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BioDesign Roundtable, Monday Evening, Sept. 27, 2010 
 
Title: “New Directions in US Medical Device Regulation” 
Speaker: Jeffrey Shuren, MD,JD,Director, FDA Center for Devices and Radiological 
Health (CDRH) 
Date and Time: September 27th, 2010, 5:00 - 7:00pm 
Location: McCaw Hall, Arrillaga Alumni Center, Stanford University 
YOU MUST PRE-REGISTER RSVP REQUIRED: marygorman@stanford.edu 
Parking at http://biodesign.stanford.edu/bdn/networking/roundtable.jsp#vidalakis 
************************************************************************ 
FountainBlue's Life Science Entrepreneurs' Forum, Monday Evening, Sept. 
27, 2010 
 
FountainBlue’s Life Science Entrepreneurs’ Forum, Monday Evening, Sept. 27, 2010 
Topic: “Emerging Trends in Medical Devices: Mobile Health, Personalized Medicine 
and Consumerization” 
 
Date & Time: Monday, September 27 from 5:30 to 7:30 p.m.  
 
Location: UCSC Extension, 2505 Augustine, Santa Clara 
 
Pre-registration Cost: $21 members, $32 partners, $42 general  
 
Late and On-Site Registration is $42 for members, $52 for nonmembers, or $124 for 
FountainBlue Ongoing membership and admission 
 
Registration: Please pre-register by noon on Friday, September 24 using the PayPal 
link at http://www.svlifescience.com.  
 
Audience: Life Science entrepreneurs, intrapreneurs and investors; no service 
providers please 
 
Topic Description 
Our annual state of the medical device industry event will focus on some of the 
hottest areas in medical devices today: from mobile health solutions to personalized 
medicine and consumer devices. Come hear about these hot new trends, and see 
how start-ups are leading medical device innovations around mobile health and 
personalized medicine, bringing devices into the hands of consumers.  
 
Panelists: 
 Facilitator Geetha Rao, PhD, CEO, MyMedFax and Springborne Life Sciences, Vice 

President of Strategy and Risk Management, Triple Ring Technologies 
 Panelist Anne DeGheest, Managing Director and Founder, HealthTech Capital and 

Managing Partner and Founder, MedStars 
 Panelist Dave Scott, Director, Imaging Systems, Intuitive Surgical  
 Panelist Clarence Wilhelm, LifeScan, to be confirmed 
 Presenting Entrepreneur Marc Bandt, CEO, Pelesend 
 Presenting Entrepreneur Sonia Sousa, Founder and CEO, Spectroscape 



 Presenting Entrepreneur Paul To, CEO & Founder, Emota 
Speaker Bios 

Dr. Geetha Rao's over 20 years of experience in high-risk technologies includes being 
an entrepreneur, executive and strategic advisor to numerous early-stage life 
sciences ventures. She is the founding CEO of Springborne Life Sciences, providing 
advisory services and interim management to medical device, biotechnology and 
other life-sciences enterprises with a focus on emerging business challenges and 
operational excellence that meets best-in-class, international standards. She serves 
as Vice President of Strategy and Risk Management at Triple Ring Technologies, a 
medical device incubator and contract development firm. She is an internationally 
recognized expert in risk management and liability and has served on several 
international policy making bodies, and as an invited expert to regulatory agencies, 
including the FDA.  
Geetha chairs the MIT/Stanford Venture Lab's Emerging Business Track for Life 
Sciences, serves on the Life Sciences Committee for Astia, the leading organization 
supporting women-founded and women-led start-ups, and has been a guest faculty 
on Stanford University's Biodesign Innovation Program. She is a graduate of the 
Indian Institute of Technology, Madras, holds a doctorate from MIT and a masters 
degree from Stanford University's Graduate School of Business, where she was a 
Sloan Fellow.  
 
  
Anne has 25 years investing experience with MedStars, and has been a pioneer 
investor in the field of HealthTech. Companies in which Anne has invested have 
raised over $500 million in venture capital and grew to $6 billion market cap. Anne 
has been a mentor capitalist specializing in investing and mentoring early-stage 
start-ups in healthcare companies including Pyxis (CareFusion), Aspect Medical 
(acquired by Covidien), VISX (acquired by AMO), Thermage (merged into Solta 
Medical), VISICU(acquired by Philips), Masimo (Nasdaq: MASI). She also helped 
grow new entrepreneurial division of large corporations like Johnson & Johnson, 
Baxter, Medtronic and McKesson. She was also part of the founding executive team 
of Nellcor (a division of Covidien), MedPool and OmniCell (Nasdaq: OMCL). Anne 
earned an MS, Brussels and an MBA, Harvard. 
 
Dave Scott is the Senior Product Manager for Vision and Medical Imaging at Intuitive 
Surgical.  He has spent the last 15 years in research and development related to 
medical imaging and diagnostics.  Dave spent several years developing novel 
medical imaging solutions for the Medical Technology Program and Center for 
Advanced Signal and Imaging Sciences at Lawrence Livermore National Lab.  At LLNL 
he worked on next generation breast cancer screening systems utilizing ultrasound 
tomography and acoustic scanning systems for prosthetic heart valve assessment.  
He was part of the core start-up team at Xradia, Inc where he was awarded an 
R&D100 award for the development of the Nano-XCT, a 50nm resolution x-ray 
tomography system.  He is a co-founder of Varioscale, Inc, a start-up venture 
dedicated to bringing ultra-high resolution laser etching technology to the 
semiconductor and life science communities for "lab-on-a-chip" applications.  
Currently, Dave is dedicated to identifying advanced imaging technologies for the 
daVinci Robotic surgical platform through the development of technology 
partnerships and internal research efforts.  His experience in medical device R&D 
along with his startup experiences allow him to provide invaluable feedback and 
guidance for early stage ventures.  He regularly works with start-up companies 
developing strategies for technology development and product positioning for 
acquisition or licensing.  Dave holds a BS in Aerospace engineering from the 



University of Kansas and an MS in Aerospace/Medical Engineering from the 
University of Colorado, Boulder. 
 
