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  Audrey’s Life Science Meeting Picks for Feb. 29, 2015 – May, 2015 

Complimentary Service of AudreysNetwork.com 
Feb. 29, 2015 

 
****************************************************************** 
CalBio 2015, March 2-3, 2015 

 

Topic: “CalBio 2015: Turning Challenges into Opportunities” 

Location: San Francisco Marriott Marquis, 780 Mission Street (at 4th Street). San Francisco, 
California 94103 
Learn more at www.CalBio2015.org 
 
Event Description 

Leave it to California biotechs to turn the conventional public-private partnership model into 
the unconventional.  
 
The status quo for first right of refusal for technologies has been challenged, and new, more 

creative pharma-university collaborations are being struck, including technology scouting 
deals.  
 
Earlier stage collaborations and competitions are becoming common. But how will they pan 

out? And what collaboration results are we seeing already? 

California’s life science industry is a major economic driver for the state. It generates over 1 
million jobs, continuously provides new innovations in health and has led the nation in NIH 
funding and venture capital for years. But the picture isn’t all rosy for the industry and 
pressures on today’s California life sciences companies, entrepreneurs and executive teams 
continue to mount. 

The industry has long managed regulation uncertainties but increasing challenges with 

reimbursement, pricing pressures and how to navigate healthcare reform are building. The 
IPO window has improved the funding environment, but CEOs are still forced to build 
companies without clearly defined exits. And while they are constantly tweaking their R&D 
and innovation strategies, a major challenge for CEOs today is how to turn their discoveries 

into commercial realities. 

To discuss how CEOs and entrepreneurs perceive and manage risk within the turbulent life 
science industry, CALBIO2015 offers a platform for industry leaders in California to share 

ideas ranging from science to business to global issues. 

A joint BayBio and Biocom event, CALBIO2015 Conference provides an opportunity for a 
frank and thoughtful discussion on how to turn today’s challenges into tomorrow’s 

opportunities. The two-day statewide industry event attracts the world’s leading life science 
and pharmaceutical companies, investment funds, patient foundations and university 
technology transfer offices. 

Program 

http://www.calbio2015.org/
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8:30 am Registration & Breakfast 

9:15 am Opening Keynote Session 

10:00 am CEO Voices 

11:00 am Coffee Break 

 
Track 1 Track 2 Track 3 

CEO Roundtable 
(by invitation) 

11:15 am 

Regenerative 
Biologic Therapies: 
Industry Trends 
and Considerations 

The Biotech Crystal 
Ball: Will the IPO 
Window be Open or 
Shut in ’15? 

A second 

Honeymoon for 
Gene Therapy, as 
Investors, Venture 
Capitalists and 
Pharma Fall Back in 
Love with the 
Space 

TBA 

12:15 am Networking Lunch 

1:15 pm 

Build-to-Buy 
Biotechs: Filling Big 
Pharma Pipelines 
with Tailor Made 

Innovation 

Does Digital Health 
Accelerate or 
Inhibit Drug 
Discovery and 

Development?  

TBA: 
Reimbursement 
Focus 

TBA 

2:15 pm 
The Evolving World 
of Biosimilars 

Driving Successful 
Innovation 
Initiatives: Insights 
from Big Pharma 

Behind the Scenes: 
The Untold Story of 
Deal Making 

TBA 

3:15 pm Coffee Break 

3:30 pm Closing Plenary Session 

4:30 pm Exhibit Hour and Opening Reception 

  

Tuesday, March 3, 2015 | DAY 2 

8:30am Registration & Breakfast 

9:15am Opening Keynote Session 

 
Track 1 Track 2 Track 3 

10:15am 
The Genomics Revolution – 
How We Got Here and 
Where Are We Headed 

Breaking the Glass – 
Reflecting on Women in 
Biotech 

Extreme Makeover: The 
Pharma-Academia 
Collaboration Edition 

11:15am Coffee Break 

11:30am 
Risky Business: Tips and 
Tools for Entrepreneurs 
Building a Biotech Company 

No Guts, No Glory! 
Turning Microbiome 
Science into Disruptive 

Medicine 

How Digital Health will 
Enable BioPharma to be 
More Patient-Centered 

12:30am Luncheon 

1:00pm Luncheon Keynote 

2:00pm Coffee Break 

2:15pm CEO Voices 
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3:10pm 
Breaking Out of the Rut: 
The Next Era of Therapeutic 
Antibodies 

Behind the Sciences-
Deal Making Stories 

Collaboration Five Ways 

4:10pm Closing Reception 

Fees: Standard Fee Ends Feb. 27; On-site Registration March 1-2, 2015 

                                                                                                  
                                                                                      

                               

        Standard  On-Site 

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

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

Government, NGO and Non-Profit 

*Please see Registration Policies below for 
requirements 

$450 N/A 

Life Science Company 

Group of 3 Rate 

Members 
$3,300 

Non-
Members 
$4,650 

N/A 

Life Science Company 
Group of 5 Rate 

Members 

$4,500 
Non-
Members 
$7,000 

N/A 

Student/Academic Rate 
*Please see Registration Policies below for 

requirements 
$95 N/A 

Investors* FREE N/A 

 
***************************************************************** 
 
Bio2Device Group, Tuesday Morning, March 3, 2015 
 
Topic: “Surgery Without a Trace” 
Speaker: Cal Huntzinger, Principal, De3 MedTech, LLC 
Date and Time: Tuesday, March 3, 2015 – 8:30am 
Location: Sunnyvale City Council Chambers, 456 West Olive Ave., Sunnyvale, CA 
Cost: Free 
There is no registration required for morning meetings. 
 
Topic Description 
Ionizing radiation has been used as a therapeutic agent for over a century. Radiation 
therapy has become a workhorse of contemporary cancer treatment, and is arguably one of 
the most effective agents. What is not widely known is that the practice of radiation therapy 
is undergoing dramatic changes, moving towards the emerging practice of “radiosurgery”, 

that allows very sophisticated completely non-invasive surgical treatments to be completed 
in just minutes. Cal will provide insights in the development of radiosurgery, including 
important milestones, enabling technologies and changing clinical roles. 
Speaker Bio 

https://www.calbio2015.org/breaking-out-of-the-rut-the-next-era-of-therapeutic-antibodies/
https://www.calbio2015.org/breaking-out-of-the-rut-the-next-era-of-therapeutic-antibodies/
https://www.calbio2015.org/breaking-out-of-the-rut-the-next-era-of-therapeutic-antibodies/
https://www.calbio2015.org/behind-the-scenes-the-untold-story-of-deal-making/
https://www.calbio2015.org/behind-the-scenes-the-untold-story-of-deal-making/
https://www.calbio2015.org/collaboration-five-ways/
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Cal Huntzinger is the principal of DDL Medical, focusing on the definition, development and 
launch of medical products to solve significant unmet healthcare needs. Cal has over 30 
years of experience in Medtech with 25 years of corporate middle and upper management 
roles including extensive experience in cutting edge technologies and strategic and 

marketing responsibilities. In his recent prior position he was instrumental in the 
development of the radiosurgery commercial strategy at Varian Medical, including the 
definition, development and 
commercial launch of the Edge, TrueBeam STx, Novalis Tx and Trilogy Tx image-guided 
radiosurgery platforms, with a combined market value of over $700 million dollars. In that 

role he also directed all marketing efforts for the Varian Surgical Sciences group. 

He holds an undergrad physics degree from California State University-East Bay, an MS in 
Radiological Health Physics from San Jose State University and attended the Stanford/AeA 

Executive Institute. 

***************************************************************** 
CodeX – The Stanford Center for Legal Informatics and the Palo Alto Area Bar 

Association, Wednesday Evening, March 4, 2015 
 
Topic: “The Law Firm of the Future” 
Moderator: Roger Royse, Fournder of Royse Law Firm PC; Vivek Wadhwa 

Fellow, Arthur & Toni Rembe Rock Center for Corporate Governance at Stanford University. 
and Author: "How Tech Will Eat Law!  Natalie Pierce, Littler Mendelson and the CaseSmart 
litigation management solution; Ray E. Gallo, Gallo, LLP, developer of Gallo Digital’s 
Levereage, alternative to class action lawsuits; Derek Bluford, President & CEO of 

QuickLegal, online and mobile legal advice; Robert L. Berry, R.L. Berry Law, Lean Six Sigma 
Legal Services 
Date and Time: Wednesday, March 4, 2015, 4:30 p.m. - 7:00 p.m. (Reception  starts at 
4:30 pm) 
Location: Stanford Law School, Room 180 
Free and open to the public. 
Register at http://web.stanford.edu/dept/law/forms/LegalTech_PAABA.fb 
 
Topic Description 
The law as a profession is quickly giving way to law as a business as new technologies have 
placed unprecedented pressures on lawyers and law firms to adopt not only modern 
technologies but also modern best business practices to reduce inefficiency, improve quality 
and meet the expectation of the customer.   The lawyer of the future will likely be a much 

different lawyer than the lawyer of today and will compete in a peer to peer, highly 
mechanized and extremely efficient environment utilizing advanced business methods. 
Please join us as the Palo Alto Area Bar Association along with CodeX - The Stanford Center 
for Legal Informatics present an event on the use of technology and modern business 

management processes to deliver legal services. Our expert panel of speakers will examine 
recent developments in the business of law and discuss the inevitable changes in the 
profession with an emphasis on the ethical, legal and practical challenges that await the 
lawyer of the tomorrow. 

