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March 29, 2015 

  
************************************************************* 
Bio2Device Group, Tuesday Morning, March 31, 2015 

 
Topic: “Overexpression of Mcl-1 confers resistance to BRAFV600E inhibitor therapy in 
melanoma”  
Speaker: Neel M. Fofaria, PhD Candidate, Texas Tech University Health Sciences Center, 

School of Pharmacy  
Date and Time: Tuesday, March 31, 2015, 8:30 am 
Location: Sunnyvale City Council Chambers, 456 West Olive Ave., Sunnyvale, CA   
No registration or fee required for morning meetings. 

 
Topic Description 
Melanoma harboring BRAF mutations frequently develop resistance to BRAF inhibitors, 
limiting the impact of treatment. The mechanisms of acquired resistance to BRAF V600E 

inhibitors appear to be unclear. Furthermore, relatively little is known about the 
determinants of de novo resistance. These findings provide molecular evidence for induction 
of resistance to BRAF inhibitors alone and in combination with MEK1/2 inhibitors and 
establish that combining BRAF inhibitors with Mcl-1 targeted therapeutics can overcome this 

resistance, thereby providing a suitable targeted therapy for the patients with late stage 
melanoma. 
 
Speaker Bio 
Neel received his Bachelor’s in Pharmaceutical Sciences from Mumbai University. Currently, 

he is a PhD candidate in Pharmaceutical Sciences at Texas Tech University Health Sciences 
Center. His research focuses on multidisciplinary Cancer Drug Discovery and Development 
research involving elucidation of novel drug targets or mechanism of drug resistance and 
determining Novel Therapeutics and Combination Regimen. Neel authored 6 peer reviewed 

publications and 4 more under review or revision. He is also a co-inventor in two patents 
and has received a number of awards at various national conferences for his research. Neel 
is the current President of the Graduate Student Association at Texas Tech University and 
the Chair of American Association of Pharmaceutical Sciences (AAPS) – Student Chapter. 

 
********************************************************************* 
BayBio, Tuesday Mid Day, March 31, 2015 
 

Event: “Lunch & Learn | Harnessing The Power Of Big Data In Risk-Based Monitoring”   
Speaker: Barbara Elashoff 
Date and Time: Tuesday, March 32, 2015 
11:00am – 11:30am: Registration and Networking 

11:30am – 12:30pm: Program 
Location: HCP/BayBio Event Center, 250 East Grand Ave. Suite 26,South San Francisco, CA 
94080 
Cost: Members: Free; Non-members: $75 
Register at https://baybio.org/lunch-learn-harnessing-power-big-data-risk-based-

monitoring/?spMailingID=22236545&spUserID=NzM2Mzc1OTIxMzgS1&spJobID=520450388
&spReportId=NTIwNDUwMzg4S0 

https://baybio.org/barbara-elashoff/
https://baybio.org/lunch-learn-harnessing-power-big-data-risk-based-monitoring/?spMailingID=22236545&spUserID=NzM2Mzc1OTIxMzgS1&spJobID=520450388&spReportId=NTIwNDUwMzg4S0
https://baybio.org/lunch-learn-harnessing-power-big-data-risk-based-monitoring/?spMailingID=22236545&spUserID=NzM2Mzc1OTIxMzgS1&spJobID=520450388&spReportId=NTIwNDUwMzg4S0
https://baybio.org/lunch-learn-harnessing-power-big-data-risk-based-monitoring/?spMailingID=22236545&spUserID=NzM2Mzc1OTIxMzgS1&spJobID=520450388&spReportId=NTIwNDUwMzg4S0
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 Early registration is highly advised as space is limited and there will be no on-site 

registration 

 Late arrivals will not be admitted after 11:30AM 
 Pre-registered attendees will receive an immediate receipt/confirmation after 

submission 
 Please print this receipt/confirmation and bring it with you to receive your conference 

credentials 

 Photo ID (driver’s license or passport) will be required at check-in 
 All sales are final 

Please mail your event-related questions to: registration@baybio.org or you can contact us 
via phone: 650-871-3257. 

 

Topic Description  

Risk-based monitoring (RBM) continues to take center stage as one of the key areas of 

disruptive innovation in clinical development. Organizations are embarking on their RBM 

journey, leveraging the critical combination of cloud technologies, intelligent analytics and 

targeted monitoring tactics.  Harnessing the power of big data analytics in clinical trials is 

the latest advance in Risk-Based Monitoring. 

