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April 5, 2015 

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

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 
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 Morning, April 11, 2015 
 
Event: NCC-AWIS Career Development Workshop: Persuasive Interviewing  

Keynote Speaker: Antoine de Morrée, Scientist and communication consultant that 
specializes in coaching other scientists in the art of persuasive communication. 
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Date and Time: Saturday, April 11th, 2015, 8:30 am – 2:00 pm 
8:30-9:00 Check in and breakfast 
9:00-9:15 Opening remarks 
9:15-9:45 Persuasive communication techniques in interviews 

9:45-11:15 Facilitated role-play 
11:15-11:30 Interview settings 
11.30-12.00 Practice informal interviewing 
12:00-12:45 Networking lunch 
12:45-1:45 Panel Discussion: do’s and don’ts of interviewing  

1:45-2:00 Closing remarks 
Location: Genentech, Inc., Building 83-1B, 611 Gateway Blvd. South San Francisco, CA 
94080 
Parking is available. 

Cost:  Online registration: $25 AWIS members; $35 non-members. Register via Brown 
Paper Tickets by Friday April 3, 2015. Onsite registration available: $35 AWIS members; 
$40 non-members. 
Register at http://www.brownpapertickets.com/event/1381603 

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

 
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.  
 
Objectives: 
•Describe the techniques and tools that contribute to persuasive communication  
•Understand how to get people to listen when you want to execute  

•Recognize common barriers to communicating effectively and identify ways to overcome 
them  
 
More information and to register, visit Brown Paper Tickets. This event is open to all 

women, men, scientists, and non-scientists. You do not need to be an AWIS member to 
attend. Breakfast and lunch provided.  
 
Speaker Bio 

Antoine de Morrée, PhD, is trained in communications at Stanford GSB and School of 
Medicine. He teaches effective communication at Stanford Leaders in Communication and 
facilitates interviewing workshops with the Stanford School of Medicine Career Center. By 
day he pursues research into the molecular mechanisms that enable adult stem cells to 

repair tissue damage. Arm yourself with persuasive communication techniques that will 
make you shine.  
 
***************************************************************** 

Bio2Device Group, Tuesday Evening, April 14, 2015 
 
Topic: “Novel therapies for HIV patients who have failed anti-retroviral therapies”  
Ramani Aiyer, Principal, Shasta Bioventures 
Date and Time: Tuesday, April 14, 2015, 6:00 pm  

This is also the 12th Anniversary of the B2DG!! 
Location: Wilson Sonsini Goodrich & Rosati, 650 Page Mill Road, Palo Alto CA 

http://www.brownpapertickets.com/event/1381603
http://www.brownpapertickets.com/event/1381603
http://www.brownpapertickets.com/event/1381603
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Cost:   
$6 - Students/In-transition - Members only who register before 12:01am on April 13 
$11 - Early-bird Registration - Members only who register before 12:01am on April 13y 
$20 - Non-Members and Members who register at 12:01am on April 13 

$25 - Walk-ins are accepted as space permits.  Only ash and checks will be accepted. 
Register at http://goo.gl/dOHCwz  
 
Topic Description 
Anti-retroviral therapies (ART) have revolutionized treatment options for HIV patients giving 

them a new lease of life from what used to be essentially a death warrant when found to be 
infected with HIV. Of the 2 million HIV-infected patients in US and EU, about 100,000 (5%) 
fail ART for a variety of reasons and will eventually succumb to the disease. This is a vast 
unmet need and the talk will focus on current approaches to meet this challenge. In 

particular, the talk will describe the efforts at TheraBiol Inc.(http://www.therabiol.com), a 
Bay area start-up founded in May 2012 by a core group of scientists, physicians and 
entrepreneurs with the support of the QB3 Incubator Program (www.qb3.org) at UCSF. The 
company is headed by Dr. Girish N. Vyas, Founder & CEO, who is Emeritus Professor at 

