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  Audrey’s Life Science Meeting Picks for March 15, 2015 – May, 2015 

Complimentary Service of AudreysNetwork.com 
March 15, 2015 

 
Bio2Device Group—Serving Pharma, Biotech, Diagnostics and Devices, Tuesday 
Morning, March 17, 2015 

 
Topic: “Mapping the vasculature for better outcomes”  
Speaker: Ron Bucher, Director Worldwide Customer Service, AccuVein  
Date and Time: Tuesday March 17, 2015, 8:30am 

Location:  Sunnyvale City Council Chambers, 456 West Olive Ave., Sunnyvale, CA  
Free and no registration required for morning meetings. 
 
Topic Description 

AccuVein is a global leader in medical imaging solutions. Vein illumination with its 
breakthrough device, allows health care professionals to see a map of peripheral veins on 
the skin’s surface with the goal of improving venipuncture, the most commonly performed 
invasive medical procedure, and other vascular access procedures. 

AccuVein’s vein viewing system is the world’s first handheld, non-contact vein illumination 
solution. It is built on AccuVein’s proprietary technology as embodied in its patent portfolio 
which includes over a dozen patents covering a broad range of imaging and medical 
diagnostic technologies. 

 
Speaker Bio 
Ron is Director Worldwide Customer Service for AccuVein, a medical device manufacturer of 
best in class vein visualization systems. Before joining the medical industry, Ron learned 
world class customer service leadership at several high technology companies in mission-

critical 24x7 information technology. Since 2006, his passion has been improving Customer 
Service in the medical device industry. 
Ron began his career as a software engineer, and progressed to VP/GM of a $50M service 
business unit at Siemens. In the medical device industry, Ron has led Customer Service 

groups at R2 Technology (acquired by Hologic), Boston Scientific (intravascular ultrasound 
imaging), and Cepheid (molecular diagnostics). He also was a Senior Product Manager at 
Philips Healthcare Informatics. He has a B.S. degree in Computer and Information Science 
from The Ohio State University, and M.B.A from San Francisco State University, and studied 

Medical Devices at UC Santa Cruz Extension. 
****************************************************************** 
sfAWIS, Wednesday Evening, March 18, 2015 
 

Event: Networking social 
Date and Time: Wednesday, March 18, 2015 from 6:00 PM to 8:00 PM (PDT) 
Location: Sens Restaurant, 4 Embarcadero Ctr , San Francisco, CA 94111 
Cost: Free 

Register at http://www.eventbrite.com/e/sfawis-networking-social-tickets-
16067356897?aff=mcivte 
Have questions about sfAWIS Networking Social? Contact San Franscisco AWIS 
 
Event Description 

Join us for a great evening of socializing with other women in science in the bay area!  
Come to meet new friends, catch up with old friends, and learn more about AWIS and our 

http://www.eventbrite.com/e/sfawis-networking-social-tickets-16067356897?aff=mcivte#lightbox_contact
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events.  Sharpen your networking skills in a friendly, relaxed atmosphere.  You do not have 
to be an AWIS member to attend; all are welcome!  Happy hour pricing available at the bar 
all evening. 
******************************************************************** 

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 
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 
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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 
 
******************************************************************* 
Engineering in Medicine and Biology Society (EMBS), Wednesday Evening, March 

18, 2015 
 
Topic: ”A start-up's view of the challenges and opportunities in consumer healthcare” 
Speaker:  Greg Sommer, Founder and CEO,Sandstone Diagnostics, Inc. 

Date and Time: Wednesday, March 18, 2015, 7:30 PM 
Location: Room M-114, Stanford University Medical School 
No required registration. Details at http://www.ewh.ieee.org/r6/scv/embs  

Optional dinner location: Stanford Hospital cafeteria, 6:15 PM (no host, no reservations) 

  
Topic Description 
Consumers have never been more eager to take control of their health, and technologies 
have never been better to help them do so. Despite this tremendous opportunity there still 

exist many challenges in launching consumer medical products including FDA oversight, 
marketing, physician adoption, and investor hesitation. In this talk I will discuss the current 
consumer healthcare landscape from the perspective of a medical device start-up founder 
trying to change the way people think about and manage their health. I will include an 
overview of Sandstone's challenges, key decisions, and lessons learned in developing 
products for the consumer market. 
  