This presentation will cover: 

 How large datasets can be used for Risk-based Monitoring (RBM) to improve the 
data quality and the relevance of a development program beyond Key Risk Indicators 
(KRIs) 

 How the use of centralized statistical analytics (CSA) enable life sciences 

organizations to quickly realize the quality, cost and timeline benefits of RBM using 
patient data in addition to operational data. 

************************************************************* 
Palo Alto AWIS, Tuesday Evening, March 31, 2015 
 

Topic: “A color language for cultivating your intentional and inner leadership” 
Speaker: Rose Chen, Founder of VegaLab Ventures 
Location: Xerox PARC Auditorium, 3333 Coyote Rd. Palo Alto, CA 
Cost: Free for Palo Alto AWIS and National AWIS members, $10 for non-members of Palo 

Alto AWIS 
Registration at http://www.brownpapertickets.com/event/1386877 

mailto:registration@baybio.org
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Topic Description 
Effective leadership development requires innovative approaches and out-of-the box 
thinking. 

 
AWIS has invited Rose Chen to host a workshop that combines elements of improvisational 
theatre with emotional intelligence techniques to teach you how to creatively adapt your 
inner leadership style to novel situations. 
You will learn how to lead effectively under pressure and to create and maintain a vibrant 

work environment in your organization. 
 
Speaker Bio 
Rose Chen is the founder of VegaLab Ventures, an executive coaching company in Silicon 

Valley. She has trained in Civil Engineering and Engineering Economics. She is a Certified 
Professional Co-Active Coach and a certified mediator. She uses non traditional leadership 
development tools to help leaders achieve top performance. 
******************************************************** 

QB3, Wednesday Evening, April 1, 2015 
 
Topic: “HOW TO PUT A PRICE TAG ON YOUR STARTUP” 
Speaker: Burton Goldfield, President & CEO,TriNet 

Date and Time: Wednesday, April 1, 2015, 5:30 – 8:00 pm 
5:30-6:00 ~ Registration / Networking 
6:00-7:00 ~ Fireside Chat with Burton M. Goldfield, President & CEO, TriNet HR Corporation 
7:00-8:00 ~ Networking Reception 

Location: UCSF Mission Bay, Genentech Hall, Room N-114 
 
Topic Description 
What is your startup worth to you? 
 

Now the tricky question: what is your startup worth to everyone else? 
 
Pricing your company too high may make it unattractive to investors; too low, and you fail 
to maximize the reward for your time, effort and innovation. On April 1, join us to learn 

about valuation from Burton M. Goldfield, President & CEO of TriNet, a billion-dollar-revenue 
company that IPO'd in March 2014. Burton will explain what investors look for when they 
put a value on startups. He'll also give us a behind-the-scenes look at how TriNet made its 
most recent acquisitions. 

What you’ll learn 
 How does a startup determine its valuation?  
 How does an early stage investor value a startup?  
 What can a startup do to make itself an attractive target for acquisition?  

 How should a startup identify potential strategic acquirers?  
 What are some guidelines for navigating the negotiation process?  

Complimentary beer, wine and hors d'oeuvres will be served at the networking reception 
before and after the talk. 

 
Speaker Bio 
Since 2008, Burton M. Goldfield has served as President and CEO of TriNet, a strategic 
partner to small businesses for payroll, HR, benefits, employment law compliance and risk 
reduction. Burton has more than 25 years of experience in sales, operational, and 

technology leadership positions and is known for driving product innovation and business 
growth. Since joining TriNet, Burton has transformed the company into a leading cloud-
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based HR provider and Professional Employer Organization (PEO). With offices throughout 
America, TriNet serves more than 10,000 clients with 272,000+ worksite employees (as of 
09/30/14). Its services allow small businesses to regain focus on executing their visions and 
growing their businesses while TriNet manages their payroll taxes, day-to-day HR, 

employment law compliance, and conformity with the Affordable Care Act. 
 