Presenting Entrepreneur Marc Bandt, CEO, Pelesend Inc. 
Marc has raised initial and follow-up funding for initial product development on 
several occasions. His run rate for current start-up over the next 12 months is to 
exceed $500,000 with cash-flow break-even achieved within the first 18 months of 
founding. Marc specializes in the use of high technology in health care although 
considered an experienced silicon valley generalist when it comes to marketing, 
product development, and technology use. He applies extensive experience in 
launching, developing and maturing software and hardware companies with an 
emphasis on the use of the latest "tools" in health care and it's associated 
organizations. 
Marc has raised money, written and executed business plans, established and 
supported the corporate message to customers, potential investors and business 
partners, identified suitable technologies and directed their use against business 
goals. He earned his BS from Southern Methodist University and his MBA from Cox 
School of Business MBA. 
******************************************************* 
Bio2Device Group, Tuesday Morning, Sept. 28, 2010 
 
Topic: “Revamping Risk Management – A Renewed Imperative” 
Speaker: Sharad Narayan, Manager, Health Care, PRTM Management Consultants  
Date and Time: Tuesday, Sept. 28, 2010, 8:30 – 10:30 am 
Location: Sunnyvale City Council Chambers, 456 W. Olive, Sunnyvale, CA (across the 
street from Sunnyvale Public Library) 
Cost: Free 
Parking: On street and in NOVA and library parking lots across the street. 
 
Topic Description 

The bar for risk management has suddenly moved higher for medical device 
companies. After numerous product-safety-related recalls and field actions over the 
past few years, the Food and Drug Administration (FDA) has dramatically increased 
its scrutiny of product risk management practices, demanding adherence to the 
current standard, ISO 14971:2010. With the agency now examining risks in terms of 
the worst possible outcome, practices that had been presumed acceptable are 
subject to heightened scrutiny. 

This session will cover some of the changes in thinking at FDA, and how firms and 
individual contributors can and ought think about risk management in the new 
environment. We will offer a perspective on the what, who, how, when and where of 
risk management throughout the product life cycle. 

Speaker Bio 

Sharad Narayan is a Manager in the Healthcare practice of PRTM Management 
Consultants, a leading operational strategy consultancy. His current focus is on 
Quality Systems effectiveness in Medical Device and Biopharmaceutical firms. Sharad 
has a background spanning product and process development, capital asset 
management, and supply chain management in the MD&D and Biopharmaceutical 
industries. 



Prior to PRTM, Sharad served as an engineering manager with a specialty drug 
delivery company, overseeing R&D as well as manufacturing of target-specific 
inhalation aerosol products. After joining PRTM, Sharad has worked with 
Biopharmaceutical and MD&D clients to develop, remediate, and implement Quality 
Systems, and to prepare for regulatory inspections. Beyond the Quality and 
Regulatory arena, Sharad has worked with firms to identify EBITDA improvement 
opportunities, pilot capital asset project management processes, redesign inventory 
control systems and develop clinical development cycle-time benchmarks. 

Sharad received his Master of Business Administration from the UCLA Anderson 
School of Management and a Bachelor of Science in chemical engineering from the 
University of California, Berkeley. He has worked at firms and clients in Asia, Europe, 
and North America. Sharad is Certified in Production and Inventory Management 
(CPIM) by APICS. 

****************************************************** 
San Jose Biocenter, Tuesday All-Day, Sept. 28, 2010 
 
Topic: “Meet with Merck and Co” 
Speakers:  
Dr. James Schaeffer, Executive Director of Licensing & External Research, Merck 
Research Laboratories, Merck & Co., Inc. 
Dr. Yael Weiss, Director of Licensing & External Research, Merck Research 
Laboratories, Merck & Co., Inc. 
Date and Time: Tuesday, Sept. 28, 2010, 9:00 am – 5:00 pm 

9:00 AM - 9:30 AM  
Registration & 
Networking  

9:30 AM - 10:30 AM Presentation & Q&A  
10:40 AM - 11:30 
AM  

BioCenter Tour 

11:30 AM - 12:30 
PM  

Lunch & Networking 

  
12:30 PM - 5:00 PM  One-on-one Meetings  
Location: San Jose BioCenter, 5941 Optical Court, San Jose, CA 95138 
 
Cost: One-on-one Application and costs 
• Registration for one company representative: 
         o $175 Regular 
         o $150 Partners’ Network  
• Registration for two company representatives: 
         o $250 Regular 
         o $215 Partners’ Network 
• Registration for three company representatives: 
         o $300 Regular 
         o $255 Partners’ Network 
• Registration for four company representatives and above: 
         o add $40 [or $30 for Partners’ Network] per attendee 
• BioCenter Residents and Affiliates: Free  
Presentation and Q&A costs: 
• Regular Price: $40 
• Partners' Network: $30 
• BioCenter Members: Free (please RSVP to Aurélie) 



**Includes: Presentation & Q&A session + lunch ONLY. Seating is limited for this 
event, so early pre-registration is recommended to avoid disappointment! 
Additionally, there will be no on-site registrations.  
 
