 to learn of slot availability. Slots to present are 
assigned on a first-come basis. If a slot is available you must register and send Maya Desai 
PhD your confirmation number and the name of your company. Receipt of your confirmation 
number ensures assignment of a presentation slot. You will also receive further instructions 
and advice on preparing your best pitch. 
 
Please note: Registering does not reserve a pitch time. You must contact Maya Desai PhD 
per instructions above to reserve a slot to pitch. 
 
Life Science Chairperson: Meredith L. Warshaw, PhD 
Program Manager: Maya Desai PhD 
 
***************************************************************** 
Bio2Device Group, Tuesday Morning, Feb. 5, 2013 
 
Topic: “An IRay of Hope: Stereotactic Radiosurgery for the Treatment of Wet AMD” 
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Speaker: Dr. E. Mark Shusterman, Medical Director, Oraya Therapeutics, Inc  
Date and Time: Tuesday morning, Feb. 5, 2013, 8:30am  
Location: Sunnyvale City Council Chambers, 456 West Olive Ave., Sunnyale, CA  
Cost: $0  
No registration is required. 
 
Topic Description 
Wet age-related macular degeneration (AMD) ranks among the top causes of blindness 
worldwide. It is a condition that affects millions of elderly people, and, if untreated, 
commonly results in near-total loss of central vision within a year or two of diagnosis. Wet 
AMD is characterized by abnormal and rapid growth of fragile blood vessels beneath the 
retina that results in hemorrhage, fluid accumulation, and ultimately scarring and 
permanent loss of photoreceptors. Although incurable, it can presently be managed with 
near-monthly injections of drugs that inhibit proliferation of new blood vessels. These very 
expensive compounds must be administered directly into the eye on a recurring basis, 
resulting in substantial burdens and risks to the patients, their families, healthcare systems, 
and payers. Oraya Therapeutics has built a device which delivers low-energy X-rays 
precisely to the small retinal target, allowing irradiation of the neovascular lesion without 
undesirable exposure to healthy eye structures. Clinical data indicate that the use of 
radiation in conjunction with existing pharmacologic therapies may have beneficial results in 
terms of improved disease control with a decreased need for recurrent intra-ocular 
injections. This presentation will provide an overview of wet AMD and Oraya's innovative 
technology. 
 
Speaker Bio 
Dr. E. Mark Shusterman has served as the Medical Director of Oraya Therapeutics, Inc., 
nearly since the company's founding six years ago. Oraya has developed, and is 
commercializing, an innovative radiation treatment for wet age-related macular 
degeneration, a common form of blindness which affects millions of people worldwide. Dr. 
Shusterman completed his undergraduate and medical education at the University of 
Rochester, and his post-graduate training included general, burn and plastic surgery. He has 
a passion for medical technology, which has led to full-time involvement in this arena. Prior 
to joining Oraya in 2007, Dr. Shusterman worked with companies in physiological 
monitoring, resorbable surgical fixation, bone regeneration, and soft tissue augmentation. 
In addition to his pursuits in medical technology, Dr. Shusterman also has a long-standing 
interest and training in aerospace medicine, and has been serving as a Flight Surgeon with 
the United States Air Force for the past 17 years. Additionally, he is the director of 
Interorbital Systems’ Space Medicine Advisory Board. IOS is a private orbital tourism and 
satellite delivery company, based in Mojave, CA. 
************************************************************************ 
NCC AWIS, Saturday, Feb. 9, 2013 
 
Topic: “The Hows and Whys of Networking for Women in Science” 
Speaker: Audra Bohannon, Principal for Global Novations 
Date and Time: Saturday, Feb. 9, 2013, 8am-2pm; agenda to follow 
Location: Genentech Commercial Training Center, 651 Gateway Blvd., South San Francisco 
Cost: $25 AWIS Members, $35 Others 
Advance registration required by Thursday February 7 at  
http://tinyurl.com/winterworkshop2013 
 
Topic Description 
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The Northern California AWIS chapters in conjunction with the San Francisco HBA chapter is 
proud to present Audra Bohannon, Principal for Global Novations. Aurdra is a respected 
author, business consultant, leader, coach, and facilitator with expertise in diversity and 
inclusion issues and personal development.  
There will be a panel discussion on strategic networking for career building as well as 
facilitated activities to increase your networking skills. 
 