*********************************************************** 
Medtech Frontiers, Thursday Evening, April 2, 2015 
 

Topic: “Novel Fiber Optics Couplers for Biomedical Applications” 
Date and Time: Thursday, April 2, 2015, 6:00 – 9:00 pm (talk starts at 6:45 pm) 
Location: Triple Ring Technologies, 39655 Eureka Dr., Newark, CA 
Cost: The seminar is free, but registration is required for planning purposes. There may be 

a small number of walk-in spots available 
Register at 
https://events.r20.constantcontact.com/register/eventReg?oeidk=a07eaqwypz63adbc4fb&o
seq=&c=&ch= 

 
Topic Description 
Endoscopy has changed modern medicine by allowing physicians explore inner organs with 
minimal trauma. Single fiber endoscopes offer the potential to further increase patient 

comfort and increase access to remote organs through miniaturization. Current research 
focusses on sub-millimeter endoscopy using dedicated optical fibers for imaging large 
volumes of tissue. One such fiber - a double clad fiber - allows many imaging modalities to 
be performed simultaneously for greater diagnostic sensitivity and specificity. In this 

presentation, I will present our latest research in fiber optics for miniature endoscopy and 
discuss potential avenues, including theragnostics: the capability to treat a lesion as you 
discover it.  
  
Speaker Bio 

Caroline Boudoux, PhD, obtained her PhD in 2007 from the Harvard-MIT Division of Health 
Sciences and Technology with the joint mentorship of Brett E. Bouma and Guillermo J. 
Tearney. She then studied coherent control applied to nonlinear microscopy at École 
Polytechnique (France) under Emmanuel Beaurepaire and Manuel Joffre before joining the 

Engineering Physics department of École Polytechnique Montréal in 2007 as an assistant 
professor. She is now an associate professor and a faculty member of the Biomedical 
Engineering Institute. She is currently a visiting scholar at Stanford University.  
 

Dr. Boudoux's research focuses on biomedical optics, particularly the translation of optical 
diagnostics technologies for clinical applications in the fields of laryngology, head and neck 
surgery and orthopaedics. With her students and collaborators she develops wavelength 
swept lasers, optical fiber components and custom miniature lenses for confocal 

endomicroscopy, optical coherence tomography and fluorescent miniature endoscopy. 
    
 ***************************************************************************** 
 

Bio2Device Group—Serving Pharma, Biotech, Diagnostics and Devices, Tuesday 
Morning, April 7, 2015 
 
Topic: “Dynamics of the Human Microbiot “ 
Date and Time: Tuesday, April 7, 2015, 8:30 am 

Location: Sunnyvale City Council Chambers, 456 West Olive Ave., Sunnyvale, CA  
Speaker: Les Dethlefsen, PhD, Relman Lab, Stanford University  
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Topic Description 
There's something like 100 trillion microbial cells, of thousands of different types, living in 
and on a typical person, with about 90% of the cells residing in the large intestine. Even 

among biomedical scientists and clinicians, the significance of that last sentence wasn't 
widely appreciated until recently. In the last 5 years, however, attention to the human 
microbiota has simply exploded, both among scientists and in the general public. Why? A 
growing realization that our native microbes play a huge role (or many huge roles) both in 
keeping us healthy and in making us sick. 

A new, NIH-funded study is starting up in the Relman lab to address questions about the 
temporal dynamics of the gut microbiota. The lab is recruiting healthy adult participants to 
join the study right now. One of the benefits of the study is that they can tell you what is 
learned about your own personal gut microbiota. Les Dethlefsen's talk will briefly introduce 

this study, but mostly it will provide examples and explanations of some striking recent 
research findings about the interactions between the gut microbiota and health. And 
hopefully stimulate lots of questions and discussion! 
 

Speaker Bio 
After an undergraduate double major in physics and molecular biology, Dr. Dethlefsen took 
a number of years away from science before starting a graduate program in 1996 at 
Michigan State University. Officially, he earned a Ph.D. in both Microbiology and 

Ecology/Evolutionary Biology, but his intellectual home on campus was really the inter-
disciplinary Center for Microbial Ecology, with Tom Schmidt as his mentor. During the 
annual retreats held by the CME, Dr. Dethlefsen kept promoting the potential of what he 
called 'medical ecology', although he wasn't planning to go that direction. However, a couple 

of possible funding sources for his intended postdoc in marine microbiology didn't pan out, 
and about the same time David Relman got ahold of Dr. Schmidt to see if he had anyone 
who could join his lab to provide expertise in 16S rRNA-based surveys of microbial 
communities. Dr. Dethlefsen joined the Relman lab in 2004, and never left. His work in the 
Relman lab has focused on the temporal dynamics of the gut microbiota. 

 
*********************************************************************** 
NCC AWIS, Saturday, April 11, 2015 
 

Event: NCC Joint Workshop "Persuasive Interviewing" 
Speaker: Antoine de Morrée, co-founder of Stanford Leaders in Communication 
Date and Time: Saturday, April 11, 2015, 8:30 am – 2:00 pm 
Location: Genentech Building 83-1A, 611 Gateway Blvd., SSF 

Cost: $25 AWIS Members, $35 Non-members by April 9.  Onsite Registration available. 
 