 
Speaker Bios 
Roger Royse is the founder of Royse Law Firm, PC, a business and tax law firm with offices 
in Northern and Southern California (www.rroyselaw.com) and an organizer of Silicon Valley 

Foodtech and Silicon Valley Ag-Tech. Roger is a frequent speaker, writer, radio guest, 
blogger and panelist for bar associations, CPA organizations, and business groups. Roger is 
a Northern California Super Lawyer and is AV Peer-Rated by Martindale Hubbell, has a 

http://codex.stanford.edu/
https://www.paaba.org/
https://www.paaba.org/
http://www.rroyselaw.com/
http://www.superlawyers.com/california-northern/lawyer/Roger-A-Royse/13a3598f-1e67-43e9-8cbb-c5d3da4224a8.html
http://www.martindale.com/Roger-Royse/166072-lawyer.htm?b=Y&opredir=1
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“Superb” rating from Avvo and is a recipient of the Intercontinental Finance 2013 500 
Leading Lawyers Award. 
Roger is a participating instructor of corporate law for the Center for International Studies 
(Salzburg Austria) and has been an adjunct Professor of Taxation (Property Transactions 

and International Taxation) for Golden Gate, and is a Fellow of the American Bar 
Foundation. 
Roger is a mentor or advisor to several funds, accelerators and tech companies and takes 
an active role in the strategic planning decisions of his clients. Roger also acts as trusted 
advisor to a national and international clientele of high net worth individuals. 

  
Vivek helps students prepare for the real world; lectures in class; and leads groundbreaking 
research projects. He is also an advisor to several startup companies, a columnist for The 
Washington Post and Bloomberg BusinessWeek, and writes occasionally for several 

international publications. Prior to joining academia in 2005, Wadhwa founded two software 
companies. 
  
Natalie A. Pierce advises employers of all sizes, ranging from start-ups to global 

corporations, on all aspects of the employer-employee relationship. She focuses on 
identifying and avoiding problems before they arise through the use of compliance audits 
and development of workplace policies and procedures. 
Additionally, Natalie is a litigator who represents corporations in all types of employment 

litigation matters before state and federal courts and agencies defending clients against 
claims involving discrimination, harassment, wrongful discharge, and retaliation.  
Natalie has handled numerous claims involving alleged violations of confidentiality, 
solicitation, and covenants not to compete, and often plays a significant role in assisting 

clients with structuring corporate transactions that minimize risk and maximize the value 
and success from a labor and employment perspective.  
Natalie is a member of the firm's Unfair Competition and Trade Secrets, Wage and Hour, 
and Business Restructuring practice groups and is co-chair of the firm’s Diversity and 
Inclusion Council. 

  
Ray has dedicated his professional life to protecting the interests of his clients, large and 
small. He has negotiated numerous win-win deals for clients of all kinds, and has amassed a 
stunning winning percentage at trial (more than 85% of cases tried to verdict), reflecting 

not only his skills as a litigator but also his dedication to careful preparation, determination, 
and judgment about when to compromise. That credibility translates into negotiated results. 
Ray’s settlement results exceed $100 million. He achieved these results in consumer fraud, 
legal malpractice, corporate fraud, and other matters. He avoids needless disagreements 

and the associated expense by being reasonable and likeable. His results and approach are 
reflected by his clients' loyalty, his many friendships with his former adversaries, and the 
referrals he regularly receives from both. 
Ray is supported by truly cutting-edge technology (backed by our affiliate Gallo Digital and 

its software engineering team) and a team of talented and dedicated young lawyers and 
paralegals. Originally focused solely on representing businesses and executives, Ray now 
focuses significant effort on representing consumers in class and mass actions alleging large 
scale fraud, employees, and other victims of large scale wrongdoing. He also continues to 

handle professional liability cases and to act as outside general counsel to entrepreneurial 
and middle market businesses. 
Ray is a graduate of Yale University and the UCLA School of Law. He has been listed in 
Martindale Hubbell's Bar Register of Preeminent Lawyers since 1999, and enjoys a "10" 
rating from AVVO.com. He was repeatedly selected as a "rising star" in Los Angeles 

Magazine's "Super Lawyers" edition. Ray was originally trained in litigation at, and 
associated with, Crosby Heafey Roach & May (now Reed Smith). 

http://www.avvo.com/attorneys/94303-ca-roger-royse-898800.html?utm_campaign=avvo_rating&utm_content=1217583&utm_medium=avvo_badge&utm_source=avvo
http://www.intercontinental-finance.com/leading_lawyer_500.php
http://www.intercontinental-finance.com/leading_lawyer_500.php
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Derek Bluford, founder and CEO of Quicklegal, Inc., has a history of entrepreneurial success 
in the legal service markets. Derek has a degree in legal studies and has been featured in 
publications such as Business Journal, California Lawyer, Landlord, Daily Journal and 

Porsche’s “The Drifter”. 
  
Robert (Rob) Berry is a Business Law Attorney and Contracts and Commercial Management 
Expert (CCME) focused on commercial B2B and outsourcing transactions for financial 
services, technology and manufacturing enterprises, and serving as Outside General 

Counsel to small business. 
A skilled negotiator and contracts attorney for various bay area enterprises, he deals with a 
wide range of contract transactions requiring a strong business acumen and broad 
knowledge in general business and contracts law. 

Drawing upon years of global business experience in the technology and banking sectors, he 
deploy various technologies, systems processes and methodologies to mitigate business 
legal risk. Working with large enterprises he leads diverse stakeholder teams in inbound and 
outbound outsourcing transactions in complex and highly regulated business environments.  

As outside General Counsel to small and medium businesses, he provides general legal 
services at all stages of the business life-cycle. 
Committed to the principles of offering greater access to affordable legal services, he offers 
innovative representation models designed to reduced costs, increase availability and 

improve the efficiency of the practice of law. 
  
****************************************************************** 
Medtech Frontiers, Thursday Evening, March 5, 2015 

 
Topic: “ACO + MCO + ACA = EMUA!! Lessons from a Hawaii Integrated Healthcare System 
CEO” 
Speaker: Charles A. (Chuck) Sted, former President and CEO of Hawai'i Pacific Health 
Date and Time: Thursday, March 5, 2015, 6pm-9pm (talk begins at 6:45) 

Location: Triple Ring Technologies, 39655 Eureka Dr., Newark, CA 
There is no charge but you must register. 
Registration at 
https://events.r20.constantcontact.com/register/eventReg?oeidk=a07eal4189idd68c8af&os

eq=&c=&ch= 
 
Seminar Description  
The United States spends an unsustainable 17% of GDP on healthcare while twenty two 

other developed nations achieve the same or better heathcare outcomes at half the cost or 
less. Tectonic shifts in heathcare present many and varied opportunities for change in the 
US. Healtcare providers, and to a growing extent consumers, control the decisions about 
consumption of health care resources, while government, employers and union trust funds 

pay for the resources consumed. Legislative, regulatory, and economic policy, as well as 
and business and labor leadership, are forcing a risk shift from payers to providers and 
consumers. Payment methods are shifting from fee for service to payment for value. As 
revenue becomes "fixed," providers are forced to focus on cost to remain economically 

viable. Cost is reduced by a vast range of opportunities including improving population 
health, improving decision making, utilizing best practices, decreasing cycle times, 
eliminating re-work, increasing scale, eliminating errors, and more. As health care provider 
systems transform, they are motivated to support innovation in the quest to improve 
population health and reduce the cost of healthcare resource utilization. At the same time, 

healthcare systems are under immense and numerous pressures which make it difficult to 
embrace innovation. Entrepreneurs often fall into avoidable traps when they try to apply 
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classic approaches to innovation to the healthcare space. On March 5, we will discuss these 
challenges with practical advice on how entrepreneurs can find success in this difficult 
environment. 
   