*************************************************************** 
Bio2Device Group, Tuesday Evening, Feb. 12, 2013 
 
Topic: “Tentative: The role of P&R in asset valuation for in- and out-licensing or 
funding/acquisition decisions”  
Speakers: Anand Mehra, MD, Partner, Sofinnova Ventures 
Date and Time: Tuesday, Feb. 12, 2013, 6:00 – 9:00 pm  
Location: Location: Wilson Sonsini Goodrich & Rosati, 650 Page Mill Road, Palo Alto CA 
Cost:  
$6 - Students/In-transition - Members only  
$11 - Early-bird Registration - Members only  
$20 - Late Registration and Non-Members  
$25 - Walk-ins 
 
Topic Description 
Needs to be filled in 
 
Speaker Bio 
Anand joined Sofinnova Ventures in 2007 to focus on biopharmaceutical investing. Anand’s 
diverse background equips him to work with entrepreneurs on scientific, clinical, and 
strategic levels. Currently, he is a director of Marinus and Nextwave Pharmaceuticals, and 
led the firm's investments in Vicept (Acquired: Allergan) and Aerie. Anand also played an 
important role in the firm’s investments in Hyperion, Preglem (Acquired: Gedeon Richter), 
and Amarin (NASDAQ: AMRN). 
 
Prior to joining Sofinnova Ventures, Anand worked in JP Morgan’s private equity and venture 
capital group, where he was heavily involved in new investments, management of their 
public portfolio, and the firm’s spin-out from the bank. Before joining the venture 
community, Anand was a consultant in McKinsey & Company's pharmaceutical practice, 
advising pharma and biotech on key strategic issues, and an NIH-funded Fellow focused on 
reperfusion injury in stroke. 
Anand received his M.D. from Columbia Medical School and graduated Phi Beta Kappa from 
the University of Virginia. 
*********************************************************************** 
BayBio, Tuesday Morning, Feb. 12, 2013 
 
Topic: “Life Science Series: Know Your Options: Considering a "Virtual" Commercial 
Operation” 
Speakers: Chris Cobourn, Senior Vice President, Commercial Compliance, CIS; Jay 
McKinley, Senior Director, Government Pricing & Commercial Operations, Dendreon;  Peter 
Lee, Director of Commercial Compliance, West Coast Operations, CIS; Linda L. Schock, 
Director, Government Programs, CIS;  Dan Steiber, Principal, D2 Pharma Consulting 
Date and Time: Tuesday, February 12, 2013; Registration, Breakfast, Networking: 8:00–
8:30 AM, Program: 8:30–10:00 AM, Networking: 10:00– 10:30 AM 
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Location: BayBio/HCP Events Center, 250 East Grand Avenue, Suite 26, South San 
Francisco, CA 94080 
Cost: Pre-registration through February 8 $20 members; $40 non-members; On-site 
registration on February 12, $30 members; $50 non-members 
Register at https://m360.baybio.org/frontend/event/registration/login.aspx?EventId=66845 
 
Topic Description 
Emerging biopharma companies have determined that a large pharma partner is not 
necessarily required to successfully launch a product in the US market. These companies 
are seeing an opportunity to retain control over the products they have worked so hard to 
develop by pursuing their own commercialization strategies in the form of a serviced-based, 
outsourced model. This "virtual" commercialization model minimizes internal systems and 
staffing while utilizing best-in-breed operational support at each stage of pre-launch 
commercial planning. 
Since launching a product is one of the most critical times for emerging companies, and the 
makings of a successful launch start years before the product hits the market, executives 
must systematically develop plans to maximize commercial viability and ensure that 
logistics are coordinated and expertly managed. We will discuss a timeline that introduces 
the specific components of the virtual commercialization model as it relates to supply chain 
management, compliance programs, contract management, and government programs 
participation. Attendees will learn key insights and best practices from companies who 
successfully implemented this model. 
Key Topics 

 What are the key operational components of outsourced commercialization and back 
office support  

 How to determine which activities are relevant to your business and the timeline for 
implementation  

 What the compliance considerations are and the options to avoid unknown risks  
 Why the US government market is important  

********************************************************************* 
UC Berkeley Extension, Thursday Evenings, Feb. 14-28, March 7-14 and 28  
 
Topic: “Life Science Product Marketing: It’s All in the Plan” 
Instructor: Audrey S. Erbes, Ph.D. 
Guest Speakers: 

 Deb Donovan, Director of Marketing at Avantis Medical Systems 
 Christian Schuler, Partner, Simon Kucher 
 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. 14-28, March 7-14 and 28, 2013; 6:00 – 9:00 pm 
Location: UC Berkeley Extension, 1301 Shoreway Road, Suite 400, Belmont, CA 94002 
Fee: (Fee and EDP number to be announced in December—$695 in 2012) 
See more details and register at http://extension.berkeley.edu/catalog/course135.html in 
early December. 
 