RSVP: http://www.brownpapertickets.com/event/1381603 
 

Topic Description 
Do you want to learn how to explain your accomplishments and expertise in interviews so 
employers understand your worth?  
 

Speaker Bio 
Antoine de Morrée, co-founder of Stanford Leaders in Communication, will give the Winter 
Workshop to arm you with persuasive communication techniques that will make you shine in 
interviews. Antoine and trained facilitators will coach you on how to highlight your talents 
during interviews and present yourself as the best candidate. 

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

http://www.brownpapertickets.com/event/1381603
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JLABS, Wednesday Morning, April 15, 2015 
 
Event: “From Chemical to Drug - The Path to a Small Molecule IND 

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 
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    - Regulatory strategy, IND requirements, and Pre-IND meetings  
 
 
Speaker Bios 

 
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 
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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 

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. 
******************************************************** 

Silicon Valley ASQ, Friday Afternoon and Evening, April 17, 2015 
 
Event: “50 Years, Your Partner in Quality” 
Date and Time:  Friday, April 17, 2015, 3:30pm-8:30pm 

Location:  Biltmore Hotel, 2151 Laurelwood Rd., Santa Clara, CA 95054 
 
Kay Lewis will address how the quality program has affected the field at the operational 
level and the overall state of affairs with the ORA reorganization that is expected to be 

implemented in 2017 and has been in the planning stages for the past 2 years.  
Michael Nausin will address the state of the FDA Quality Program and Systems.  He works 
for our national quality program office in headquarters but is stationed in my office in 
Oakland.   He has been involved in the development of ORA’s quality system program from 
the early stages. 

Meeting agenda: 
3:30 – 4:45 – Registration: Cocktails, finger-foods and networking (no host bar) 
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4:45-5:00    – Welcome Opening 
5:00-5:30   – Keynote: Marjorie Hook, VP Global Business Process Mgmt, HP 
5:30-6:15   – Keynote: Kay Lewis, Director, San Francisco District, FDA, and Michael 
Nausin, National Quality Program Specialist, FDA 

  
Registration- a three part process:1) having a meal? and 2) select meal if you are having 
one  3) pay for the meal via PayPal 
• Advance $40 ASQ member, $50 non-ASQ member 
• Late/Walk-in $50 ASQ member, $60 non-ASQ member 

• Unemployed $20 
• Presentation only (arrive after 6:45PM) and special guests $0 
Note: Advance registration ends at midnight Wednesday, April 15 
Register at 

http://events.r20.constantcontact.com/register/event?oeidk=a07eansl3nz84159ef6&llr=6gh
qt5nab 
 
Event Description 

We are pleased to celebrate 50 years since the section was founded.  Share our celebration 
on April 17th at the Biltmore Hotel! Registration is now open!  Come to hear industry 
speakers on Quality Innovation, meet some of the past section chairs and celebrate our 
section's history. 

This event marks a half century of influencing valley thought & leadership.  
  
 
*********************************************************** 

Project Management Institute, Wednesday Evening, April 22, 2015 
 
Topic: “Negotiating Your Career—Salary and Job Negotiations” 
Date and time: Wednesday, April 22, 2015 from 5:30 PM - 8:30 PM 
Agenda: 

05:30PM – 06:00PM Registration 
06:00PM – 07:00PM Networking, Dinner 
07:00PM – 08:25PM Featured Speaker 
08:25PM – 08:30PM Raffle, Closing 

08:30PM                  Adjournment 
Location: Agave Grill & Cantina, 1985 Galindo Street, Concord, CA 94520 
 
See rates and register at http://www.eventbrite.com/e/april-evening-event-negotiating-

your-careersalary-and-job-negotiations-tickets-16070167303?aff=mcivte 
 
Event Description 
The single most important negotiations in which you engage are your job interview and 

salary negotiations.  Most of you do it wrong. You approach it wrong, you execute the 
negotiations ineffectively and you get less than you deserve 
 
How does the event benefit PMI members: 

By attending this event, Professionals will be able to: 
Learn how to negotiate for what you are worth. Plan your next career negotiation so as to 
realistically maximize your worth.  
Included: 
Dinner; free parking available in adjacent parking structure 

PDU's: 1.5 
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Speaker Bio 
In 1999 Terry founded Negotiation-International to provide consulting and training in 
negotiation strategy for companies and governmental organizations. His website, 
www.negotiation-international.com features a popular and well-followed blog on 

negotiation. A popular and dynamic speaker, he provides keynote speeches on various 
topics related to the art of negotiation. 
  