Speaker Bio 
From 2004 to his retirement in 2013, Charles A. (Chuck) Sted was president and CEO of 
Hawai'i Pacific Health, a $1 billion annual net revenue, clinically integrated system of four 
hospitals, 49 clinics, 350 employed and 700 active independent medical staff.  He was CFO 
from 1998 and negotiated the merger of three health systems to form HPH. HPH  is 

nationally recognized for its leading use of the EPIC electronic medical record system in 
support of  its transformation to an accountable care organization. Chuck served on the 
board of HPH and each of its 14 non-profit and for profit subsidiaries. From 1992 to 1998 
Chuck served as CFO of Bank of America Hawai'i.  He was with Ernst & Young from 1974 to 

1992 and became a partner in 1985. Chuck serves on the boards of Sotera Wireless, Inc. 
(VISI non-invasive continuous vital signs monitoring technology) in San Diego, Advanced 
Plan for Health, LLC in Dallas and Click With Me Now, Inc. in St. Louis. He is chairman of the 
audit committee of Sotera and APH. He serves on the compensation committee of all three 

companies, chairing the committee for CWMN. He served as Chairman of the Board of 
United Holdings, United Laundry Services and United Kona, one of the largest commercial 
laundries in the United States. Chuck played a key community leadership role in the 
successful re-accreditation and five year funding of the University of Hawai'i Cancer Center 

by the National Cancer Institute.  He serves as a director of the Hawai'i Cancer Consortium. 
He has served as Chairman of the Board of Trustees of Hawai'i Pacific University, Chairman 
of the Hawai'i Business Roundtable and in numerous other chair and leadership roles of 
organizations in Hawai'i. He chairs and has chaired many compensation, audit, risk and 

governance/nominating committees. He is a member of Life Sciences Angels.  
 
Chuck's leadership experience and skills include strategy formulation and execution, 
corporate governance, enterprise risk management, risk based capital allocation, mergers 
and acquisitions, financial investment oversight, compliance and philanthropic fundraising.  

 
Chuck received his BS in Biology and MBA from the University of Illinois at Urbana. He 
completed Director Training and Certification at the UCLA Anderson School in 2006. 
 

*************************************************************** 
UCSC Extension and PBSS, Monday – Friday, March 9-13, 2015 
 
Event: Clinical Trials Essentials: An Intensive One-Week Course  

Dates: Monday through Friday, March 9-13  
Location: 2505 Augustine Dr., Santa Clara, CA 95054 
Cost: Please note: you can register for the full-week ($1865) or half-day sessions ($200) 
Registration: www.PBSS.org  

  
Agenda: 
Monday March 9, 2015 – 8:30 am—12:30 pm 
Drug Development Process 4 hours – Edward Rozhon  

 Major players in drug development  
 Assay development and discovery of new medical entities  
 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. 
  

http://www.pbss.org/
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Monday March 9, 2015 – 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 10, 2015 – 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 10, 2015 – 1:30 pm—2:30 pm 
Global Clinical Trials Perspective 1 hour -- Jacquie Mardell 

 What to watch for in global clinical trials. 

  
Tuesday March 10, 2015 – 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 11, 2015 – 8:30 am—12:30 pm 
Monitoring Clinical Trials 4 hours – Savita O. Sinha 

 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 11, 2015 – 1:30 pm—3:30 pm 
Medical Devices, An Overview 4 hours – Clarisa Tate 

 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. 

  

Thursday March 12, 2015 – 8:30 am—12:30 pm 
Clinical Data Management 4 hours – TBA 

 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 12, 2015 – 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  
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 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 13, 2015 – 8:30 am—12:30 pm 
Good Manufacturing Practices and the Transition to Full Scale Manufacturing 4 hours – 
Narinder Singh 

 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 13, 2015 – 1:30 pm—5:30 pm 

Business of Clinical Research 2 hours – Mike Huston  
 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. 
  
Friday March 13, 2015 – 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          
 Essential conversations between academia, biomedical and pharmaceutical 

companies, venture capitalists and consultants            
 Data Integrity and well-supported metrics (Case Studies). 

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

WIB, Monday Evening, March 9, 2015 
 
Event: “WIB-San Francisco Bay Area Presents: Celebrate Women's History Month with 
Women Leaders Building the Future of Biotech” 
Panelists: Nathalie Stringfellow (Sangamo), Eileen deFeo (Verinata Health/Illumina), Ashley 
Dombkowski (Bay City Capital), and moderator Gail Maderis (BayBio). 
Dinner  Speaker: Karen Bernstein (BioCentury) 
Date and Time: Monday, March 13, 2015, 12:30 p.m. – 8:30 p.m. PST 

Locations: Afternoon Session: Byers Auditorium, 600 16th Street, San Francisco, CA, 
94158; Evening Dinner: DogPatch Wine Works, 2455 3rd Street, San Francisco, CA 94107 
Cost: Member afternoon event - $20; Member Full Event- $85; Non-member afternoon 
event - $50 and Non-member Full Event - $115 

Register at http://womeninbio.org/eventdetails.aspx?EventId=24075 
 
Event Description 
On March 9, 2015, Women In Bio-San Francisco Bay Area will host a special half-day event 

at UCSF-Mission Bay, highlighting pioneering women on the cutting edge of biotech 
research. 
We will kick-off with an afternoon panel on new tools featuring panelists Nathalie 
Stringfellow (Sangamo), Eileen deFeo (Verinata Health/Illumina), Ashley Dombkowski (Bay 

City Capital), and moderator Gail Maderis (BayBio). The second afternoon panel focuses on 
pharmaceuticals and diagnostics, where we will hear from Gillian Ivers (Clovis 

https://www.linkedin.com/profile/view?id=2527482&authType=NAME_SEARCH&authToken=M76w&locale=en_US&srchid=103559961424272758470&srchindex=1&srchtotal=1&trk=vsrp_people_res_name&trkInfo=VSRPsearchId%3A103559961424272758470%2CVSRPtargetId%3A2527482%2CVSRPcmpt
https://www.linkedin.com/profile/view?id=1456783&authType=NAME_SEARCH&authToken=uPuk&locale=en_US&srchid=103559961424272808739&srchindex=1&srchtotal=3&trk=vsrp_people_res_name&trkInfo=VSRPsearchId%3A103559961424272808739%2CVSRPtargetId%3A1456783%2CVSRPcmpt
https://www.linkedin.com/profile/view?id=156879164&authType=OPENLINK&authToken=rqqM&locale=en_US&srchid=103559961424272849154&srchindex=2&srchtotal=4&trk=vsrp_people_res_name&trkInfo=VSRPsearchId%3A103559961424272849154%2CVSRPtargetId%3A156879164%2CVSRPcmp
https://www.linkedin.com/profile/view?id=156879164&authType=OPENLINK&authToken=rqqM&locale=en_US&srchid=103559961424272849154&srchindex=2&srchtotal=4&trk=vsrp_people_res_name&trkInfo=VSRPsearchId%3A103559961424272849154%2CVSRPtargetId%3A156879164%2CVSRPcmp
https://www.linkedin.com/profile/view?id=23573827&authType=NAME_SEARCH&authToken=VbLB&locale=en_US&srchid=103559961424272894089&srchindex=1&srchtotal=1&trk=vsrp_people_res_name&trkInfo=VSRPsearchId%3A103559961424272894089%2CVSRPtargetId%3A23573827%2CVSRPcm
https://www.linkedin.com/profile/view?id=173330506&authType=NAME_SEARCH&authToken=lrYZ&locale=en_US&srchid=103559961424273157593&srchindex=1&srchtotal=1&trk=vsrp_people_res_name&trkInfo=VSRPsearchId%3A103559961424273157593%2CVSRPtargetId%3A173330506%2CVSRP
https://www.linkedin.com/profile/view?id=2527482&authType=NAME_SEARCH&authToken=M76w&locale=en_US&srchid=103559961424272758470&srchindex=1&srchtotal=1&trk=vsrp_people_res_name&trkInfo=VSRPsearchId%3A103559961424272758470%2CVSRPtargetId%3A2527482%2CVSRPcmpt
https://www.linkedin.com/profile/view?id=2527482&authType=NAME_SEARCH&authToken=M76w&locale=en_US&srchid=103559961424272758470&srchindex=1&srchtotal=1&trk=vsrp_people_res_name&trkInfo=VSRPsearchId%3A103559961424272758470%2CVSRPtargetId%3A2527482%2CVSRPcmpt
https://www.linkedin.com/profile/view?id=1456783&authType=NAME_SEARCH&authToken=uPuk&locale=en_US&srchid=103559961424272808739&srchindex=1&srchtotal=3&trk=vsrp_people_res_name&trkInfo=VSRPsearchId%3A103559961424272808739%2CVSRPtargetId%3A1456783%2CVSRPcmpt
https://www.linkedin.com/profile/view?id=156879164&authType=OPENLINK&authToken=rqqM&locale=en_US&srchid=103559961424272849154&srchindex=2&srchtotal=4&trk=vsrp_people_res_name&trkInfo=VSRPsearchId%3A103559961424272849154%2CVSRPtargetId%3A156879164%2CVSRPcmp
https://www.linkedin.com/profile/view?id=23573827&authType=NAME_SEARCH&authToken=VbLB&locale=en_US&srchid=103559961424272894089&srchindex=1&srchtotal=1&trk=vsrp_people_res_name&trkInfo=VSRPsearchId%3A103559961424272894089%2CVSRPtargetId%3A23573827%2CVSRPcm
https://www.linkedin.com/profile/view?id=48507317&authType=NAME_SEARCH&authToken=_Xud&locale=en_US&srchid=103559961424272942913&srchindex=1&srchtotal=1&trk=vsrp_people_res_name&trkInfo=VSRPsearchId%3A103559961424272942913%2CVSRPtargetId%3A48507317%2CVSRPcm
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Oncology), Grace Colon (InCarda Therapeutics), Mya Thomae (Illumina), and 
moderator Antoinette Konski (Foley & Lardner LLP). 
The evening will be capped off by a delicious dinner at DogPatch Wine Works and a fireside 
chat with our keynote speaker, Karen Bernstein (BioCentury). Come and be inspired by 