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 
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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 
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” 
 
Christian Schuler, a Partner in the Life Science Division of Simon - Kucher & Partners 
working out of the company’s San Francisco office, specializes in strategic pharmaceutical 
marketing, value-to-customer, market entry strategies, P&R strategies and generic defense 
strategies. Since joining Simon - Kucher & Partners, Mr. Schuler has conducted in-depth 
research and data analysis for life science companies and developed various national and 
international pricing and market entry strategies for new chemical entities, medical devices 
and scientific equipment. He has published various articles on pharmaceutical marketing, 
fixed reference pricing, generic defense strategies and functional food in German and 
English and is a frequent speaker on international conferences on pharmaceuticals.  “Role of 
Pricing and Reimbursement in Product Management Strategic Planning” 
 
Stanley Skrzypczak, M.S., M.B.A., Senior Director, Commercial Development, Genomic 
Health was previously Senior Director of Oncotype Marketing and Director of Managed Care 
Marketing there. He has over 25 years of successful biotech and pharmaceutical sales and 
marketing experience, including product, managed care, clinical marketing and sales 
management. In his last position at Genentech, he was the Senior Product Manager for 
Xolair Marketing. Stan initially built a career in field sales and management for 7 years at 
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Searle Pharmaceuticals, prior to joining Genentech where he worked for 18 years. “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." 
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 
********************************************************************************* 

BayBio Entrepreneur & Investor Roundtables, Thursday, Feb. 14, 2013 
 
Date and Time: Feb. 14, 2013, 4:00 – 7:00 pm 
Location: Gateway Ballroom 104, The Moscone Center North, 747 Howard St., San 
Francisco, CA 94103 
$3.50/hour 
Fifth and Mission Garage 
Cost: Investors: Complimentary; Entrepreneurs: $40.00 by February 7 | Onsite: $80.00 
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Take the first step towards your innovative success and register today 
www.BayBioRountables.com 
 
Event Description 
The BayBio Entrepreneur and Investor Roundtables is a unique event designed to act as a 
catalyst for burgeoning entrepreneurs, and is well known for its iconic 'speed-dating' format. 
The Roundtables facilitate introductions, dialogue and connections between life science 
entrepreneurs and investors. This event provides early-stage companies with accessibility 
into the capital markets while providing investors a first look at intriguing innovations. 
Annually, VC firms and Angel Investors listen to focused pitches from dozens of biotech 
entrepreneurs thereby opening the door for future growth. This event has grown each year 
and now attracts over 200 people annually, with the expectation of even a greater number 
of registrants in 2013. 
********************************************************************************* 

Bio2Device Group, Tuesday Morning, Feb. 19, 2013 
 
Topic: “Bay Area Biomedical Industry: Current Trends and Future Outlook” 
Speaker: Audrey Erbes, Ph.D., Principal, Erbes & Associates and www.AudreysNetwork.com,  
part-time instructor UC Berkeley Extension 
Date and Time: Tuesday morning, Feb. 19, 2013, 8:30am  
Location: Sunnyvale City Council Chambers, 456 West Olive Ave., Sunnyale, CA  
Cost: $0  
No registration is required. 
 
Topic Description  
Have you been wondering what’s behind the less than rosy trends picture for the Bay Area 
pharmaceutical and molecular diagnostics space this past year? And why the Boston cluster 
seems to be enjoying more good news lately than California? Audrey Erbes will discuss the 
factors, trends and events driving the paradigm shifts in financing, R&D development and 
staffing levels along with providing the potential outlook for the future.  
 
Speaker Bio 
Audrey Erbes, Ph.D., Principal, Erbes & Associates and Audreysnetwork.com is a life-science 
business development and marketing consultant serving emerging biotech companies, 
industry educator, and organizations leader who teaches bioscience business development 
and marketing courses at UC Berkeley Extension. She has 25 years of corporate managerial 
experience in the biopharmaceutical industry including Executive VP and Co-founder of 
Kowa Research Institute and U.S. and international man¬agement positions at Syntex 
Corporation (acquired by Roche) in market research, product management, strategic 
marketing, and business development with a special emphasis on Europe and 
Asia/Pacific/Canada.  
 