Topic Description 
Emerging companies find it increasingly difficult to reach the right person when 
seeking funding and/or partners. Through the “Meet with…” Series, we provide 
emerging companies with greater access to partnering and/or financing 
opportunities.  
 
In this session, Licensing Directors from Merck & Co., Inc. will talk to potential 
licensees to first explain what they are looking for in a company. After the 
presentation, attendees will have lunch with the Merck team.  
 
Finally, each pre-approved attendee* will be granted a private meeting with Dr. 
James M. Schaeffer - the Executive Director of Licensing & External Research for 
Merck Research Laboratories at Merck & Co., Inc. - or Dr. Yael Weiss - the Director of 
Licensing & External Research for Merck Research Laboratories at Merck & Co., Inc. 
 
Merck & Co., Inc. is interested in:  
•Novel patented compounds 
•Targets with proof of concept 
•Molecules with a defined mechanism of action or testable hypothesis'  
•Technologies with patent protection that provide a competitive advantage 
 
Late-stage clinical compounds with proven therapeutic value (phase IIb or beyond) 
are of interest in any therapeutic area. Merck & Co., Inc., is most interested in novel 
compounds that have large market potential for unmet medical needs. An attractive 
compound would have selectivity, potency, a demonstrated mechanism of action, 
preliminary toxicology data, oral availability, and a good half-life for once-daily 
administration. We also look for strong intellectual property protection on the target 
and the molecule.  
 
*Registrations to one-on-one meetings are subject to approval of application. To 
apply, please send your Executive Summary by September 3, 2010 to 
events@sjbiocenter.com. The Review Board, composed of the BioCenter 
management team, sponsors, partners and mentors, will then meet to consider your 
application. You will be notified on September 10, 2010 if your application is 
accepted or rejected. Registration must be completed upon approval to secure your 
meeting slot. 
 
Speaker Bios 
Dr. Jim Schaeffer joined Merck Research Laboratories (MRL) in 1986. During his first 
16 years at MRL, he directed research groups focusing primarily on neuroendocrine-
related projects. Jim joined the Department of External Scientific Affairs in 2003 with 
primary responsibility for all neuroscience licensing opportunities and during the next 
18 months, he was directly involved in the signing of four major agreements. Jim 
moved to San Diego in 2004 to assume the role of Merck's "Science Scout" on the 
West Coast, with the responsibility to identify new opportunities across all 
therapeutic areas at all stages of development including enabling technologies. 
During the past four years, Jim has been directly involved in the execution of 7 
major agreements with West Coast based organizations including recent 
agreements with AmbrX, Marcadia, MediVas, the Gladstone Institute, the University 



of California in San Francisco and the University of Texas-Southwestern. As of July 
2008, Jim is also responsible for Merck's scouting efforts in China.  
 
Dr. Yael Weiss, Director of Licensing & External Research, Merck Research 
Laboratories, Merck & Co., Inc. 
Yael completed her MSc and PhD in molecular genetics at the Weizmann Institute of 
Science, Rehovot, Israel and obtained her medical degree at Hadassah Medical 
Center, affiliated with The Hebrew University of Jerusalem, Israel. After practicing 
medicine for a few years, Yael joined an Israeli venture capital firm as a vice 
president responsible for analyzing and maintaining deal flow, and then moved on to 
become a medical and business development director at Genzyme Israel.  Yael joined 
MSD Israel as medical director in the beginning of 2004 and in 2007 she joined 
Merck's Licensing group in San Francisco as a scientific scout responsible for 
identification of licensing opportunities emanating from the West Coast. 
******************************************************************* 
RAPS, San Francico Chapter, Tuesday Evening, Sept. 28, 2010 
 
Topic: “The 510(k) Process: An Information Gathering and Networking Meeting”  
Date and Time: Tuesday Evening, 28 September 2010, 5:30–8:00 pm 
Location: UCSC Extension in Silicon Valley, Santa Clara, CA 
Light refreshments will be available for all meeting participants.  
Registration closed due to reaching full capacity.  

Topic Description 

The RAPS San Francisco Chapter is pleased to offer a unique opportunity to hear 
from researchers from Northwestern University and Stanford University who are 
currently conducting a large-scale study of the 510(k) process. 

John Linehan, PhD, and Jan Pietzsch, PhD, are embarking on a systematic collection 
of information, data and input from those who are actively involved in the 510(k) 
process and know it best––those closest to the design and development of regulated 
medical devices, including entrepreneurs, academic physician-inventors, 
manufacturers, regulatory professionals and federal regulators. 

Join your RAPS colleagues and other professionals currently engaged in the 510(k) 
process for a short presentation followed by a lively discussion. Share your thoughts 
about performance metrics, timelines, interactions and information exchange with 
the US Food and Drug Administration (FDA), choice of predicates, requirements for 
clinical data and any other topics you think are important. Don’t miss this unique 
opportunity to provide input to the 510(k) debate. 

***************************************************************** 
Palo Alto AWIS, Wednesday Evening, Sept. 29, 2010 
 
Topic: “Collaborative Negotiation: Get what you want by playing win-win” 
Speaker: Elizabeth Agnew 
Date and Time: Wednesday, September 29th, 2010, 7.00PM-9.00PM  
Location: PARC Auditorium, 3333 Coyote Hill Road, Palo Alto, CA-94034  
$5 for Palo Alto AWIS members and students, $10 for non-members 
RSVP http://www.acteva.com/go/pa-awis  



*********************************************** 
HBA Executive Women’s Breakfast, Thursday Morning, Sept. 30, 2010 
 
Topic: “Engaging discussion regarding what it takes to be successful in the C-suite” 
Panelists:  

 Steven R. Deitcher, MD, President, CEO, and board member, Hana 
Biosciences, Inc.  