Terry taught in academic programs for UC Berkeley Extension where he was selected 
Honored Instructor in 2004 and is a Professor at HULT International Business School and an 

Adjunct Faculty at Dominican University in San Rafael.  His popular courses include business 
negotiation, entrepreneurial venture creation, and international business strategy. 
  
Corporations recently working with Terry recently include: Wells Fargo Bank, Google, 

Genentech, Xilinx, ION Geophysical, ONYX Pharmaceutical, Bayer Healthcare, Rambus, 
Samsung, The United States Department of Commerce, Lawrence Livermore Lab, and Aeris 
Communication. In addition he travels overseas extensively to provide negotiation training 
to foreign academic institutions and corporations.  

A 1968 graduate of Johns Hopkins University, Terry obtained his M.B.A. from Pepperdine 
University.  
******************************************************************* 
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, 8:45 am – 5:00 pm 
Location: Foster City Crowne Plaza (SF Bay Area) 
Details and registration at http://pbss.org/aspx/homeSF.aspx 
 

Topic Description 
This workshop will provide an overview of physiologically-based pharmacokinetic (PBPK) modeling.  
PBPK modeling is essentially mathematical modeling with physiological context and has experienced an 
increase in use in drug discovery and development in recent years.  This workshop will focus on the 
fundamentals, and the use of PBPK modeling in applications such as the assessment of drug-drug 
interactions, and will provide a review of best practices in pharmaceutical industry.  Live demonstrations 
of two commonly used PBPK software programs (Simcyp and GastroPlus) will be presented.  Finally, this 
workshop is useful for both pharma and non-pharma scientists who seek a better understanding of PBPK 
modeling and its application in drug discovery and development. 

Presentation Titles: 

 Physiologically-based Pharmacokinetic Modeling: Overview and Applications. 
 Application of PBPK in predicting the effect of enzyme inhibitors. 
 PBPK in drug discovery and development: A pharmaceutical industry perspective.  
 Building and refining a PBPK model using GastroPlus. 
 Utility of Simcyp as a PBPK modeling tool for PK and DDI prediction. 

 
Speaker Bios 
Dr. Harvey Wong, Genentech. Harvey Wong graduated from the University of British 
Columbia with a Ph.D. in Pharmacokinetics and Biopharmaceutics. Following graduation, he 
worked at the DuPont Pharmaceutics Company followed by Bristol-Myers Squibb in the area 
of Neuroscience Drug Discovery. Currently, Harvey is a Principal Scientist in the Department 

http://pmi-sfbac.us4.list-manage1.com/track/click?u=b3b088879c99cb5779bf453b2&id=2f45f7d942&e=aeeb2dc70d
http://pbss.org/aspx/homeSF.aspx
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of Drug Metabolism and Pharmacokinetics at Genentech, Inc. working in the areas of 
oncology and immunology. He serves as a research project team leader, a pharmacology 
subteam leader, and is involved in defining preclinical ADME properties and PK-PD 
relationships for drug candidates. Harvey currently leads the PK-PD Discussion Group for 

the IQ Consortium. His current research interests include the use of PK-PD and 
physiologically based pharmacokinetic modeling to translate preclinical data to man. He 
serves on the Editorial Board of Biopharmaceutics and Drug Disposition and is the author or 
co-author of 70 manuscripts and 2 book/book chapters. 
 

Dr. Ping Zhao, FDA. Ping Zhao is currently the Scientific Lead of PBPK (physiologically-based 
pharmacokinetic modeling) Program, Division of Pharmacometrics, Office of Clinical 
Pharmacology, Office of Translational Sciences, Food and Drug Administration (FDA). He 
obtained his BS in Pharmacy from Beijing Medical University in China in 1994, and his PhD 

in Pharmaceutics from University of Washington in Seattle, WA in 2002. Since then, Ping 
worked as a DMPK scientist at Pfizer in La Jolla (2002-2005), a pharmacokineticist at Sonus 
Pharmaceuticals in Seattle (2005-2007), a clinical pharmacologist at Amgen in Seattle 
(2008). In June 2008, Ping joined the Office of Clinical Pharmacology at FDA. His primary 

responsibilities include reviewing IND and NDA applications, assessing the effect of multiple 
patient factors (intrinsic and extrinsic) using PBPK, and evaluating the application of PBPK 
tools to support regulatory review and policy development. He contributes the update of 
several “Guidance for Industry” documents, with a focus on the use of mechanistic modeling 

approach. Ping managed and mentored several research fellows on multiple regulatory 
research projects, including Critical Path, Office of Women’s Health, and Medical Counter 
Measure Initiatives. He is responsible for clinical pharmacology reviews of PBPK works in 
IND and NDA submissions. 