Industry involvements include VP Board Member of the Bay Area Bio2Device Group and 
writer of weekly industry blogs with complimentary event and job lists. Audrey was named 
the NCC—Association for Women in Science, “2006 Distinguished Professional” and 
Professional Women’s Healthcare Alliance (PWHA), “2006 Innovator of the Year”. She holds 
an M.A. and Ph.D. in political science from the University of Florida. 
*************************************************************** 

Real Endpoints Symposium, Monday and Tuesday, March 11-12, 2013 
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Topic: “Disruptors: Revolutionizing Drug/Dx Reimbursement” 
Speakers: Lewis Sandy, MD, SVP, Clinical Advancement, UnitedHealth; Michael Sherman, 
MD, CMO, Harvard Pilgrim; Carolyn Clancy, MD, Director, AHRQ; Robert Galvin, MD, CEO, 
Equity Healthcare; Rob Epstein, MD, former CMO, Medco and president, Medco Research; 
Jeff Berkowitz, SVP, Pharmaceutical Development and Market Access, Walgreen Co.; William 
Shrank, MD; Director, Rapid Cycle Innovation, CMS; Ira Klein, MD; Chief of Staff to CMO, 
Aetna; Annalisa Jenkins, MD; EVP, Head of Global Development, Merck Serono; Jack Bailey, 
SVP, Policy, Payers & Vaccines, GlaxoSmithKline; Steve Wooding; VP, Head of Market 
Access, Janssen EMEA, J&J…And more! 
Date and Time: Monday and Tuesday, March 11-12, 2013, (reception Monday night) 
Location: Hyatt Regency, Penn’s Landing, Philadelphia, PA 
Registration Rates 
 

 Registration Type by December 31 After December 31 

 Standard  $1,295 $1,695 

 Payer  $750 $850 

 Health Systems/Medical Centers $750 $850 

 Academic  $750 $850 

 Government  $750 $850 

Register at https://realendpoints.ontrackevents.com/register.cfm 
 
Topic Description 
If you attend one conference to understand the key challenges, the innovative solutions, 
and the enormous opportunities , it should be the Real Endpoints Symposium.  
You’ll meet the payers, policymakers and industry leaders at the forefront of the revolution, 
senior executives representing millions of patients and billions of dollars in drug and 
diagnostic spend. 
And the sessions are laser-focused on the seven fundamental issues that will set the 
reimbursement agenda for the next 24 months – and beyond.  
You’ll leave this meeting with the contacts and concepts that will allow payers to 
dramatically improve the returns from their drug and technology spend — and pharmas to 
prosper by identifying and satisfying the evolving requirements. 
Leverage your time. One meeting. Enormous personal and professional ROI. 
************************************************************** 

UCSC Extension and CACO, Clinical Trials Essentials: A One-Week Intensive 
Course, March 11-15, 2013 

Event: “Clinical Trials Essentials: A One-Week Intensive Course”825. NATSC (3.5 CEU) 35.0 
hours CA BRN/LVN Credit—Provider #CEP13114 
Offered in Collaboration with University of California at Santa Cruz – Silicon valley Extension 
Location: Crowne Plaza Hotel, Foster City, CA. 
 
Monday March 11, 2013 – 8:30 am—12:30 pm 
Drug Development Process 4 hours – Edward Rozhon  

 Overview of the drug discovery & development process  
 Major players in drug development  
 Assay development and discovery of new medical entities  
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 Non clinical and clinical development of new drugs  
 History and regulatory oversight of FDA  
 Structure of Phase I, II, & III clinical trials  
 FDA review of New Drug Application. 

 
Monday March 11, 2013 – 1:30 pm—5:30 pm 
Science of Clinical Trials Design 4 hours – Mike Huston  

 Phases of drug development  
 Objectives of clinical studies  
 Basic clinical trials designs  
 Underlying science for clinical trials designs. 

 
Tuesday March 12, 2013 – 8:30 am—12:30 pm 
GCP & ICH Investigator & Clinical Research Site 4 hours – Jacquie Mardell 

 Historical and legislative roads to good clinical practice  
 Role and regulation of ethical review  
 The research-care conflict and elements of informed consent  
 Investigator and sponsor obligations. 