 Susan M. Molineaux, PhD, President and CEO, Calithera Biosciences, Inc. 
 Carlos V. Paya, MD, PhD,President, Elan Corporation, plc.  
 Kim Popovits, President and CEO, Genomic Health   

Moderator: Laura A. Brege, Executive Vice President and Chief Operating Officer, 
Onyx Pharmaceuticals Inc.  
Date and Time: Thursday, September 30, 2010 
Agenda:  
7:30 – 8:00 AM          Registration/Networking 
8:00 – 8:15 AM          Welcome/Opening Remarks 
8:15 – 9:15 AM          Program 
9:15 – 9:30 AM          Q&A/Closing Remark/Evaluations 
Location: Elan Pharmaceuticals, Inc., 180 Oyster Point Blvd., South San Francisco, 
CA 94080 
(650) 877 0900 
REGISTRATION DETAILS 
Cost- Members:$60.00; Non-members:$75.00; Marketing Partners - WHCE, FWEE, 
BayBio:$60.00  
Cancellation/Refund Information:  
Cancellations/Refunds must be submitted in writing to events@hbanet.org by 
September 27, 2010.  No refunds are available after this date. 
 
CLICK HERE to register and then scroll down  
 
Event Questions/Support: 
- Program Information/Details:  hba-sf@live.com or 510-991-6748 
- Membership Questions: Contact membership@hbanet.org or 973-575-0606 
- Trouble with Online Registration: Contact bbull@hbanet.org or 919-803-2471 
Eligibility:  
Event is open to both HBA members and nonmembers, Senior Directors and above 
  
Registration Deadline:  Onsite registration is allowed, online registration is open 
through September 27, 2010 
Capacity: Space is limited to the first 100 registrants 
 
Topic Description 
Please join the HBA and your executive peers for an engaging discussion regarding 
what it takes to be successful in the C-suite. Hear from our esteemed panel of 
experts the challenges they have faced and overcome to be successful in today’s 
dynamic healthcare industry. 
  
Learning Objectives:  
1.     The art of balancing BOD and company expectations 
2.     Mastering the M&A process 
3.     Brainstorming health care reform implications and opportunities 
4.     Maintaining employee morale 
5.     Developing and mentoring C-suite successors 



  
Special Instructions: 
Do NOT go to Gateway addressed listed on élan.com. This event will be held at the 
NEW facility on Oyster Point Blvd. Enter through the Veterans Blvd. driveway and go 
straight up the ramp. There will be a guard on duty to assist you with parking. Go to 
the 180 lobby for event registration.  
 
************************************************************** 
BayBio CEO Roundtable, Thursday Evening, Sept. 30, 2010 
 
Topic: “Prescription for Success: Managing Your Executive Team” 
Moderator 
Eric Steuben, Partner, SRW Partners, a TalentMine Company 
Discussion Anchors 
Martin Cleary, Chairman and Chief Executive Officer, Amarantus Therapeutics 
Steven Engle, Chairman and Chief Executive Officer, XOMA (US) LLC 
Michael S. Klein, President and Chief Executive Officer, Xoft, Inc. 
Susan M. Molineaux, Ph.D, President and Chief Executive Officer, Calithera 
Biosciences 
John Walker, Senior Advisor and former Chief Executive Officer, iPierian, Inc. 
Date and Time: September 30, 2010 | 5:30pm-7:30pm 
Location: OncoMed Pharmaceuticals, Inc. 800 Chesapeake Dr., Redwood City, CA 
94063-4748 
Details: http://www.baybio.org/wt/page/CEO_Roundtable_PrescriptionForSuccess 
Cost: BayBio Members – Free; Non-members - $75 
 
Open to C Suite Executives of Life Sciences Companies Only. RSVP by 
September 24, 2010 is required. No registrations will be accepted on site. 

Topic Description 
In an ideal world, you pick your own executive team and it is productive, delivers 
high performance, fosters innovation and, most importantly, helps you to manage 
complex issues. Reality, of course, is different with a CEO frequently inheriting a 
team assembled by someone else with both high-performers as well as slightly less 
than high achievers abound. How do you play to the natural strengths of your 
executive team that lead to peak performance? How do you best manage your 
executive team dynamics? What are the best communication tools and techniques? 
How do you manage a conflict? At what point do you bring an executive coach? How 
and when do you make a decision to replace your senior executives? And, finally, 
how do you know that you are the most effective manager yourself? Join CEOs from 
leading life sciences companies for an interactive session, to hear their war stories, 
to discuss real life solutions and learn of the practices that produce best results. 
 
*************************************************************** 
CACO Seminar Luncheon, Friday Mid-Day, Oct. 1, 2010 
 
Topic: “Utility of nanowire technology in oral drug delivery”  
Speaker: Professor Tejle Desai, UCSF  
Date and Time: Friday, October 01, 2010, 1100-1330  
Event: Seminar Luncheon 
Cost:$0 online before closing; $40 on site.  
Location: Bay Area: Foster City Crowne Plaza  



 
Online registration and further details: http://www.caco-pbs.org 
Registration deadline: 9/29/2010  (it will close sooner if the seating cap is reached) 
Additional Details: www.CACO-ca.org Visit CACO website 
*********************************************************** 
Bio2Device Group, Tuesday Morning, Oct. 5, 2010 
Topic: “RoadMAP to Leadership – How to Develop and Train in a Small Biotech 
Environment” 
Speaker: Marco F. Rosa, Vice President of Human Resources, MAP Pharmaceuticals, 
Inc. 
Date and Time: Tuesday, Oct. 5, 2010, 8:30 – 10:30 am 
Location: Sunnyvale City Council Chambers, 456 W. Olive, Sunnyvale, CA (across the 
street from Sunnyvale Public Library) 
Cost: Free 
Street and in NOVA and library parking lots across the street. 
 