these women leading the way in state-of-the-art life sciences research! 
To take advantage of a free subscription to WIB-Smartbrief, a weekly newsletter that will 
keep you updated about women making a difference in biotech and life sciences, please sign 
up here. 

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

Bio2Device Group, Tuesday Evening, March 10, 2015 
 
Topic: “Active Investors and Exits in Venture Healthcare” 
Speaker: Jonathan Norris, Managing Director for SVB's Healthcare Practice 
Date and Time: Tuesday, March 10, 2014 
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  
Look for registration details at www.Bio2DeviceGroup.org 
 
Topic Description 

Speaker will cover: 
 Life Science Investing and Exit Trends: 
 Venture Fund investing and fund raising 
 Series A 
 Most Active Investors 
 Venture backed M&A and IPO Trends 

 
Speaker Bio 
Jon Norris is a managing director for SVB's Healthcare practice. Norris oversees business 
development efforts for banking and lending opportunities as well as spearheading strategic 
relationships with many healthcare venture capital firms. He also helps SVB Capital through 
sourcing and advising on direct equity co-investment and limited partnership allocations.  
 

In addition, he has authored numerous thought leadership peices examining the flow of 
capital into healthcare, including detailed analysis of venture-backed M&A and IPOs. Norris 
has more than thirteen years of banking experience working with life science companies and 
venture capital firms. 

 
Prior to joining SVB Capital, Norris was a founding member and senior vice president of 
Square 1 Bank, an early stage technology bank, where he was responsible for sourcing 
deals and managing regional and national venture capital relationships. Norris also served 

more than six years at Imperial Bank (subsequently acquired by Comerica Bank), most 
recently as senior vice president and group manager of the Northern California Life Science 
Practice. Prior to banking, Norris was a practicing litigation attorney, specializing in 
employment defense and toxic tort litigation. 

************************************************************************* 
Biotech Bay Career Faire, Wednesday Afternoon, March 11, 2015 

https://www.linkedin.com/profile/view?id=23828408&authType=NAME_SEARCH&authToken=YTGp&locale=en_US&srchid=103559961424272981008&srchindex=1&srchtotal=15&trk=vsrp_people_res_name&trkInfo=VSRPsearchId%3A103559961424272981008%2CVSRPtargetId%3A23828408%2CVSRPc
https://www.linkedin.com/profile/view?id=3923539&authType=NAME_SEARCH&authToken=EZwA&locale=en_US&srchid=103559961424273018110&srchindex=1&srchtotal=1&trk=vsrp_people_res_name&trkInfo=VSRPsearchId%3A103559961424273018110%2CVSRPtargetId%3A3923539%2CVSRPcmpt
https://www.linkedin.com/profile/view?id=8267324&authType=NAME_SEARCH&authToken=MPCj&locale=en_US&srchid=103559961424273095364&srchindex=1&srchtotal=4&trk=vsrp_people_res_name&trkInfo=VSRPsearchId%3A103559961424273095364%2CVSRPtargetId%3A8267324%2CVSRPcmpt
https://www.linkedin.com/profile/view?id=173330506&authType=NAME_SEARCH&authToken=lrYZ&locale=en_US&srchid=103559961424273157593&srchindex=1&srchtotal=1&trk=vsrp_people_res_name&trkInfo=VSRPsearchId%3A103559961424273157593%2CVSRPtargetId%3A173330506%2CVSRP
http://www2.smartbrief.com/signupSystem/subscribe.action?pageSequence=1&briefName=wib&campaign=socialmedia
http://www2.smartbrief.com/signupSystem/subscribe.action?pageSequence=1&briefName=wib&campaign=socialmedia
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Event: Spring Biotech Bay Talent Connect! 
Location: Regency Hyatt San Francisco 
Date and Time: Wednesday, March 11, 2015, 4pm to 7pm 
Register at 

http://www.biospace.com/jobs/seekersignin.aspx/?ReferPage=/jobs/careerfairregister.aspx
?careerfairid=268 

 

Event Description 
Attend the Spring Biotech Bay Talent Connect Event! 
Job seekers will have the opportunity to network in an open forum with HR representatives, 
recruiters and hiring managers from top biotech, pharma, medical device and diagnostics 
companies. Based on your qualifications and the Featured Employers’ hiring needs, you may 

be selected for a one-on-one 15-minute screening interview with one (or several) 
companies during the event! 
Who should attend?  
All Life Sciences professionals are invited to attend, including PhD and Postdoc candidates. 

Just register by clicking the button below.  
What companies will be there? 
Scroll to the bottom of the page to see a list of exhibiting companies. 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. 
What types of positions are available?  
Featured employers are recruiting for positions in areas such as: QA/QC, clinical research, 
engineering, manufacturing, biostatistics, clinical data management, chemistry, regulatory 

affairs, research and more. Featured employers who have jobs posted on BioSpace.com 
have their company name linked to their job postings in the list below. We highly 
recommend researching open positions before you attend the event. 
 

******************************************************************** 
Bay Area Chapter, Project Management Institute, Wednesday Evening, March 18, 
2015 
 
March Evening Event: “Finding Joy in Project Management” 

Date and Time: Wednesday, March 18, 2015 from 5:30 PM - 8:30 PM 
Agenda: 
05:30PM – 06:00PM Registration Opens 
06:00PM – 07:00PM Networking and Hors d'oeuvre 

07:00PM – 08:25PM Speaker: Dr. Zachary A. Wong, Ph.D. 
08:25PM – 08:30PM Raffle drawing, upcoming events & surveys 
08:30PM                  Adjourn 
Location: Infusion Lounge, 124 Ellis St., San Francisco, CA 94102 

Price and registration at http://www.eventbrite.com/e/march-evening-event-finding-joy-in-
project-management-tickets-15861170187?aff=mcivte 
 
Event Description: 

Based on employee satisfaction surveys conducted annually by The Conference Board, 
worker happiness and job satisfaction have steadily declined in the U.S. -- more than 55% 
of Americans are dissatisfied with their current job. In a local survey of project managers 
and other working professionals in the San Francisco Bay Area, 76 percent of the 

respondents felt they were “often or always unhappy” with the time they were spending at 
work, with 69 percent feeling “stressed, tired or depressed because of work.” People’s 
unhappiness can be related to a variety of reasons but one thing is clear – project managers 
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need more “soft” skills to cope and manage the increasing sources of stress and 
unhappiness in the workplace.  
 
Although the field of project management has provided great tools and techniques in the 

“hard” skills of project planning and execution, project managers today want more “soft” 
skills and strategies to improve their personal effectiveness.  In project management, 
personal effectiveness is the inherent ability to make great decisions, perform at a high 
level, achieve challenging goals and to feel personally happy and successful. Project 
management is about making the right decisions, taking the right actions, achieving the 

right goals and feeling right about the outcome. This talk will present a simple, unified, 
easy-to-use model to help explain organize and improve your personal “soft” skills and 
happiness in project management. 
 

How does the event benefit PMI members: 
By attending this event, Professionals will be able to: 

1. Learn new strategies, tools and techniques to improve their personal effectiveness  
2. Discover something new and astounding about themselves  

3. Take personal actions to improve their decision-making, self-motivation and risk-
taking  

4. Walk away with a simple, “hard” model for improving their “soft” skills and happiness 
Included: 

Food:  Hors d'oeuvre 
PDU's: 1.5  
Speaker Bio 
Zachary A. Wong, Ph.D. is a highly acclaimed author and instructor in project management, 

personal effectiveness, human factors, team dynamics and leadership at the University of 
California Berkeley Extension and Adjunct Professor at the University of California Davis. Dr. 
Wong has over thirty years of managerial and project management experience at Chevron. 
He has held senior positions in research and technology, strategic planning, business 
analysis, mergers and acquisitions and risk assessment.  Dr. Wong is currently an “Honored 

Instructor” at the University of California at Berkeley Extension and actively gives team and 
leadership workshops and presentations in the Bay Area.   
 