 
Dr. Yuan Chen, Genentech. Yuan Chen is currently a Senior Scientist in the Department of 
Drug Metabolism and Pharmacokinetics at Genentech. She has more than 10 years of 
experience in the DMPK discipline from her time at Roche and Genentech. Yuan has been a 
DMPK project lead for numerous drug discovery and early development projects, and has 

made significant contributions to nomination of clinical candidates and INDs filings to 
regulatory authorities. Yuan has broad experience with investigative ADME studies using 
both in vitro and in vivo methodologies, and physiologically-based pharmacokinetic 
modeling (PBPK). Her recent research focuses are on the use of PBPK modeling for the 

prediction of human pharmacokinetics and for the assessment of drug-drug interactions of 
small molecules and anti-body drug conjugates. Yuan represents Genentech on the IQ 
Consortium industry PBPK white paper working group, and co-leads the SIMCYP PBPK 
technical group efforts at Genentech. 

 
Dr. Bernard Murray, Gilead. Bernard Murray earned his PhD from the Royal Postgraduate 
Medical School (now part of Imperial College) in London, working with Dr. Alan Boobs on 
CYP1A2 and the activation of mutagenic aromatic amines. After a brief period of 

postdoctoral work he joined the National Cancer Institute, NIH, in 1992 as a Fogarty Fellow 
and worked with Dr. Jeff Silverman on the regulation of MDR expression in the rat. Bernard 
then headed west to UCSF as a visiting postdoctoral researcher where he studied 
cytochrome P450 turnover with Prof. Almira Correia. He moved to industry in 2001, joining 

Abbott Laboratories in Illinois and rising to the rank of Scientific Leader in drug metabolism, 
supporting multiple discovery and development projects, with specialisation in drug-drug 
interactions. In 2005 Bernard returned to the Bay Area as the head of the In Vitro Drug 
Metabolism group at Gilead Sciences where he continues to support multiple discovery and 
development projects and maintains his interests in drug interactions, enzymology, 

mathematical modeling and prediction of pharmacokinetics. He is an author of 50 peer-
reviewed publications and book chapters 
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************************************************* 
We will have 100+ entrepreneurs, executives and scientists from many different companies/institutes in 
the Bay Area and we look forward to seeing you there!  
 

Biotech Vendor Services, Wednesday Evening, April 29, 2015  
 
Event: Bay Area Life Sciences Community Event  
Date and Time: Wednesday, April 29, 2015, 5:00 pm to 8:00 pm  
Location: Dominic's At Oyster Point, 360 Oyster Point Blvd., South San Francisco, CA 94080  
Cost: Complimentary to life science job related employees (including executives, 
purchasing, scientists, clinical, manufacturing, etc.) at life science companies and 
institutes.  
There is a $50.00 charge for all others, including suppliers, consultants, lawyers, or any 
service provider to the life science industry that are not exhibiting.  
Register at: http://www.bvsweb.com/php/register.php?ShNbr=2979 
Space is Limited!  
 
Event Description 
We are very excited to announce a special  
Biotech Community Event in SSF on April 29th 
We are inviting local life science researchers & entrepreneurs in  
South San Francisco & around the Bay to attend. 
This will be a wonderful way for fellow scientists and entrepreneurs to connect and network,  
and visit with the best suppliers in the industry! 