 
Tuesday March 12, 2013 – 1:30 pm—2:30 pm 
Global Clinical Trials Perspective 1 hour -- Jacquie Mardell 

 What to watch for in global clinical trials. 
 
Tuesday March 12, 2013 – 2:45—5:30 pm 
Applied Statistics in Clinical Trials 3 hours – Pete Shabe  

 The role statistics plays in clinical research  
 Basic data summarization techniques  
 Estimation and Hypothesis Testing Introduction  
 Estimation and Confidence Intervals  
 Statistical Hypothesis Testing. 

 
Wednesday March 13, 2013 – 8:30 am—12:30 pm 
Monitoring Clinical Trials 4 hours – TBA 

 Review the basic regulatory requirements of monitoring a clinical research study  
 Describe the tasks that should be performed before, during, and after a monitoring 

visit  
 Learn how to track all key parameters involved in monitoring a site  
 Know how to complete visit reports and follow-up on action items after each site 

visit. 
 
Wednesday March 13, 2013 – 1:30 pm—3:30 pm 
Business of Clinical Research 2 hours – Nanette Nanjo-Jones  

 The Market Players – Pharma, Biotech, Contract Research Organizations (CROs)  
 Cost of Doing Business – Cost of conducting clinical research  
 Outsourcing and CROs – It costs money to make money  
 Innovative Ways to Reduce Cost – Business Strategies and Process Innovations. 

 
Wednesday March 13, 2013 – 3:45 pm—5:30 pm 
Study Site Perspective 2 hours – Laila Craveiro  

 Translational research in an academic center: fundamental strengths and 
weaknesses  

 Research Process and Operations management as the success of a trial  
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 Essential conversations between academia, biomedical and pharmaceutical 
companies, venture capitalists and consultants  

 Data Integrity and well-supported metrics (Case Studies). 
 
Thursday March 14, 2013 – 8:30 am—12:30 pm 
Clinical Data Management 4 hours – Susanne Prokscha 

 Key data management activities for study startup, conduct, and closeout  
 Regulations applicable to data management activities  
 Clinical data management systems and electronic data capture (EDC)  
 Working with contract research organizations (CROs) for data management. 

 
Thursday March 14, 2013 – 1:30 pm—5:30 pm 
Clinical QA/Compliance Audits and the FDA 4 hours – Frances Ann McKenney  

 Qualifications needed for GXP auditors and FDA Inspectors  
 Objectives of sponsor audits and regulatory inspections  
 Similarities and differences between sponsor audits and regulatory inspections  
 General approach to hosting an audit or inspection  
 Types of findings that cause concern for auditors or inspectors. 

 
Friday March 15, 2013 – 8:30 am—12:30 pm 
Good Manufacturing Practices and the Transition to Full Scale Manufacturing 4 hours – 
Steven Kuwahara 

 The transition from the GMP for Phase 1 products to full GMP requirements.  
 GMP for drugs.  
 GMP for biologics and related products, including Good Tissue Practices.  
 Considerations for process validations. 

 
Friday March 15, 2013 – 1:30 pm—5:30 pm 
Medical Devices, An Overview 4 hours – Deborah Tolomeo 

 Legislative and regulatory overview of clinical trials with medical devices  
 FDA Investigational Device Exemptions, 510(k)s, PMAs, and HDEs  
 Post-approval studies and Post-market requirements·  
 Globalization and the changing regulatory environment. 

In order to make it easy for you to attend, we have arranged this 1-week course into 10 
half-day modules. You can either sign up for the full week or pick/choose any of the 10 
modules. 
To register, visit www.CACO-PBSS.org.  
******************************************************** 

UC Berkeley Extension Intensive Course, Thursday and Friday, April 11-12, 2013 

 
Topic: "Life Science Business and Marketing: Their Integral Role for Success"  
Instructor: Audrey S. Erbes, Ph.D.; Guest Speakers: Joyce Chiarenza, Don Holsten, Pharm. 
D., Bev Hudson, M.B.A., Julie Tompkins, M.B.A. 
Date and Time: Thursday and Friday, April 11-12, 2013; 8:30 am – 5:00 pm 
Location: New Belmont Center, UC Berkeley Extension, Room 3B, 1301 Shoreway Road, 
Suite 400, Belmont, CA 94002 
Fee: $795; (EDP 408302)  
Register at http://extension.berkeley.edu/catalog/course190.html 
 