Topic Description 
How do a small to medium sized /biotech/med-device companies infuse learning and 
development programs for key managers/directors and influence the executive team 
to fund this new program in light of cost constraints and budget cuts. How can HR 
make it happen and the by-product culminating in the Executive Team wanting to 
desperately join and be a “willing and instructional participant?” 
 
Speaker Bio 
Mr. Rosa brings over 20 years of human resources experience and joined MAP 
Pharmaceuticals in May 2008 as Vice President of Human Resources. Prior, Mr. Rosa 
worked at Carl Zeiss Meditec, Inc. as Vice President of Worldwide Human Resources, 
a position he had held since May of 2002. He was an integral part of the senior 
management team overseeing the company's growth and the commercial launch of 
several ophthalmology and surgical microscopy devices. In addition, Mr. Rosa served 
as Vice President, Human Resources at COR Therapeutics, Inc. (Millennium 
Pharmaceuticals), building the development and commercial organization that 
launched Integrilin® into the cardiovascular angioplasty market. 
Before joining COR, Mr. Rosa held senior human resources and key senior 
administrative management positions with ReplayTV, Inc., Sony Electronics Inc. and 
the General Electric Company. In addition to his extensive human resources 
experience, Mr. Rosa served as a Captain in the BioMedical Corps (Search & Rescue 
Operations) of the United States Air Force. Mr. Rosa received his B.A. degree in 
Psychology from St. Michael's College and his M.A. degree in Counseling Psychology 
from New York University. 
 
 
************************************************************** 
BayBio Summer Mixer, Wednesday Early Evening, Oct. 6, 2010 
 
Event: BayBio Summer Blowout Mixer and Open House 
Date and Time: Wednesday, October 6, 4:00pm - 7:00pm  
Location: Pacific Research Center, 7777 Gateway Boulevard, Newark, CA 
Attire: Business Casual  
Cost: Complimentary 
See details for registration at www.BayBio.org. You must register on website to 
access. You can register as guest. 
 



Event Description 
Join BayBio for its End of Summer Blowout Mixer at the Pacific Research Center, 
immediately off of Highway 84 and the Dumbarton Bridge in Newark. Barbecue and 
ice cream set the stage for this entertaining networking reception. Meet BayBio staff 
and vendors to learn more about cost-saving tips and BayBio Business Solutions. 
Leave with detailed insight into how BayBio can help your organization succeed and 
lower its bottom line using BayBio Business Solutions. The Pacific Research Center is 
a 10-building multi-tenant campus with 1.4 million square feet of laboratory, R&D 
and office space. Tours of the campus and laboratory suites at the Pacific Research 
Center will be offered by its owner, BioMed Realty Trust. 
 
***************************************************************** 
Bioscience Business and Marketing Essentials, Thursday and Friday, Oct. 7-
8, 2010 
 
2-Day Intensive Course: Bioscience Business and Marketing Essentials, Thursday and 
Friday, Oct. 7-8, 2010 with 2 months to complete project 
Lead Instructor: Audrey S. Erbes, Ph.D., Principal, Erbes & Associates and 
www.audreysnetwork.com 
Expert Guest Speakers: 
 Donald Holsten, Pharm. D., Regulatory Consultant and Educator 
 Bev Hudson, MBA, Senior Vice President, Business Development, OmniComm 
Systems, Inc 
 Julie Tompkins, MBA, Senior Vice President, Timely Data Resources (TDR) 
Please see www.ucsc-extension.edu/BBME for details 
Date & Time: Oct. 7-8, 2010, Thursday and Friday, 8:30am-5pm 
Location: UCSC Extension in Silicon Valley, 2505 Augustine Drive, Santa Clara, CA 
95053 
Fee: $800 
 
 
Topic Description 
The bioscience industry is like no other. Lengthy timelines and unique financial, legal, 
regulatory, social and political challenges impose constraints that impact every 
aspect of the business. This course helps participants gain: a practical understanding 
of the bioscience industry landscape, key business drivers and challenges; insight 
into the critical roles that business and marketing disciplines play at all stages of a 
bioscience company's development; and hands-on experience implementing 
important bioscience business processes that are essential to success within the 
industry. Two days of intensive classroom are followed by 2 months to complete 
individual project with guidance of instruction and access to research resources.  For 
more information: See course listed under certificate program at www.ucsc-
extension.edu/biobusiness. 

Instructor:  

Audrey Erbes, Ph.D., Principal, Erbes & Associates, is a marketing professional with 
more than 25 years of managerial experience in marketing and business 
development in the biotech and pharmaceutical industry. She is also a recognized 
speaker and industry blogger at www.audreysnetwork.com. She was Executive Vice 
President and cofounder of Kowa Research Institute, a biopharmaceutical licensing 
and investment subsidiary of Kowa Company Ltd., Japan. Prior to that, she held 
management positions at Syntex Corp. (acquired by Roche) in market research, 



product management, strategic marketing and planning, and business development 
in the U.S. and abroad, with a special emphasis on Europe and Asia/Pacific/Canada.  

Guest Speakers:  
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."  

Bev Hudson, M.B.A., 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, M.B.A., is senior vice president at Timely Data Resources (TDR), a 
healthcare market research and consulting firm. She has nearly 30 years experience 
in the pharmaceutical and biotech arenas, including more than 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 (now Roche), 
Julie worked in both R&D and Marketing. After leaving Syntex, Julie was President 
and Founder of MedSearch, a primary market research company that merged with 
TDR in January 2000. Topic: "The Role of Market Research in Product Planning, 
Development and Marketing".  