 
- Network with key industry leaders, entrepreneurs, and scientists  
- Scientific Suppliers exhibiting their most cutting edge technologies  
- Great Food, Wine and Beer  
- Special Raffle Prizes  
 
See Attached For Full Event Details:  http://www.bvsweb.com/SFLE.2015-04-29.Flyer.pdf 
 
************************************************************* 
JLABS, Friday Morning, May 8, 2015 
 
Event: “Meet with National Cancer Institute” 
Speaker: Ming Zhao, Ph.D. | Program Director, SBIR Development Center, National Cancer 
Institute 
Date and Time: Friday, May 8, 2015, 10:00 am 
10:00 AM | Registration and Networking  
10:30 AM | Presentation and Q&A  
12:00 PM | Networking Lunch  
1:00 PM | One-on-one Meetings*  
4:30 PM | Close 
Location: JLABS, South San Francisco, CA 
Fees 

Presentation and Lunch $25-General Public 
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 May 7th (or 
sold out). 
Register at http://www.eventbrite.com/e/meet-with-national-cancer-institute-tickets-
15831140367?aff=blast 

http://www.bvsweb.com/php/register.php?ShNbr=2979
http://www.bvsweb.com/SFLE.2015-04-29.Flyer.pdf
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One-on-One Meeting 
FREE | Application 
FREE | Accepted Companies  

Companies must have applied for a one-on-one meeting ahead of time and be approved. To 
be considered for a one-on-one meeting, please contact Brittany Connors by April 30 with 
your name, company name, and a short executive summary. 

Program Overview 
Twice as many people survived cancer in 2012 than did in 1992. Today, the National Cancer 
Institute (NCI) is poised to further accelerate the rate of scientific discovery and reduce the 
burden of cancer in the United States and around the world. 
NCI SBIR & STTR: Advancing the Commercialization of New Cancer Innovations 
The NCI continues to develop new funding opportunities that adapt to changes in the way 
that science is conducted. Supporting the best scientists is paramount. The Federal Small 
Business Innovation Research (SBIR) and Small Business Technology Transfer (STTR) 
programs are a critical source of non-dilutive financing for early stage companies, providing 

over $110M in fiscal year 2014 to develop next generation technologies.    
 
Presenting at this event will be Ming Zhao, Ph.D., Program Director, SBIR Development 
Center, National Cancer Institute. Dr. Zhao will cover:  

• Overview of SBIR/STTR eligibility requirements  
• NIH SBIR/STTR process and new cancer-focused grant funding opportunities from 
NCI  
• New NCI SBIR/STTR initiatives such as NIH Innovation Corps (I-Corps™) Team 

Training Pilot Program  
• NCI Investor Forum to help NCI SBIR-funded companies to connect with investors, 
venture capitalists, strategic partners, and business leaders from the biotech and 
pharmaceutical industries  
• Practical strategies on how to successfully submit competitive research proposals  
Following the presentations selected companies will have the opportunity to meet one-on-
one with directors. To be considered for a one-on-one meeting, please contact Brittany 
Connors by April 30 with your name, company name, and a short executive summar  
 
National Cancer Institute Participating Representative Bio 
Dr. Ming Zhao develops and manages SBIR/STTR programs and contracts focused on cancer 
therapeutics, molecular diagnostics and medical imaging. Prior to his appointment at SBIR, 
Dr. Zhao was a Program Director in the Center to Reduce Cancer Health Disparities 

(CRCHD) at the NCI. During his tenure at CRCHD, he managed various NCI/NIH programs 
such as Community Networks Program Centers (CNPC, a program with a total of $117M & 
23 Centers) and Geographical Management of Cancer Health Disparities Program (GMaP) as 
well as R01/R21 grants. Before Dr Zhao joined NCI, he worked as a senior scientist at the 

GE Global Research Center and as a scientist at Pfizer. Dr. Zhao has broad industrial 
experience in the development of molecular medicine for early diagnosis of cancer, 
molecular imaging, the application of human embryonic stem cells, bioinformatics, DNA 
cloning without cells, biological assay development for bio-compatibility in healthcare 

applications, and drug discovery in cancer, diabetes, obesity, and central nervous system 
diseases.  
*************************************************** 
JLABS, Tuesday Morning, May 12, 2015 

 
Event: “Meet With... Canaan Partners” 
Speaker: Julie Papanek | Principal, Canaan Partners 

mailto:brittany.connors@nih.gov?subject=Application_to_meet_one-on-one_with_NCI_at_JLABS_Bay_Area
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Date and Time: Tuesday, 05/12/15 at 10:30 am – 12:30 pm 
10:30 AM | Registration and Networking  
11:00 AM | Presentation and Q&A  
11:45 AM | Networking Lunch  

12:30 PM | One-on-one Meetings*  
5:00 PM | Close 
Fee: $25 for general public 
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 May 11th (or sold out).  
One-on-One Meeting 
FREE | Application 
FREE | Accepted Companies  

*Companies must have applied for a one-on-one meeting ahead of time and be approved. 
The one-on-one application period ends on April 7th. Your application will be reviewed and 
you will be notified of acceptance by April 21, 2015. Acceptance of a one-on-one meeting is 
not guaranteed as all  