UCSF and a world authority on Virology and Transfusion Medicine. 
Speaker Bio 
Ramani A. Aiyer heads Shasta BioVentures, a Life Sciences R&D and Business Development 
consultancy offering strategic advisory and project management services. Currently, he 

serves part-time as Chief Scientific Officer of STAR Biotech, a start-up focused on discovery 
and development of novel therapies for Ewing’s Sarcoma. Ramani has a PhD in Biochemistry 
from Harvard, did post-doctoral research at Stanford and Dana-Farber Cancer Institute, and 
MBA from University of California, Berkeley. He has over 20 years’ experience in the bio-

pharmaceutical industry, with major roles in R&D strategic planning, mentoring scientists 
and leading project teams. Earlier, Ramani was Chief Scientific Officer at Actis Biologics 
(INDIA), a start-up bio-therapeutics company, and prior to that Senior Vice President, R&D 
Strategic Planning at Piramal Life Sciences (INDIA). Ramani’sother roles have included 
management consulting, and senior positions at Genentech, TransMed Biotech, LifeScan 

(acquired by Johnson & Johnson), and Sugen (acquired by Pharmacia/Pfizer. 

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

GGPF, Tuesday Evening, April 14, 2015 
         
Topic: "Anion Exchange Membranes for Electrochemical Energy Conversion and Storage" 
Speaker:  Prof. Andrew M. Herring, Dept. of Chemical & Biological Engineering, Colorado 

School of Mines, Golden, Co 
Date and Time: Tuesday evening, April 14, 2015, 6:00 pm 
6:00 PM  social hour 
7:00 PM  dinner 
8:00 PM  presentation 
Location: Michael's at Shoreline, 2960 N Shoreline Blvd, Mountain ViewCost: 
Employed/postdocs:  $30 early registration, $35 regular registration 
Unemployed/retired/students:  $15 early registration, $20 regular registration 
Free if you attend just the lectures at 8:00 PM (but please let us know for headcount) 
After deadline: 
Registration not guaranteed, so contact us 
Late fee applies if space available -- $40 regular/employed, $25 
unemployed/student/retired 

 
Deadlines for registration: 

http://goo.gl/dOHCwz
http://www.therabiol.com/
http://www.qb3.org/


 

4 

End of discounted advance registration:  Monday, April 6, 11:59PM 
End of regular (full-price) registration:  5:00 PM, Monday, April 13 
Register at www.GGPF.org<http://www.GGPF.org> 
 

 
Because we must pay the restaurant for the ordered meal, we must ask no-shows to pay for 
their reservation. 
However, penalty-free cancellations are allowed up until the deadline for reservations (5PM, 
Monday, April 13) 

 
PLEASE NOTE: 
We accept cash or checks at the door, but are unable to accept payment by credit card at 
the event. 

You may pay at the door. 
Checks may be made to "GGPF" 
 
Please register on the web page 

Or, if necessary, contact: 
                Albert Your 
          ayour@fibrogen.com<mailto:ayour@fibrogen.com> 
          650-273-2408 

You should receive confirmation of your registration; if not, please contact us again. 
 
 
Topic Description 

The potential of anion exchange membrane (AEM) fuel cells/electrolyzers and other devices 
to provide inexpensive compact power from a wider variety of fuels than is possible with a 
proton exchange membrane (PEM) fuel cell, has continued to drive the research interest in 
this area.  Alkaline catalysis in fuel cells has been demonstrated with non-precious metal 
catalysts, and with a variety of fuels beyond H2 and methanol.  Alkaline fuel cells (AFCs), 

based on aqueous solutions of KOH, have serious drawbacks associated with system 
complexity and carbonate formation. AEM fuel cells have a number of advantages over both 
PEM fuel cells and traditional AFCs; however, although anionic conductivity in AEMs can be 
comparable to PEMs the chemical stability of membrane attached cations in hydroxide is still 

not always sufficient for practical applications.  The real issue though, is water transport; 
water is both a product and a reactant in these systems, and wet cations are much more 
stable than dry.  So an understanding of water in these membranes is essential. 
 