******************************************************************* 

MedTech Frontiers is a continuing series of free events for medical device and life science 
investors, entrepreneurs, clinicians, and technologists. Please join us for evenings of food, 
conversation, and presentations by Silicon Valley luminaries held on the first Thursday of each 
month. Events are free, but registration is requested for planning purposes - see the link 
below. A limited number of on-site registrations are available. If you received this invitation from a 
colleague, send a note to mtf@tripleringtech.com to receive your own invitation and RSVP. All 
events start at 6pm and are held at  

 
Medtech Frontiers, Thursday Evening, Oct 7, 2010 
 
Topic: “The Bioartificial Kidney Project”  
Date and time: Thursday Evening, October 7, 2010 
Location: Triple Ring Technologies, 39655 Eureka Dr., Newark, CA 94560.  
Cost: Free 



Register: Registration is requested for planning purposes. A limited number of on-
site registrations are available. If you received this invitation from a colleague, send 
a note to mtf@tripleringtech.com to receive your own invitation and RSVP. 
  
Topic Description 
Dr. Roy will speak about the Implantable Bioartificial Kidney Project, which he leads. 
End-stage renal disease (ESRD) or chronic kidney failure affects 500,000 Americ and 
is increasing in prevalence at an annual rate of 5-7%. Dialysis is an expensive, 
short-term solution with a high mortality rate. Only 35% of patients remain alive 
after five years. Dialysis does not perform all of the functions of the natural kidney. 
Treatment of ESRD patients by transplant is hindered by the shortage of donor 
organs, while dialysis is expensive and confers significant morbidity and mortality. A 
bioartificial kidney has been developed by clinical collaborators at the University of 
Michigan, called the extracorporeal Renal Assist Device (RAD), that occupies an 
entire room and, like dialysis, the patient is tethered to the device. The UCSF 
Biomedical Microdevices Laboratory is using MEMS technology to miniaturize a 
bioartificial kidney that performs many of the functions of the natural kidney (beyond 
the filtering provided by dialysis alone) is surgically implanted into a patient, requires 
no tethers to machines outside the body, and requires no pumps or electrical devices 
to operate.  
 
Speaker Bio 
Dr.  Roy is an associate professor in the Department of Bioengineering and 
Therapeutic Sciences (BTS), a joint department of the UCSF Schools of Pharmacy 
and Medicine, and director of the UCSF Biomedical Microdevices Laboratory. He holds 
the Harry Wm. and Diana V. Hind Distinguished Professorship in Pharmaceutical 
Sciences II in the UCSF School of Pharmacy. Dr. Roy is also a founding member of 
the UCSF Pediatric Consortium, which has a mission to accelerate the development 
of innovative devices for children's health, and a faculty affiliate of the California 
Institute for Quantitative Biosciences. Before joining the BTS department in 2008, 
Dr. Roy co-directed the BioMEMS Laboratory in the Department of Biomedical 
Engineering at the Cleveland Clinic in Cleveland, OH.   
******************************************************************* 
Bio2DeviceGroup, Tuesday Evening, Tuesday, Oct. 12, 2010 
 
Topic: “Gene Therapy: The Next Generation Cancer Therapy” 
Speaker: Jeff Galvin, CEO, American Gene Technologies  
Date and Time: Tuesday Evening, Oct. 12, 2010 
Location: Wilson Sonsini, Palo Alto, CA 
Register at www.bio2devicegroup.org week prior to meeting 
Cost:  
$6 - Students/In-transition - Members only  
$11 - Early-bird Registration - Members only  
$20 - Late Registration and Non-Members  
$25 - Walk-ins  
 

Topic Description  

Jeff will speak about the work of his company American Gene Technologies (AGTII) 
in developing potentially improved cancer therapies with higher efficacy than 
currently available drug treatments. AGTII was founded in 2007 to develop bio-safe, 
high-efficiency, multi-gene vectors for human gene delivery, in-vivo.   AGTII’s 



products provide a method for the clinical delivery of gene therapy for the treatment 
of cancers, autosomal disorders, stem cell therapies, and cosmetic applications. 

Speaker Bio 
Jeffrey A. Galvin, CEO, Inventor, and Co-Founder of AGTII earned his degree in 
economics from Harvard College in 1981. He has over 30 years of business and 
entrepreneurial experience in Silicon Valley including founder or executive positions 
at several startups that were taken public and/or sold to public companies -- 
including a company that provided the market-dominant quality control software for 
linear accelerators in cancer clinics which was sold to Varian, Inc (NYSE:VAR). In 
2007 Mr. Galvin founded an angel investment company which provided the startup 
capital for AGTII. 
 