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 
Register at http://www.eventbrite.com/e/meet-with-canaan-partners-tickets-

14991629367?aff=blast 
 
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 

 
Speaker Bio 
Julie Papanek brings operational experience from biotechnology and healthIT. Prior to 
Canaan, Julie worked at Genentech in a variety of positions spanning marketing, 

development, and business development. This included creating commercial brand plans, 
forecasting, and recommending modifications to Phase III trials designs for marketed and 
pipeline oncology products. Recently, she interned at Proteus Digital Health, identifying 
market opportunities for their digital health platform and generating business development 

leads. Julie also worked in Bangalore, implementing the pilot electronic medical record 
system at Narayana Hrudayalaya, one of India's largest multispecialty hospital chains. 
If it looks challenging, it's a "maybe." If it's for a good cause, it's a "probably." If it looks 
really challenging and it's for a good cause, you can clear Julie Papanek's calendar. Julie 

biked 4000 miles across the country to raise money for Habitat for Humanity, and has 
competed in triathlons to benefit the Leukemia and Lymphoma Society. It's no secret that 
Julie takes the same approach when investing. Better startups just aren't enough... she 
wants better patient outcomes. 

**************************************************************** 
PBSS Workshop, Friday, May 15, 2015 
 
Topic: “Genotoxic Impurities Assessment, Control Strategies and the Regulatory Perspective: Update on 
ICH M7 Guideline” 

Speakers: Bo Shen (Amgen), Mark Powley (FDA), Larry Wigman (Genentech) 
Date and Time: Friday, May, 25, 2015, 12:45 – 5:30 pm 

http://jlabsbay-canaan2015-b2d.eventbrite.com/
http://r20.rs6.net/tn.jsp?f=001HXrgkXSe53njOb0ApLsaWor9XMT-KZKd2xUILXrpcewHPOcbruRQjjC431uQJ1SwYilgFJwntt8wcMUZhOgFm0hc3mEQL6-34Zo2PdJogFtNIJ11oPzeqbPkAUSie6TpNQ9KMtLEnDUvRFOWGdagnuFI0Oc8vNiF-pVjrwbpUH21DXMoMzjM3Q==&c=t2ZqBdhtALybfLhCRo8xjBOBL279TIKPg9SZoJBgtMwslmGRWmfT_Q==&ch=qhN-Jb3XZx7jft-op4XA3iaCF_hLkn-8Ee-6URDDwHROlbwJhLyoag==
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Location: SF Bay Area: Foster City Crowne Plaza 
Details and registration at http://pbss.org/aspx/homeSF.aspx 
 
Topic Description 

The control of genotoxic impurities in drug substances and products is an increasing concern 

among regulatory agencies. In order to further define regulatory expectations, ICH recently 
has published the M7 Guideline “Assessment and Control of DNA Reactive (Mutagenic) 
Impurities in Pharmaceuticals to Limit Potential Carcinogenic Risk” for implementation within 
the pharmaceutical industry. Pharmaceutical Manufacturers are responsible to develop 

strategies to identify, categorize, qualify and control low-level genotoxic impurities during 
clinical development and subsequent applications for marketing. 
  
This workshop will provide a forum for discussion among regulatory agencies and scientists 

engaged in analytical/process chemistry/toxicology from leading pharmaceutical companies 
and their approach in light of this new guidance. 
  
The following topics will be covered: 

 
    Global overview of Genotoxic Impurities and key elements of ICH M7 
    Genotoxic impurities perspective from an FDA Pharmacology/Toxicology Reviewer 
    Staged TTC (threshold of toxicological concern) and use of structural alert software 

    Strategies to control Genotoxic impurities in API’ 
********************************************************************** 
PBSS Workshop, Thursday Afternoon, May 28, 2015 
 
 
Topic: “Preclinical Development & IND/CTA Filing: DMPK, Safety, CMC, Clinical Plans & Regulatory 
Issues” 
Date and Time: Thursday, May 28, 2015, 8:45 am – 5:00 pm 
Location: SF Bay Area: Foster City Crowne Plaza 
Details and registration at http://pbss.org/aspx/homeSF.aspx 
*************************************************************************** 
Bio2Device Group, Tuesday Evening, Dec. 8, 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: Tuesday, Dec. 8, 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 

http://pbss.org/aspx/homeSF.aspx
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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. 
 

 