Here we discuss water and anion transport in a series of thin mechanically robust state-of-
the-art experimental AEMs.  The membranes are generally constructed from an isoprene or 
ethylene block and a vinyl benzyl bromide block, either randomly or in di-, tri- or penta- 
block configurations.  Quaternization with various amines leads to functionalized AEMs.  We 

use electrochemical impedance spectroscopy to measure anion conductivity, multi-nuclear 
pulse field gradient spin echo NMR to measure self-diffusion, and broadband electric 
spectroscopy to measure the relaxation processes in these polymers.  This information is 
coupled with microscopy and SAXS to explore the polymer morphology.  Putting transport 

and morphology together allows us to describe a complete picture of water and anion 
transport in these systems. 
 
We have begun to build direct fueled AEM fuel cells and electrolyzers for hydrogen or 
ammonia production from these membranes and their related ionomers. A few examples of 

the AEMs practical uses in single cell devices will be discussed in this talk. 
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Speaker Bio 
Prof. Herring's interests are generally in materials or catalysis to enable renewable energy, 
energy efficiency, or energy storage.  He has been studying ion conduction for low and 
intermediate temperature fuel cells for the last 20 years.  Studies are on-going on 

understanding fundamental properties of fuel cell catalysts, ionomers, fuel cell 
characterization, and manufacturing for a future renewable energy economy.  The Herring 
group has extensive experience in the fabrication of inorganic/organic nano-composites and 
polymers for ion conduction and the development of novel new hybrid polymeric proton 
conducting systems that show superior proton conduction under relatively hot and dry 

conditions.  Prof. Herring is an expert in advanced techniques for the characterization of 
transport and morphology in these systems.  Extensive use is made of advanced NMR 
techniques to probe transport in a complementary manner to electrochemical 
measurements, and his group has developed in-situ techniques to probe polymer 

morphology/chemistry by SAXS using synchrotron radiation, and FTIR.   Currently, Dr 
Herring leads a MURI that is developing next generation anion exchange membranes and 
has complimentary projects in elecrocatalysis and membrane electrode assembly testing for 
both anion and proton exchange membrane fuel cells.  Smaller efforts are underway in 

photo catalysis for water splitting, and hydrocarbon conversion both for new heavy oil 
resources and for biomass. 
Andy Herring has a B.Sc. Hons in Chemistry and a Ph.D. in Inorganic Chemistry from the 
University of Leeds.  After postdoctoral appointments at Caltech and NREL he joined the 

Colorado School of Mines where he is now an Associate Professor of Chemical and Biological 
Engineering. 
 
**************************************************************** 

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  
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- 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 
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 
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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 
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 
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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. 

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

Topic: TBD plus 12th Anniversary of the B2DG  
Speaker: Ramani Aiyer, Principal, Shasta Bioventures 
Date and Time: Tuesday, April 14, 2015, 6:00 – 9:00 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  
 
Speaker Bio 
Accomplished executive leader with over 15 years experience in life sciences, primarily 

biopharma. Successful track record in both direct line management positions and consulting 
roles. Proven ability to lead negotiations and close complex, multimillion dollar agreements. 
Combines sound project management skills with strategic business insights and scientific 
acumen. A strong team leader as well as an effective individual contributor. Excellent 

analytical skills to evaluate product portfolios based on technical merit, competitive 
positioning and financial returns. Extensive international experience. Sought-after speaker 
in international conferences, earning high audience ratings. 
Specialties:▪ Business Development ▪ Negotiations ▪ Licensing ▪ Partnering ▪ Presentations ▪ 

Research & Development ▪ Drug Discovery ▪ Market Assessment ▪ Due Diligence ▪ Portfolio 
Strategy ▪ Forecasting & Valuation ▪ Team Leadership ▪ Project Management ▪ Staff 
Development ▪ 

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

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) 

http://www.bio2devicegroup.org/


 

9 

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

NCC-AWIS Annual Awards and Recognition Banquet, Monday Evening, April 20, 
2015 
 
Keynote Speaker: Ann Lee-Karlon, Ph.D. --SVP, Porfolio Management and Operations, 
Genentech Inc., Current president and chair of the board of directors AWIS  

Date and Time: Monday, April 20, 2015, 6:00 pm 
Early-bird registration: $40 until April 13; the $50 April 14-17. Register via 
http://awisbanquet2015.brownpapertickets.com/. No tickets available after April 17!  
Location: Dominic's of Oyster Point, 360 Oyster Point Blvd, South San Francisco, CA 94080 

Parking is available.  
For additional information check www.sfAWIS.com 
 
Event Description 

This annual event, hosted by NCC‐AWIS brings together 4 chapters to celebrate 3 
distinguished women scientists as well as scholarship recipients.  
 