Speaker Bio 
Greg Sommer is a Founder and CEO of Sandstone Diagnostics - an early stage medical 
device company developing an over-the-counter male fertility test kit. Greg received a B.S. 
degree from Iowa State University, and M.S. and Ph.D. degrees from the University of 
Michigan in Mechanical Engineering. Prior to founding Sandstone in 2012, Greg was a senior 
scientist at Sandia National Labs where he led development of point-of-care clinical 

diagnostic technologies. 
 
******************************************************************** 
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 
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11:00am | Presentation and Q&A  
11:45am | Networking Lunch  
12:30-5:00pm | One-on-one Meetings*  
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-

http://jlabsbay-cirm2015-b2d.eventbrite.com/
http://www.cirm.ca.gov/about-cirm
https://twitter.com/cirmnews
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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 
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. 

http://jlabssd-cirm2015-baeb.eventbrite.com/
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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 
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.  

http://www.acrpnet.org/GetInfoFor/USChapters/NorthernCalifornia/Upcoming-Chapter-Events.aspx
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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 

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 
 
***************************************************************** 
Navigating a Career Transition into the Life Sciences, Saturday, March 21, 2015 

 
Course: MCELLBI 1002 - 002 Navigating a Career Transition into the Life Sciences  
2014-2015 - Spring 2015  
Instructor: Toby Freedman, Ph.D., President, Synapsis Search, Executive Recruiting for the 
Life Sciences, www.synapsissearch.com; Author, Career Opportunities in Biotechnology and 

Drug Development, www.careersbiotech.com 
Date and Time: Saturday, March 21, 2015, 10:00AM - 5:00PM 
Location: Classroom 05, Belmont Center, Belmont, CA 
Course Fee(s): Course Fee non-credit $350.00  

See details and registration at 
http://extension.berkeley.edu/search/publicCourseSearchDetails.do?method=load&courseId
=11650418 
 

Course Description 
In this day-long course, explore career areas in the life sciences and examine strategies to 
find employment. You start with a short self-assessment questionnaire that can help you 
identify potential career areas that match your skills and interests. After that, you hear 

about opportunities in the life sciences, based on the instructor’s comprehensive research 
into the 20 vocational areas and more than 100 different careers that encompass life 
sciences. Next, you focus on steps to find employment. Get strategies from an executive 
recruiting perspective, and learn practical tips for networking, developing your résumé and 

interviewing so you can be more prepared and stand out from other applicants. 
Prepare for this course by watching our “Jobs in the Life Sciences Industry” video, with 
instructor Toby Freedman, who describes the many career opportunities in the life science 
industry. Freedman offers her executive recruiting perspective on networking, résumés and 
interviewing so that you can be more prepared and stand out from other applicants.  

 
 Number of Meetings: 1  

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://www.synapsissearch.com/
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Instructor Bio  
Toby Freedman is an author and Founder/President of Synapsis Search.  A scientist by 
training, she transitioned into business as a recruiter and writer. Her book, Career 

Opportunities in Biotechnology and Drug Development, published by Cold Spring Harbor 
Laboratory Press, provides a comprehensive overview of the many careers in the life 
sciences industry. She founded her recruiting firm, Synapsis Search, which is focused on 
executive R&D and business placements in the life sciences industry. She previously worked 
at BioQuest, an executive retained search firm, placing VP to CEO-level executives, and as 

Director of Business Development at SLIL Biomedical, a drug discovery company developing 
therapeutics for cancer and other diseases. She earned a Ph.D. in molecular biology from 
UNC Chapel Hill and as an NIH Fellow, conducted postdoctoral research at Harvard 
University and at the University of Texas-Austin. 

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

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

Bio2Device Group—Serving Pharma, Biotech, Diagnostics and Devices,  Tuesday 
Morning, March 24, 2015 
 

Event: “Building a medical device management team for successful growth through 
acquisition”  

http://pbss.org/aspx/homeSF.aspx
tel:%28650%29%20736%201161
mailto:marygorman@stanford.edu
http://biodesign.stanford.edu/
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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 
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. 
 
 
************************************************************************* 

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. 
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·            How we use Automation to make products for Automation. 
********************************************************************* 
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. 
 