SF AWIS, Wednesday Evening, Oct. 13, 2010 

Event: “Social Networking”    
Date and Time: Wednesday, October 13th, 2010  
Location: Bissap Baobab, 2323 Mission Street, San Francisco, 
COST: FREE  
All professionals in the sciences, students, and friends are welcome. 
For additional information check http://www.sfawis.com/ 
 
*********************************************************************** 
NorCal BioPharmaPM, Thursday Evening, Oct. 14, 2010 
 
Topic: "Perspectives on the Practice of Project Management in Biotechnology over 
the Last 15 years" 
Speakers: Rajendra Mohabir, Ph.D and Timothy Yang, PMP 
Date: Thursday October 14, 2010, 6:00-9:30 PM 
Location: Hilton Garden Inn MAP, 670 Gateway Boulevard, South San Francisco  
 
Cost: $45 (+ nominal service fee), please RSVP on Eventbrite  to register 
************************************************************ 
Biotech Bay Career Fair, Monday Afternoon, Oct. 18, 2010 
 
Date and Time: Monday, October 18, 2010, 2pm to 7pm 
Location: San Francisco Airport Marriott 
 
Biotech   *   Pharmaceutical   *   Medical Device & Diagnostics       
To register go to http://www.biospace.com/jobs/career-fair-
detail/?CareerFairId=202 
 
Looking for a new job?  Networking with industry peers in an ever-changing work 
environment? 
Attend the Biotech Bay Career Fair! 
Job seekers can spend a day with HR representatives and Hiring 
Managers from top biotech, pharma, medical device and diagnostics  
companies in the Bay area. 
 
Who should attend?  
Candidates with a 4-year degree in the life sciences and a  



minimum of 2-years of industry related experience are invited to attend. 
  Just register by clicking the button below. 
 
(Equivalent work experience may be considered in lieu of a four-year college degree. 
PhD and Postdoc candidates welcome.) 
 
What types of positions are available?  
Exhibiting companies are recruiting for positions in areas  
such as:  QA/QC, clinical research, engineering, manufacturing,  
biostatistics, clinical data management, chemistry, regulatory affairs,  
and research. 
 
What companies will be there? 
Scroll to the bottom of the pages to see a list of exhibiting  
companies.  Take the time to research what each company is recruiting  
for to see if you are a match.  Most companies will be from the Bay  
area, but some will travel from other regions to attract top talent!  If 
you can’t make it on event day, you can still pre-register online to  
allow exhibiting companies to view your resume and contact you outside  
of the career fair.  
Want to hire candidates at this event? 
**************************************************************** 
Bioscience Forum, Wednesday Evening, Oct. 20, 2010 
 
Speaker: Donald Francis, M.D., D.Sc, Executive Director, Global Solutions for 
Infectious Diseases "Vaccines for Less Developed Country Diseases: A New Era for 
Discovery and Development"   
Date and Time: Wednesday, October 20, 2010 6:00 PM  - 9:00 PM   
6:00 pm - 7 pm networking 
7:00 pm - 8 pm dinner 
8:00 pm - 9 pm presentation 
Location: The Clarion Hotel, 401 East Millbrae Avenue, Millbrae 
Full info and Registration at: 
http://biosf.org/ 
Cost: $45 before 9:00 PM, Monday, Oct. 18 
$55 on-site 
$35 full-time students pre-registration 
$45 full-time students on-site 
$3 service fees will be added to the pre-registration prices 
Pre-Registration ends Monday, Oct. 18, at 9 pm 
Cash or check accepted on the day of the event 
Parking is $2 
Review Event Summary and Register at: 
http://www.cvent.com/EVENTS/Info/Summary.aspx?i=a3314109-a5c4-40c7-a7d5-
8fef6ebe362b 
Cash or check accepted on the day of the eventParking is $2 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, October 14th If paying with check, do not complete online registration with 
Cvent 
 
 



Topic Description 
Vaccines, the predominant tool used to prevent worldwide infectious diseases, are a 
challenge to develop and bring to market.  Recent funding from large not-for-profit 
institutions has stimulated a new era in vaccine development – especially for less 
developed country diseases.  The funding has produced a new wave of vaccine 
discovery, actual product development and, ultimately, delivery to at-risk children.  
Not only have the children in less developed countries been the recipient of these 
vaccines, but more and more of both the development and manufacture of these 
important products is taking place outside of Europe and North America.   
BiographyAs an infectious disease trained pediatrician and epidemiologist, Dr. Francis 
has over 30 years experience in epidemic control and vaccines. He spent 21 years 
working for the U.S. Centers for Disease Control (CDC) focusing on vaccine-
preventable diseases such as measles, cholera, smallpox, and hepatitis B. He 
directed the WHO’s Smallpox Eradication Program in Sudan and U.P. State in 
Northern India. His hepatitis B vaccine work included Phase III trials among gay men 
in the United States and among infants born to carrier mothers in China. Dr. Francis 
was also a member of the WHO team investigating the world’s first outbreak of Ebola 
virus in 1976.  
 
Speaker Bio 
Dr. Francis has worked on HIV/AIDS since its emergence in 1981. He initially 
directed the AIDS laboratory at the CDC and worked closely with the Institut Pasteur 
to identify the causative virus. His early efforts to call attention to the threat of AIDS 
and warn of the inadequacy of the public health response were chronicled in the 
movie And the Band Played On. In 1992, he joined Genentech to spend full time 
developing vaccines, while he also helped found what became the International AIDS 
Vaccine Initiative (IAVI). With waning private sector interest in HIV vaccine 
development, Dr. Francis co-founded VaxGen, which completed the world’s first 
Phase III trials of two candidate HIV vaccines in 2003. In early 2004, he left VaxGen 
to co-found GSID with Carter Lee and Phil Berman. 
 
**************************************************************** 
BayBio Therapeutic Focus, Thursday Early Evening, Oct. 21, 2010 
 
Topic: “Therapeutic Focus | Drug and Biomarker Developments: The Evolution of 
Blockbusters?” 
Speakers: Panel Moderator: Michael J. Shuster, PhD, Partner, Fenwick & West LLP; 
Panel Speaker: Rowan Chapman, Partner, Mohr Davidow Ventures and Mitch Raponi 
PhD, Sr. Director Molecular Diagnostics, Clovis Oncology Date and Time: Thursday, 
October 21, 2010 
Registration Opens: 3:30pm  
Panel Presentation: 4:00pm - 5:30pm  
Networking Reception: 5:30pm - 6:30pm 
Location: South San Francisco Conference Center, 255 South Airport Blvd.,  
South San Francisco, CA 
Pre-registration through October 19 
$20 BayBio Members | $40 Non-Members 
On-site registration on October 21 
$40 BayBio Members | $75 Non-Members 
Attire: Business attire suggested 
See details for registration at www.BayBio.org. You must register on website to 
access. You can register as guest. 
 