He has authored two books:  

1. Human Factors in Project Management:  Concepts, Tools, and Techniques for 
Inspiring Teamwork and Motivation, published by Jossey-Bass (2007), San Francisco, 
CA    

2. Personal Effectiveness in Project Management:  Tools, Tips and Strategies to 

Improve your Decision- Making, Motivation, Confidence, Risk-Taking, Achievement 
and Sustainability, published by PMI Publishing (2013), Newport Square, PA 

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

JLABS, Thursday Morning, March 19, 2015 
 
Event: “Meet With... California Institute For Regenerative Medicine” 
California Institute for Regenerative Medicine Participating Representative: 

Neil Littman | Business Development Officer, California Institute for Regenerative Medicine  
Date and Time: Thursday, 03/19/15 at 10:30 am to 2:30 pm 
Agenda: 
10:30am | Registration and Networking 
11:00am | Presentation and Q&A  

11:45am | Networking Lunch  
12:30-5:00pm | One-on-one Meetings*  



 

13 

Location: JLABS, 329 Oyster Point Blvd., 3rd Floor, South San Francisco, CA  
Please note this "Meet with..." session will be held simultaneously in South San Francisco 
and San Diego.  
Fee: $25 for general public; free for volunteers; $35 onsite 

 
APPLICATION DEADLINE for one-on-one meetings: 02/13/15 
Read More > http://jlabsbay-cirm2015-b2d.eventbrite.com 
 
Topic Description 

CIRM was established in 2004 with the passage of Proposition 71, which provided for $3 
billion of funding to advance stem cell research and enabling technologies. Since inception, 
CIRM has made tremendous progress advancing stem cell therapies to patients and will 
have ten therapies approved for clinical trials by the end of 2014! CIRM still has $1 billion 

left to invest and is interested in funding new companies working to translate therapies from 
bench-to-bedside.  
 
Does your company have what it takes to relieve human suffering? The California Institute 

for Regenerative Medicine's (CIRM) mission is focused around accelerating the development 
of stem cell therapies to patients with unmet medical needs. CIRM was established in 2004 
with the passage of Proposition 71, which provided for $3 billion of funding to advance stem 
cell research and enabling technologies. Since inception, CIRM has made tremendous 

progress advancing stem cell therapies to patients and after eight years of funding, CIRM 
now has nine therapies approved for clinical trials! CIRM still has $1 billion left to invest and 
is interested in funding new companies working to translate therapies from bench-to-
bedside.  

 
Neil Littman, Business Development Officer, will be presenting an overview of 'CIRM 2.0', 
which rolled out on January 1, 2015. CIRM 2.0 significantly reduces the application process 
and timeline to receive funding, and importantly, will create an open, rolling application 
process. CIRM 2.0 is geared to meet the timelines of industry while providing non-dilutive 

grant funding and forgivable loans to help de-risk clinical development.  
 
Don't miss this opportunity, apply today to be considered for a one-on-one meeting with a 
representative from CIRM!  

 
About California Institute for Regenerative Medicine: 
The mission of CIRM, California's Stem Cell Agency, is accelerate the development of stem 
cell therapies to patients with unmet medical needs. CIRM supports the advancement of 

stem cell research and regenerative medicine under the highest ethical and medical 
standards for the discovery and development of cures, therapies, diagnostics and research 
technologies to relieve human suffering from chronic disease and injury.  
As CIRM's official blog, The Stem Cellar is your home base for discovering the latest and 

greatest news related to world of CIRM and the field of regenerative medicine. You can find 
out more about CIRM on their website and Twitter.  
 
Fees:  

Presentation & Lunch 
$25 | General Public 
$35 | General Public Onsite 
Includes presentation, Q&A, and lunch. All attendees must pay this fee, regardless of one-
on-one meeting status. Registration to attend the presentation, Q&A, and lunch will remain 

open until March 18th (or sold out).  
Please note this "Meet with..." session will be held simultaneously in South San Francisco 

http://jlabsbay-cirm2015-b2d.eventbrite.com/
http://www.cirm.ca.gov/about-cirm
https://twitter.com/cirmnews
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and San Diego. Register here to attend this session in San Diego  
 
One-on-One Meeting 
FREE | Application 

FREE | Accepted Companies  
Companies must have applied for a one-on-one meeting ahead of time. The one-on-one 
application period ended on February 15th. Your application will be reviewed and you will be 
notified of acceptance by March 3rd, 2015. Acceptance of a one-on-one meeting is not 
guaranteed as all applications must be approved.  

 
Speaker Bio 
California Institute for Regenerative Medicine Representative's Biography: 
Neil Littman | Business Development Officer, California Institute for Regenerative Medicine  

Mr. Littman is responsible for facilitating opportunities for outside investment in stem cell 
research in California by biopharma companies, investors, and disease foundations.  
Prior to joining CIRM in 2012, Mr. Littman was a Senior Associate in the Merchant Banking 
Group at Burrill & Company, a diversified global financial services firm focused on the life 

sciences industry based in San Francisco. While at Burrill & Company, Mr. Littman's 
responsibilities included both strategic advisory and capital raising for biopharma companies 
throughout the U.S. and internationally.  
Mr. Littman's strategic advisory experience includes buy-side and sell-side M&A, as well as 

in-licensing and out-licensing of both development stage and commercial products. Prior to 
joining Burrill & Company in 2009, Mr. Littman worked in the Healthcare Investment 
Banking group at Thomas Weisel Partners where he focused on strategic advisory and public 
and private financings. Prior to Thomas Weisel Partners, Mr. Littman worked in the 

Healthcare Investment Banking group at Deutsche Bank Securities.  
Mr. Littman received a Master of Science in Biotechnology with a concentration in 
Biotechnology Enterprise from The Johns Hopkins University, and a Bachelor of Arts in 
Molecular, Cellular and Development Biology from the University of Colorado Boulder.  
************************************************************************* 

Patheon, Thursday Afternoon, March 19, 2015 
 
Topic: “Api Supply: Key Strategies For Creating Value In Early-Stage Development” 
Presentations:  

"Supply of API for Early Development,” James Henshilwood, Ph.D., Intermune 
"API Continuous Process Considerations,” Peter Poechlauer, Ph.D., Patheon 
"How IP Decisions Can Add Value,” Bernie Brown, Ph.D., J.D., Womble Carlyle Sandridge & 
Rice 

Location:  Embassy Suites Airport-Waterfront, 150 Anza Blvd., Burlingame, CA 94010 
Cost:    Free 
Register at http://info.patheon.com/api-supply-key-strategies 
 

Event Description 
Patheon is excited to announce an upcoming lunch seminar in San Francisco for emerging 
companies looking to address challenges in developing APIs and drug formulations. 
Early development business pressures are a leading cause of myopia among pharmaceutical 

executives and scientists. Budgets are exceedingly tight, so companies most often will do 
the bare minimum to prove viability as quickly as possible. It’s a necessary early-stage 
strategy, but one prone to costly process and formulation changes if later stages are not 
also kept in focus. 
In this seminar, you will hear from 3 industry leading experts on key strategies for API 

development. You’ll learn how to get high-quality API via phase-appropriate processes that 
can be seamlessly scaled-up to meet the specific demands of each stage of your product’s 

http://jlabssd-cirm2015-baeb.eventbrite.com/
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development as well as some great food-for-thought on how to add value to your product 
based on key intellectual property decisions. 
 
******************************************************************** 

NCC ACRP, Thursday Evening, March 19, 2015 
 
Event: “IND Basics and How an IND Can Be Adapted to Support Global Clinical Trials” 
NCC ACRP Educational Event - You do not need to be a ACRP member to attend 
Speaker: Meredith Brown-Tuttle, Regulatory Affairs Consultant 

Thursday, March 19, 2015 6:00 – 9:00 PM 
6:00 – 7:00 PM Registration, Networking, & Dinner Buffet 
7:00 – 7:30 PM President’s Welcome, Raffle, Open Mic 
7:30 – 8:45 PM Educational Presentation 

8:45 – 9:00 PM Networking 1:1 with speaker 
Location: UC Berkeley Extension, Belmont Campus, 1301 Shoreway Road Belmont, CA 
94002  
Registration Fee (without Contact Hours) 

NCC ACRP member $ 5 
ACRP member $25 
Non-member/public $30 
Register at: http://www.acrpnet.org/GetInfoFor/USChapters/NorthernCalifornia/Upcoming... 