***************************************************************** 

BioScience Forum, Wednesday Evening, March 25, 2015 
 
Topic: “Precision Drugs for Bad Bugs (“PD4BB”)” 
Speaker: David Martin, M.D., CEO, AvidBiotics 
Date and Time: Wednesday, March 25, 2015, 6:00 -9:00 pm 

6:00 PM -  networking 
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7:00 PM -  dinner 

8:00 PM -  presentation 

Location: The Holiday Inn, 275 S Airport Blvd, South San Francisco, California 94080  
Cost: Pre-Registration   $50.00; On-Site Registration   $60.00  

Pre-Registration ends Monday, March 23rd, at 9 pm 
Cash or check accepted on the day of the event 
$10 discount for full-time students 
$3 service fee will be added to registration fee. 

Register at https://www.cvent.com/events/bioscience-forum-david-martin-ceo-of-
avidbiotics/registration-939350465a0346a78f81398ee33192c4.aspx 
  
Or you can pay with a check made out to "BioScience Forum" and sent to:  

BioScience Forum  
1442A Walnut Street, #308  
Berkeley, CA 94709-1405  
Please do not mail checks later than Thursday, February 19th 

If paying with check, do not complete online registration with Cvent 
 
 
Topic Description 
The discovery and therapeutic application of naturally occurring antibiotics has saved many 

lives, however their overuse has also hastened the emergence of antibiotic resistant 
pathogens. Naturally occurring antibiotics are broad spectrum for good biological reasons, 
targeting whole classes of bacteria. In response, bacteria have evolved to easily share 
antibiotic-resistance genes among themselves. The widespread therapeutic introduction of 

these broad spectrum antibiotics into the medical and general environment killed many non-
pathogens, upsetting ecological balances and our own microbiome, and favoring the 
development and spread of drug-resistant pathogen strains. Beyond managing these broad 
spectrum antibiotics more intelligently, new approaches are needed. 

 
To address this growing challenge, the precision medicine paradigm is being applied to 
antibacterial agents. AvidBiotics is developing new antibacterial drugs that target the 
bacterial pathogen, sparing benign and useful bacteria and circumventing the acquisition of 

resistance from other microbes. Rapid gene sequencing and other recent advances enable 
diagnostics for fast, accurate identification of disease-causing bacteria and their particular 
drug sensitivities. A new class of bactericidal proteins is thereby being developed, 
engineered to kill precisely targeted bacteria without damaging the diversity of healthy 

microbiota of the host. These agents, Avidocin proteins, are orally active in the gut of 
experimental animals. Capable of subtracting selected bacterial species, they can prevent or 
treat enteric bacterial diseases. One such example is Avidocin-CD, which potently kills the 
epidemic strains of Clostridium difficile and in animal models can prevent C. difficile 
infections, now the most common hospital-acquired infection in the US. Use of this precision 

medicine approach to develop a portfolio of Avidocin agents for human and animal health as 
well as food safety applications will be discussed. 
 
Speaker Bio 

David W. Martin, Jr., M.D., is Chairman & CEO of AvidBiotics Corp., a biotechnology 
company in South San Francisco focused on preventing and treating bacterial diseases. He 
co-founded and was CEO of Eos Biotechnology, President of Chiron Therapeutics (1994-
1995), and Executive Vice-President of R&D at DuPont Merck (1991-1993).  

 
Prior to joining Genentech where he was Senior Vice-president of R&D (1982-1990), he was 
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Professor of Medicine and Biochemistry at UCSF and Investigator, Howard Hughes Medical 
Institute. He attended M.I.T. and received his M.D. from Duke University. 
************************************************************** 
Northern California BioPharmaceutical Project Management, Friday Morning, 

March 27, 2015 
 
Topic: “Ways to Accelerate Drug Development: Fast-Track, Breakthrough Designation, 
Accelerated Approval, Priority Review” 
Speaker:  Michele Bronson, Ph.D. – Vice President, Program Management, Portola 

Pharmaceuticals 
Date and Time:      Friday, March. 27th, 8:00-10:00 AM, presentation begins at 8:30 sharp 
Location:     Genentech, 475 East Grand Ave, SSF, CA 94080, Building 42-1C 
Pricing:    Free, but registration is required by 9:00am 03/25 