Course Description 
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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 term project.  Students will learn how to research 
and analyze markets and environments for making recommendations and decisions useful 
for all professional functions in bioscience companies. They will learn how to do typical 
business and marketing assignments common to the workplace and receive 
templates/outlines for documents. In the process students will develop a basic 
understanding of the role and benefits of various business and marketing functions involved 
in company’s success, underscoring their roles across all stages of company and product 
lifecycle. Participants will learn what makes the industry “tick,” identify challenges and 
opportunities critical to the success of a company and its products that might otherwise be 
overlooked until too late in the development process. Students will complete business 
investment analysis of a company and its technology/products of their choice for term 
project. 
 
Deliverables 
Students receive an extensive student reader with lecture slides for note taking, lists of 
Internet-accessible information resources and gratis access to otherwise paid subscription 
databases to assist in researching their 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 
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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” 
 
 
Donald Holsten, Pharm D., a regulatory consultant and educator with over 20 years 
of national and international experience as a senior regulatory affairs and quality assurance 
executive, has expertise in food, drug/biopharmaceutical, medical device and cosmetic 
products. He has an intimate knowledge of the FDA approval cycle and has helped prepare 
numerous biotechnology and pharmaceutical companies for FDA interactions and panel 
reviews.  Don has held management positions at several companies, including Liposome 
Technology, Inc and Oclassen Pharmaceuticals, Inc. where he was Director of Regulatory 
Affairs/Quality Assurance and Director of Regulatory Affairs, respectively.  Earlier in his 
career he held a senior level position as Assistant Chief, Food and Drug Branch, Department 
of Health Services for the State of California. Topic: “Operating in the U.S. Regulatory 
Environment: Is Product Approvable: A Case Study” 
 
Bev Hudson, MBA, is the Senior Vice President, Business Development, Omnicomm 
Systems, Inc., a Web-based electronic data capture (EDC) and eClinical (eClinical) software 
and services company with products that streamline the clinical research process. 
Previously, she was 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 Biotech 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 
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 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 

 
 
*************************************** 
UC Berkeley Extension Free Information Session, Wed. Evening, May 22, 2013 
 
Topic: “Free Information Session: All Life Science Industries Professional Certificates and 
Specialized Programs of Study” 
Date and Time: Wednesday, May 22, 2013, 6-8 pm 
Location: Room 804, UC Berkeley Extension Downtown Center, 425 Market St., 8th Floor 
(enter on Fremont St.), San Francisco, CA 
No fee (EDP 406330) 
https://enroll.unex.berkeley.edu/cgi-bin/free/free.cgi?course=406330 or phone (510) 642-
4111. 
 
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 
the Sciences, Biotechnology & Mathematics department at 
http://extension.berkeley.edu/sciences/.         
 
**************************************** 
BayBio/BioCom CALBIO 2013, June 12-14, 2013 
 
Event Title: “CALBIO 2013: Success Redefined” 
Dates and Times: June 12-14, 2013, 7:00 am – 5:00 pm 
Location: San Diego Convention Center, 111 West Harbor Drive, San Diego, California 
92101 
Cost: *For a very limited time, we are offering an incredible discounted registration price of 
$600. This offer is only good through Tuesday, January 15th. Trust us, you will be glad you 
registered early! 
To receive this special price, please use the code TRUSTUS.  
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If you are a BIOCOM member, register at http://biocom.org/event/777/. BAYBIO members 
register at https://m360.baybio.org/event/registration/login.aspx?eventID=67497. 
 
Topic Description 
California. The birthplace of the biotechnology industry and home to the largest and most 
productive concentration of life science companies in the world. Over the years, our focus 
has remained constant – discover the next great thing and turn it into reality. While capital 
sources, scientific insights and models inevitably evolve and cycle, with the world’s experts 
in life sciences, California innovates, adapts and continuously redefines the business 
models, technologies, targets, and development and commercial strategies that drive 
success. Today, these innovations and the skills needed to move them forward, our 
changing faster than ever and California is setting the pace. CALBIO 2013 offers highly 
unique, one of a kind programming so join us, the experts, and learn how we are doing ‘IT’ 
today, not tomorrow. 
The conference is scheduled for June 12-14, 2013 at the San Diego Convention Center. 
 
 