 
Event Description 
An Investigational New Drug (IND) application to the FDA is required to initiate first in 
human clinical trials in the US. The IND is amended over the life of the drug development 

process with the end goal of filing a New Drug Application (NDA) for marketing approval.  
This presentation reviews the initial IND requirements in an electronic Common Technical 
Document (eCTD) format, the typical data that various disciplines (e.g. nonclinical, clinical, 
manufacturing and regulatory) contribute to each IND section, and using this data to 
support an ex-US regulatory submission.  

Clinical Operations, typically contributing the investigator’s brochure (IB) and protocol, is 
often responsible for collaborating with Regulatory to manage the initial regulatory filing and 
maintenance. Best practices for doing this, and to use the initial IND to create applications 
to initiate clinical trials outside the US will also be discussed 

Learning Objectives: 
1) Define the initial IND requirements in a eCTD format 
2) Describe Clinical contributions to the IND 
3) Explain how IND documents can be used to initiate ex-US clinical studies 

4) Identify documents required for IND maintenance 
 
Speaker Bio 
Meredith Brown-Tuttle is a Regulatory Affairs Consultant based in the SF Bay Area. She’s 

held senior regulatory positions at Bay Area pharmaceutical companies She has written and 
coordinated numerous drug and biologic submissions to US and international regulatory 
agencies, developed regulatory strategy for both device and drug companies, and conducted 
worldwide regulatory intelligence.  

She’s Chair of the RAPS Publications Task Force, a frequent writer for Regulatory Focus, 
author of both “IND Submissions: A Primer and “Regulatory Intelligence 101,” and a 
frequent trainer and speaker for professional organizations.  
Meredith presented “Global IND Clinical Trial/Regulatory Documentation: Around the World 
in 90 Minutes” to rave reviews at our Sept. 2011 Chapter event. 

 
EVENT REGISTRATION closes Thursday, March 12, 11:59PM Pacific Time 

http://www.acrpnet.org/GetInfoFor/USChapters/NorthernCalifornia/Upcoming-Chapter-Events.aspx
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Online register NOW to assure admission 
Walk-in registration: if seats available, add $5 to below registration fee, cash or check only  
http://www.acrpnet.org/GetInfoFor/USChapters/NorthernCalifornia/Upcoming... 
Check above registration link for updated info on Contact Hours 

(1.5 ACRP, CBRN, and CME approval) 
Purchase with online registration Contact Hours or up to 14 days after event 
CHAPTER MEMBERS FREE – included in your online registration 
ACRP member $10 
Non –member/public $25 

Bring your email confirmation to the event. Please notify Kathleen.Tam@Hyperontx.com 
Event Manager of cancellation. No refunds or transfers.  
To receive contact hours: Purchase the contact hours online only with registration or up to 
14 days after the event, sign-in at event registration, and attend the program. Go to 

http://www.acrpnet.org/, logon as member or guest, go to “My Tests, Evaluations, and 
Certificates” (TEC) 1-30 days after the event, complete the evaluation and receive the 
certificate. 
ACRP online registration/contact hour purchase questions: chapters@acrpnet.org 

NCC Event questions: Kathleen Tam Kathleen.Tam@Hyperontx.com Event Manager 
 
***************************************************************** 
 

PBSS, Monday, March 23, 2015 
 
Topic: “Antibody Drug Conjugate (ADC) Based Anticancer Therapeutics: Discovery, 
Development, Regulatory Issues” 

Speakers: Tom Pillow, Bogdan Olenyuk, Kedan Lin (Genentech); Samadhi Vithanrana 
(Takeda); 
Date and Time: Monday, March 23, 2015 8:45 am – 5:00 pm 
Location: Foster City Crowne Plaza (SF Bay Area) 
Details and registration at http://pbss.org/aspx/homeSF.aspx 

 
************************************************************** 
BioDesign, Monday, March 23, 2015 
 

Event: From the Innovator’s Workshop 
Speaker: Eric Topol, Director, Scripps Translational Institute, Professor of Genomics, The 
Scripps Research Institute  
Date and Time: Monday, March 23, 5:30 – 7:00 pm 

Location: Li Ka Shing Center for Learning , 291 Campus Drive West, Stanford, CA   
Register at http://app.certain.com/profile/form/index.cfm?PKformID=0x1914840402d 
General Admission: $45 Limit: 100; Stanford Alumni  $ 35.00  Limit: 100;  Biodesign 
Alumni Fellow  $ 25.00  Limit: 100     

For further information please contact: 
 
Mary Gorman 
Biodesign Program 

(650) 736 1161 
marygorman@stanford.edu 
http://biodesign.stanford.edu/ 
 
SERIES SPONSORS: 

Wilson Sonsini Goodrich & Rosati, The Lefteroff Fund 
************************************************************************* 

http://www.acrpnet.org/GetInfoFor/USChapters/NorthernCalifornia/Upcoming-Chapter-Events.aspx
mailto:Kathleen.Tam@Hyperontx.com
http://www.acrpnet.org/
mailto:chapters@acrpnet.org
mailto:Kathleen.Tam@Hyperontx.com
http://pbss.org/aspx/homeSF.aspx
tel:%28650%29%20736%201161
mailto:marygorman@stanford.edu
http://biodesign.stanford.edu/
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East Bay AWIS, Wednesday Evening, March 25, 2015 
 
 
Topic: “ Axygen Union City Manufacturing Tour Plus – East Bay AWIS Networking Event” 

Date and Time: Wednesday, March, 25th, 6:00pm-8:00pm 
AGENDA: 
6:00-6:40- Arrivals / Networking / Lite Dinner/ Refreshments 
6:40-6:55 -Presentation on Automation Engineering by Lyn Williams 
7:00-8:00 -Plant Tour / Wrap up / Depart 

Location: Axygen –  33210 Central Ave, Union City, CA 94587 
Please RSVP to ebawis.announcement@gmail.com with the following info: 
SUBJECT: “Networking at Axygen” 
NAME:  

 
COMPANY: 
 
PHONE: 

 
Event Description 
Corning Life Sciences invites AWIS members to a tour of their Axygen manufacturing site in 
Union City, CA! ** Please register by March 16th, 2015 -Space is limited – Event Details 

Attached.  
 
 
All are welcome to come and see this state of the art manufacturing facility right in the 

heart of the Bay Area. During the tour you will see 
 
·            Our automation lab where we support new product development, definitions 
development and support our quality efforts. 
 

·            Axygen’s injection molding machine capacity on the manufacturing floor. 
 
·            How we use Automation to make products for Automation. 
********************************************************************* 

Bio2Device Group, Tuesday Morning, March 24, 2015 
 
Event: “Building a medical device management team for successful growth through 
acquisition”  

Speaker: William L. Mince 
Date and Time: Tuesday, March 24, 2015, 8:30 am  
Location: Sunnyvale City Council Chambers, 456 West Olive Ave., Sunnyvale, CA  
No fee nor registration required for morning meetings. 

 
Topic Description. 
Using examples from his career, Bill will provide a strategy for preparing a management 
team for growth through acquisition. From Regulatory through manufacturing and 

distribution, he will present key items to consider. Post-acquisition integration issues will be 
discussed as well. 
 
Speaker Bio 
Bill is an experienced public company executive who has successfully grown companies 

through organic development of new product lines and acquisition of both public and private 
entities. He has been awarded thirteen patents in the digital media, software and medical 



 

18 

device fields. He recently published his first management book titled "Up from the Crowd: 
Lessons to Help Managers Become Effective Leaders". He now consults and takes on Interim 
Executive assignments. 
 

********************************************************************* 
ASQ NCDG, Wednesday Evening, March 25, 3015 
 
Event: “Medical Process Control Risk Management 
                     Today’s Processes, Tomorrow’s Products” 

Moderator:   Gary Seeger, CQE, CRE, VP QA/RA, Stellartech Research Corporation, Milpitas, 
CA, Program Chair, NCDG, RAPS/NCDG Program Chair 2009-1014, ASQ CQE, CRE. 
Speaker:Barry Craner, former VP QA/RA, Stellartech Research Corporation 
Date and Time: Wednesday – March 25, 2015,    7:00pm to 9:00pm 

Location: Triple Ring Technologies, 39655 Eureka Drive , Newark, CA 94560 
Cost: $30 before the event via EventBrite (see link above), and $40 at the door. The rate 
for unemployed persons is $20. Walk-ins accepted on a space available basis (credit card 
preferred). To encourage interaction, seating is limited, so sign up soon! 