Register:   norcalbppm.blogspot.com/ 
 
 
Topic Description 

 Whether one is working a start-up or an established company, the sooner a product can be 
brought to market the better—better for patients and better for the company. Over the last 
few years, the FDA has created numerous pathways to accelerate drug development. In 
addition to the long-standing Accelerated Approval process and Priority Review status, the 

FDA has also created both Fast Track and Breakthrough Therapy Designation. The 
differences and advantages of each program will be presented, along with experience to 
date in the industry, as well as general considerations that impact drug development 
programs considering these pathways must examine. 

*2 PDUs awarded for PMP re-certification  
 
Speaker Bio 
Michele is a drug development professional, who has built and led Regulatory, Quality and 
Project Management organization. Michele joined Portola in November 2014, with over 15 

years of experience at start-up to medium-size biotech companies. She was most recently 
Vice President of regulatory and quality at Labrys Biologics developing an anti-CGRP 
monoclonal antibody for the prevention of migraine. Labrys was acquired by Teva 
Pharmaceuticals for $825 million in July 2014. Prior to Labrys, Michele was Vice President of 

Regulatory, Quality and Project Management at Medivation, Inc., where she oversaw the 
development of their prostate cancer compound (enzalutamide) from pre-IND stage through 
FDA approval. Michele served in roles of increasing responsibility in regulatory affairs at 
Chiron Corporation, until its acquisition by Novartis in 2006. Michele received her Ph.D. in 

molecular biology from UT Southwestern Medical School. 
 
The Northern California BioPharma PM Board 

Contact:    norcalbppm.blogspot.com/p/contact-us.html 

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

http://blogspot.us7.list-manage2.com/track/click?u=1b7ad9fcf77bf4d6a8ee2dfb5&id=c47011afba&e=3d53018b8a
http://blogspot.us7.list-manage.com/track/click?u=1b7ad9fcf77bf4d6a8ee2dfb5&id=472890789e&e=3d53018b8a
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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 
 
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 
 

http://cts.vresp.com/c/?EPPICGLOBAL/44d711522c/0dfcb41a56/faca10c449/id=yykzt
mailto:eppic@eppicglobal.org
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Closing Keynote: 
Kim Bush, Gates Foundation 
 
Closing Remarks: 

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

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

https://baybio.org/barbara-elashoff/
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Register at https://baybio.org/lunch-learn-harnessing-power-big-data-risk-based-
monitoring/?spMailingID=22236545&spUserID=NzM2Mzc1OTIxMzgS1&spJobID=520450388
&spReportId=NTIwNDUwMzg4S0 
 

 
 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. 

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

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
mailto:registration@baybio.org
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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-
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. 
 
*********************************************************** 

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  
 
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 
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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. 

 
*********************************************************************** 
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 
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» 
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• 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 
 
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 
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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 
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 
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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) 
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 
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• 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 
 
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. 

  

http://pmi-sfbac.us4.list-manage1.com/track/click?u=b3b088879c99cb5779bf453b2&id=2f45f7d942&e=aeeb2dc70d
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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 
Details and registration at http://pbss.org/aspx/homeSF.aspx 
 

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

Speaker: Julie Papanek | Principal, Canaan Partners 
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 

http://pbss.org/aspx/homeSF.aspx
http://jlabsbay-canaan2015-b2d.eventbrite.com/
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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. 
**************************************************************** 
 

http://r20.rs6.net/tn.jsp?f=001HXrgkXSe53njOb0ApLsaWor9XMT-KZKd2xUILXrpcewHPOcbruRQjjC431uQJ1SwYilgFJwntt8wcMUZhOgFm0hc3mEQL6-34Zo2PdJogFtNIJ11oPzeqbPkAUSie6TpNQ9KMtLEnDUvRFOWGdagnuFI0Oc8vNiF-pVjrwbpUH21DXMoMzjM3Q==&c=t2ZqBdhtALybfLhCRo8xjBOBL279TIKPg9SZoJBgtMwslmGRWmfT_Q==&ch=qhN-Jb3XZx7jft-op4XA3iaCF_hLkn-8Ee-6URDDwHROlbwJhLyoag==