Topic Description 
The promise of personalized medicine has begun to be realized with several 
commercially successful products, notably Herceptin, Gleevec, and Rituxan that all 
rival conventional "blockbusters." Higher rates of efficacy and more efficient (and 
therefore cost effective) trials have made products based on biomarkers increasingly 
intriguing and attractive to an industry chronically beset with R&D failures. Should 
we expect life science and pharma companies to embrace the biomarker strategy as 
their primary business model, or will biomarker-derived products remain a niche 
market? And should diagnostics be developed in tandem with pharmaceuticals or 
independently? A panel of experienced industry executives will focus on the real 
world experiences and will provide valuable insight into business and regulatory 
landscape surrounding biomarker technology. 
************************************************************** 
Windhover PharmAsia Summit 2010, Monday and Tuesday, Oct. 25-26, 2010 
 
Topic: Taking the Risk Out of Asia: Top Pharma Leaders Share Best Practices-- the 
most strategic-level meeting where senior biotech and pharma executives share real-
life case studies on how they're building a presence in Asia - from drug development 
to market. 
Date and Time: October 25-26, 2010 
Location: InterContinental Mark Hopkins, San Francisco  
www.windhover.com/PharmAsiaSummit 
Cost: $200 Discount until September 30, 2010 Full Price after September 30, 2010  
Standard Registration: 1st and 2nd attendee* $1495  ($200 savings) Includes:  

 Entrance to all sessions.  
 Admission to cocktail receptions and all breakfasts/lunches/breaks.  
 Conference materials, proceedings booklet, and copies of presentation slides, 

as permitted. 15% off any Elsevier Business Intelligence products purchased 
at the event.  

Dealmaker’s Package: 1st and 2nd attendee* $1995 ($350 savings) Includes: 
 2 nights hotel room & taxes and Recordings of sessions in addition to 

standard registration included  
*3rd free - Attendee provides hotel accommodation 
Early Bird Registration Ends Sept. 30th so register today! 
Convenient online registration is available 
http://www.windhover.com/windhover/content/conferences/pasreg.htm?&utm_camp
aign=PAS10 or contact Pat Cardone at p.cardone@elsevier.com or 
203.838.4401x124. 
 
Topic Description 
This year's PharmAsia Summit brings Asian, US and European industry leaders to 
San Francisco to share their experiences and help those already involved in Asian 
operations or planning Asia strategies to better understand the myriad of complex 
challenges and equally attractive opportunities facing them.  
Here's what you get from this year's PharmAsia Summit: 

 Merck's emerging markets strategy through acquisition vs. organic growth  
 5+ opinions on where to place your bets and how to hedge risks when 

investing in Asia  
 38+ perspectives from Asia investors, corporate executives and regulators  
 4+ regulator presentations from US, China, and Korea FDA  
 11+ networking opportunities with the most senior level executives  
 Lessons learned on how to overcome marketing authorization, pricing and 

market access issues when commercializing your drug in Asia  



Further details on top speakers and topics can be found online at 
www.windhover.com/PharmAsiaSummit. 
 
*************************************************************** 
San Jose Biocenter, Thursday Mid-Day, Oct. 28, 2010 
 
Topic: “Startup in a Box: Efficient Operations Management” 
Speakers 
Brian Hassan, Managing Director, BAYPOINT BENEFITS 
Justin Roberts, Managing Director, BAYPOINT BENEFITS 
Olga Karobkoff, CEO (Interim CFO for Start-ups), ACCUSTART  
Date and Time: Thursday, October 28, 2010, 11:30am-1:00pm  
Agenda 
11:30am-12:00pm: Registration & Networking  
12:00pm-1:00pm: Presentation and Q&A 
Location: San Jose BioCenter, 5941 Optical Court, Second Floor. San Jose, CA 95138 
Cost: Regular Price: $25 
• Partners' Network: $15 
• BioCenter Members: Free (please RSVP to Melissa) 
• On-site Registration: add $10 to the above. This event is typically sold out, so early 
pre-registration is recommended to avoid disappointment on the day! 
Register at http://startupinaboxsjbc.eventbrite.com/ 
Topic Description 
With increased pressure to deliver value efficiently and effectively, startups need all 
the help they can get. Accurate, comprehensive operational management from the 
start is a crucial first step to the success of any business. Join us for one hour 
interactive session on how you can best manage your operations resulting in 
maximum time spent on value creation and minimum time spent on maintaining the 
back-end. In this session, you will learn the key steps to ensure every facet of your 
new business runs smoothly from finance, accounting, HR, legal/contracts, facilities 
management, general administration, and more.  
Who Should Attend:  

 Founders/entrepreneurs raising funding  
 Newly founded corporation overwhelmed with operational requirements  
 Rapidly growing young company looking for direction and assistance but isn't 

ready for a CFO  
 A business in need of a capital lease line or banking/cash management 

options  
 A small business requiring short-term support such as budget planning, audit 

preparation, finding office space, or preparation for lay-offs  
 A foreign company establishing an office in the U.S.  

***************************************************************************************** 

 
 
 
 
 