Registration: Online registration available at ncdgmar2015.eventbrite.com 
 
Event Description: 
 This is the third session in our series in Process Engineering for the 2015 NCDG year, 

featuring Process Risk Management (one of the “glues” in the product and process 
development). This evening, the presenter will discuss four aspects of Process Risk 
Engineering and Analysis: 
  

• A brief summary of some typical aspects of Process Risk Management 
• A brief discussion of Process Hazard Analysis. 
• How brainstorming works to create the elements of a Process Fault Tree Analysis 
• Two examples of Process Failure Modes and Effects Analyses. 
Wrap up: 

• The evening will conclude with an open forum “Round Table”, guided by the speaker 
and moderator (attendees will share helpful Process Control Risk experiences – what 
works/has not worked/why).   
• The formal portion of the evening will end early (~8:45 pm) in time to allow for 

networking. 
  
In the next few months, other specific Supplier Management and Process Control topics will 
be presented. 

  
Speaker Bio 
Barry (MS+, MBA, FASQ, RAC, CQE, CRE, CQA, CBA) is Past Chair of the ASQ Biomedical 
Division, twice Past Chair ASQ Biomedical Northern California Discussion Group, and has 

taught Risk Management at the University level (UCSC and CSUDH) for 9 years and Design 
Control and Auditing for the Silicon Valley Section since 2004. In 2008, Barry was awarded 
the Simon Collier Quality Award by Los Angeles ASQ Section, and in 2010 the Marvin 
Rosenbaum Distinguished Service Award and the Stanley Marash Scholarship for a 

presentation to the Israel Quality Congress, both by the ASQ Biomedical Division. 
 
***************************************************************** 
EPPICon 2015, Saturday, March 28, 2015 
 

Topic: “Digital Disruption in Life Sciences” 
Date and Time: Saturday, March 28, 2015, 8:00 am - 7:00 pm 
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Location: Santa Clara Convention Center, Santa Clara, CA 
Who Should Attend: 
Entrepreneurs, Innovators, Researchers, Investors and Professionals (including Service 
Providers) from Biotech, Pharma, Medical Devices, Diagnostics, Digital Health, IT 

Technology and Academia 
Registration: https://www.123signup.com/register?id=yykzt 
- Early Bird Registration: $125 (ends on Feb 28th) 
- Advance Registration: $150 (Mar 1st to 20th)  
- Regular / On-site Registration: $175 (Mar 21st to 28th) 

- EPPIC Charter Members / Sponsors / Event Speakers: Complimentary (Please contact 
EPPIC Global at eppic@eppicglobal.org for details) 
 
Event Description 

About EPPICon 2015: 
The life sciences industry is on the precipice of a digital disruption.  The next few years will 
provide numerous opportunities that will fundamentally change how life science companies 
deliver healthcare in a patient-centric paradigm.  EPPICon 2015 will explore interdisciplinary 

technology breakthroughs with an exponential impact on accelerating concept-to-
commercialization of drugs and medical devices.  EPPIC has invited thought leaders who are 
playing a lead role in shaping the future of the life science industry through technological 
innovation.  Come, listen, participate and network with experts in the biotechnology and 

pharma industry, diagnostics and medical devices, digital health and venture capital. 
 
EPPICon 2015 will continue to showcase the exciting Speed Pitch panel wherein startups 
looking for funding will make a pitch to a panel of investors.  The conference will also 

recognize, for the first time, startup companies from around the globe that will compete to 
receive the 2015 “EPPIC Eleven” awards. 
 
Join us for an exciting EPPICon 2015!                      
Conference Agenda 

Registration / Breakfast 
 
Welcome Address: 
Ravi Mistry, EPPIC Global President 

 
Opening / Plenary Keynote: 
Vivek Wadhwa, Stanford University 
 

Panel 1: Shortening the Drug Cycle 
Dr. Brandon Allgood, Numerate; Dr. Dirk Brockstedt, Aduro BioTech; Dr. Eric 
Peters, Genentech 
 

Panel 2: Innovations in Devices/Diagnostics 
Dr. Mickey Urdea, Halteres; Dr. Lucy Lu, iNDx Lifecare; Dr. Chirag Patil, Cedars-Sinai; 
Dr.Anurag Mairal, PATH 
 

Lunch 
 
Panel 3: Digital Health 
Dr. David Persing, Cepheid; Dr. David Glazer, Google; Lisa Maki, PokitDok 
 

Speed Pitch: 
Invited Startups to Pitch to Panel of Investors 

http://cts.vresp.com/c/?EPPICGLOBAL/44d711522c/0dfcb41a56/faca10c449/id=yykzt
mailto:eppic@eppicglobal.org
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Panel 4: Investor Panel - What is HOT, What is NOT! 
Dr. Faz Bashi, Life Sciences Angels; Dr. Mohit Kaushal, Aberdare Ventures; Vinod 
Mahendroo, Band of Angels; Nat Goldhaber, Claremont Creek Ventures 

 
Closing Keynote: 
Kim Bush, Gates Foundation 
 
Closing Remarks: 

Dr. Raji Pillai & Mohan Uttarwar, EPPICon 2015 Co-Chairs 
 
Evening Reception 
 

  
************************************************************* 
Bio2Device Group, Tuesday Evening, April 14, 2015 
 

Topic: “Vaccines, Canaries and Coalmines: What lessons for Biopharma from the Oldest 
Class of Biologics?” 
Speaker: Piers Whitehead, Special Advisor to the CEO, Acquisitions, PaxVax 
Date and Time: TuesdayApril 14, 2015, 6:00 pm 

Location: Wilson Sonsini Goodrich & Rosati, 650 Page Mill Road, Palo Alto CA  
Cost:  
$6 - Students/In-transition - Members only  
$11 - Early-bird Registration - Members only  

$20 - Late Registration and Non-Members  
$25 - Walk-ins  
Register at www.Bio2DeviceGroup.org 
  
Topic Description 

Since at least the 15th Century, people have been vaccinating against infectious disease.  As 
the most “mature” biopharma sector, what can we learn from it about broader biopharma 
trends, such as industry concentration, the role of developing country producers, achieving 
global access, industry cycles and more? 

 
Speaker Bio 
Mr. Whitehead joined PaxVax in early 2013 and brings 20 years of experience in the 
vaccines and biopharmaceutical industries. He previously served as Vice President of 

Corporate Development for Paris-based Neovacs. Prior to that, he was Vice President of 
Corporate and Business Development for vaccine company, VaxGen. At VaxGen, he 
negotiated several important partnerships and led the company’s commercial strategy, 
resulting in the award of a nearly one billion dollar Project Bioshield Act contract. He also 

spent 10 years at Mercer Management Consulting, where he headed the San Francisco office 
and led marketing, strategy, and manufacturing projects for clients including the Global 
Alliance for Vaccines and Immunization (GAVI), UNICEF, and several private-sector 
pharmaceutical and biopharmaceutical companies. Mr. Whitehead has published extensively 

on the vaccine industry and related public policy matters and holds an A.B. from Oriel 
College, Oxford University, England. 
 
********************************************************* 
JLABS, Wednesday Morning, April 15, 2015 

 
Event: “From Chemical to Drug - The Path to a Small Molecule IND 
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Best Practices When Filing Investigational New Drug Applications “ 
Speakers: Janssen Pharmaceutical Companies of Johnson and Johnson  
• Christopher Flores, Ph.D. | Janssen R&D read bio» 
• Michael Kelley, VMD, Ph.D. | Janssen R&D read bio» 

• Mark Krook, Ph.D. | Janssen R&D read bio» 
• Donald Heald, Ph.D. | Janssen R&D read bio» 
• Katherine Tsokas, J.D. | Janssen R&D read bio» 
Date and Time: Wednesday, 04/15/15 at 8:00am 
8:00 AM | Registration, Breakfast, and Networking 

8:30 AM | Janssen Research & Development -Your partner of choice 
9:00 AM |  Preclinical Development Strategies 
  - Designing drugable molecules with appropriate kinetics and metabolism  
- Preclinical toxicology evaluations before and during GLP toxicology  

- Considerations for typical First-in-Human (FIH) Program 
9:30 AM |  Chemistry, Manufacturing and Controls Strategies 
  - Optimizing manufacture of your Active Pharmaceutical Ingredient (API)  
- Drug product formulations for FIH 

10:00 AM |  Clinical Pharmacology  
  - Designing FIH trials  
- Understanding PK/PD  
- Biomarkers of safety and efficacy 

10:30 AM |  Regulatory - Satisfy Statutory Legal Requirements for Testing in Humans  
  - Regulatory Strategy  
- Data requirements: CMC, safety, clinical plan  
- eCTD  

- Pre-IND meetings 
11:00 AM |  Discussion and Q&A  
11:30 AM |  Program Close 
Location: UCSF - Byers Auditorium, Genentech Hall , 600 16th St, San Francisco, CA 94158 
Fees: $35 – General Public; $20 – Student/Academic; $45 - Onsite 

Read More > http://jlabsbay-fromchemical2drug-b2d.eventbrite.com 
 
Program Overview:  
Do you have a solid plan to achieve IND acceptance? Filing an Investigational New Drug 

(IND) application might be the next step in advancing your company's early-stage drug 
development program. Johnson & Johnson Innovation, JLABS and Janssen Discovery 
Sciences invite you to an in-depth look into the process of filing an IND. Whether your goal 
is to develop a pipeline through commercial launch or partner as early as possible, 

submitting an IND is a critical early milestone for every biotech company. With big Pharma 
and VC firms competing for the most promising compounds, startups are expected to 
demonstrate a clear blueprint for IND approval, and we want you to be ready.  
 

The presentations will highlight the following:  
 
    - Janssen Research & Development - your partner of choice 
    - Preclinical Development strategies for pharmacokinetics, drug metabolism and 

toxicology  
    - Key CMC strategies to balance cost, time and quality risks 
    - Designing First-in-Human trials to highlight the qualities of your molecule 
    - Regulatory strategy, IND requirements, and Pre-IND meetings  
 

 
Speaker Bios 
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Christopher Flores, Ph.D. | Janssen R&D  
Christopher M. Flores, Ph.D. is currently Global Head of External Innovation for Discovery 
Sciences at Janssen Research & Development. Chris originally joined Johnson & Johnson in 

2002 as leader of the East Coast Analgesics Discovery Team, after which he successively 
became Head of Pain Discovery, Senior Director of External Innovation and Pain Franchise 
Strategy Leader for the Neuroscience Therapeutic Area, leading the advancement of several 
small-molecule analgesic candidates into and through Early Development. Before joining 
Johnson & Johnson, Chris was a P.R.A.T. Fellow at the National Institute of Neurological 

Disorders and Stroke and a tenured Associate Professor at the University of Texas Health 
Science Center at San Antonio in the departments of Pharmacology and Endodontics, 
wherein he was also Director of Research. He obtained his baccalaureate in Physiology from 
the University of California, Davis and his doctorate in Pharmacology from Georgetown 

University. He is the author of more than 75 original scientific articles and book chapters 
and inventor on 33 issued patents; in addition, he has served as Co-Chair of the PhRMA 
Predictive Models of Efficacy PISC Initiative and as a member of the editorial boards for Life 
Sciences, Molecular Interventions, the Pain Medicine Journal Club Journal and the Journal of 

Opioid Management.  
 
Michael Kelley, VMD, Ph.D. | Janssen R&D  
Mike received his BA and VMD degrees from the University of Pennsylvania, and his Ph.D. in 

toxicology from Texas A&M University. Following post-doctoral research in drug metabolism 
at the Roche Institute of Molecular Biology, he joined Rorer Group (now part of Sanofi) in 
1987 as a toxicologist in the Drug Safety Division. Mike joined R.W. Johnson Pharmaceutical 
Research Institute in 2000 as a Director/Preclinical Development Leader. Mike is currently 

Senior Scientific Director/Head of Preclinical Projects & Submissions at the Janssen R&D site 
in Spring House, PA. As part of this role, he is responsible for a portfolio of preclinical 
projects in the Oncology, Cardiovascular and Metabolism therapeutic areas as well as the 
Janssen Established Products portfolio. Mike is a full member of the Society of Toxicology, 
Past-President of the Mid-Atlantic Chapter of the Society of Toxicology, and a Diplomate of 

the American Board of Toxicology.  
 
Mark Krook, Ph.D. | Janssen R&D  
Mark has over 29 years of drug development experience in the pharmaceutical industry. He 

began his career at The Upjohn Company (eventually becoming Pfizer) as a process chemist 
working on API process development for clinical and commercial needs, eventually moving 
into the leadership of global, multi-site chemical process R&D organizations with 
responsibilities for both laboratory and pilot plant facilities. From there he transitioned to 

portfolio management, providing broad technical, strategic and governance oversight for 
cross-functional CMC activities within a diversified portfolio of development projects. Mark 
joined Janssen in 2007 where he is currently a Senior Scientific Director, Portfolio 
Management leading a group of CMC Leaders with responsibility for CMC activities across 

the entire development spectrum (pre-clinical to life cycle management). He earned a B.A. 
in Chemistry from the College of St. Thomas (now University of St. Thomas) and completed 
a Ph.D. in Organic Chemistry from the University of Notre Dame.  
 

Donald Heald, Ph.D. | Janssen R&D  
Don received his BS Degree in Biology from Gannon University and a MS (Pharmacology) 
and Ph.D. in Pharmaceutical Sciences from West Virginia University. Following a sabbatical 
at the Theoretical Mathematical Biology Department at the NIH National Cancer Institute, he 
joined the FDA as a Clinical Pharmacology (CP) Reviewer working in the Cardio-Renal Drug 

Division. While at the agency, he development and applied the first application of the 
electronic NDA (CANDA). Don then joined the CP group at The Upjohn Company and worked 
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on anti-cancer and anti-aids compounds for three years before moving to Rorer (RPR) to 
lead the bioanalytical/methods development and build CP and Pop PK modeling groups. He 
led the Clinical Drug Disposition Department at RPR and was responsible for all CP activities 
for projects in full development. After 8 years he left R&D and moved into Medical Affairs at 

Rhone-Poulenc Rorer and worked with scientists at Case Western Reserve to develop novel 
3D nuclear imaging techniques to determine lung and intranasal deposition of drugs. He 
joined Janssen in 2000 and was the Global Head of Clinical PK in CP and responsible for all 
clinical pharmacology activities in Early Development, Late Development and post marketed 
projects. Don is currently the Senior Scientific Director and Quantitative Science CP 

Therapeutic Area (TA) Head for Neurosciences and is responsible for all CP activities in this 
TA. He is currently serving on the scientific program committee for the American Society of 
Clinical Pharmacology and Therapeutics, leadership committee for IQ Clinical Pharmacology 
Technical Group and a member of the Academy of Molecular Imaging.  

 
Katherine Tsokas, J.D. | Janssen R&D  
Katherine has 25 years of progressive global regulatory experience in small and large sized 
Pharma companies. She has worked on products at various stages of development, from 

early through to filing, approval and commercialization. Currently, Katherine provides 
strategic regulatory oversight to advanced therapy projects including cell therapies in 
several therapeutic areas by ensuring regulatory strategies contribute to and support the 
development plans for the products and that all opportunities for collaboration internally and 

externally are utilized. Katherine is a member of the Alliance for Regenerative Medicine 
(ARM). She is the Chair for the ARM Regulatory Committee, and a member of the 
Reimbursement, and the Science and Technology Committees. Katherine received her 
Bachelor of Science Biology from Temple University, Juris Doctorate from Widener 

University Law School, and is admitted to the practice of law in Pennsylvania and New 
Jersey.  
 
Topic Description 
Whether your goal is to develop a pipeline through commercial launch or partner as early as 

possible, submitting an IND is a critical early milestone for every biotech company. With big 
Pharma and VC firms competing for the most promising compounds, startups are expected 
to demonstrate a clear blueprint for IND approval, and we want you to be ready. 
******************************************************** 

PBSS, Friday, April 24, 2015 
 
Topic: “Physiologically Based PK (PBPK) Modeling: Overview, Applications, Regulatory 
Opinions and Software Demo” 

Speakers: Harvey Wong Genentech), Ping Zhao (FDA), Bernard Murray (Gilead), Yuan Chen 
Date and Time: Friday, April 24, 2015 
Details and registration at http://pbss.org/aspx/homeSF.aspx 
 

************************************************* 
JLABS, Tuesday Morning, May 12, 2015 
 
Event: “Meet With... Canaan Partners” 

Date and Time: Tuesday, 05/12/15 at 10:30 am – 12:30 pm 
Fee: $25 for general public 
Location: StartX, 2627 Hanover Street, Palo Alto, CA 94304 
APPLICATION DEADLINE for one-on-one meetings: 04/07/15 

Read More > http://jlabsbay-canaan2015-b2d.eventbrite.com 
 
 

http://pbss.org/aspx/homeSF.aspx
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Event Description 
Julie Papanek, Principal at Canaan Partners, will be on hand to meet one-on-one with a 
handful of companies. With $4.2 billion under management and over 160 exits to date, 
Canaan has funded some of the world's leading technology companies. Canaan recently 

announced Fund X, a $675 million fund focused on early stage IT and healthcare startups. 
The fund's healthcare focus includes biopharma, medical devices, and digital health.  
Participating Representative: Julie Papanek | Principal, Canaan Partners 
**************************************************************** 
 