The 2015 Judith Pool Award to Susanne Lindgren Ph.D., CSUS 

The 2015 Ellen Weaver Award to Christina Smolke, Ph.D., Stanford  
The 2015 Sherrie Wilkins Award to Jennifer Saltzman, Ph.D., Stanford  
 
All professionals and students in the sciences are welcome.  
 
********************************************************** 
 
Bio2Device Group, Tuesday Morning, April 21, 2015 
 

Topic: “Natural Products as New Cancer Drugs“ 
Speaker: Saira Bates, Co-founder & CEO, Escend Pharmaceuticals, Inc.  

http://www.sfawis.com/
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Date and Time: Tuesday, April 21, 2015, 8:30 – 10:30 am 
Location: Sunnyvale City Council Chambers, 456 West Olive Ave., Sunnyvale, CA  
No registration or fees required for morning meetings 
 

Topic Description 
Natural products have played an important role as sources of new cancer drugs over the 
last 
few decades. The talk will discuss natural products in the context of drug discovery and 
development process with an introduction to Escend Pharmaceuticals lead program in 

chronic 
myeloid leukemia. 
 
Speaker Bio 

Ms. Bates has over 20 years of life sciences experience. She started my career at Fox Chase 
Cancer Center utilizing NMR to study metabolites in normal and malignant tissues. She 
subsequently moved to the pharmaceutical industry where she gained experience in 
pharmaceutical drug development, drug delivery and formulation strategies for cancer 

therapeutics. Her business development experience has been in the CRO industry serving in 
senior sales and marketing roles. Saira has provided preclinical support for several oncology 
projects, two of which are now FDA approved drugs. Saira has a BS in Biochemistry from 
Stony Brook University and MBA from Pepperdine University. 

************************************************************** 
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, 
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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.  
******************************************************************* 

WIB, Thursday Evening, April 23, 2015 
 
Topic: “Careers in the Life Sciences and Transitioning from Academia to Industry”  
Speaker: Toby Freedman,  

Date and Time: Thursday, April 23, 2015.6:00 p.m. – 8:00 p.m. PST 
Location: UCSF Mission Bay Campus, Genentech Hall Room N-114, 600 16th Street, San 
Francisco, CA 94158 
Cost: Member - $5; Non-Member - $35 

Register at http://www.womeninbio.org/eventdetails.aspx?EventId=24311 
 
 
Topic Description 
There are hundreds of careers in the life sciences--how do you decide which is the best 

match for your personality, interests, and goals? Join us to hear Toby Freedman discuss the 
findings in her book, Career Opportunities in Biotechnology and Drug Development, which is 
based on interviews with over 200 industry executives. (A copy of the book will be raffled at 
the event!) The large number of possible careers in the life sciences can be overwhelming 

for one to consider, but Toby will help break it down. She will provide a high level overview, 
ranging from careers in venture capital to discovery research, and discuss how these 
careers differ in work/life balance and other factors. Toby will also talk about steps that you 
can take while in academia to help you make the transition to a rewarding career in life 

sciences industry. 
 
Speaker Bio 
Toby Freedman is an author and Founder/President of Synapsis Search. A scientist by 

training, she transitioned into business as a recruiter, writer, and entrepreneur. Her book 
Career Opportunities in Biotechnology and Drug Development was published by Cold Spring 
Harbor Laboratory Press and provides a comprehensive overview of the many careers in the 
life sciences industry. Her book covers over 20 vocational areas ranging from venture 

capital to marketing to discovery research. 
Toby founded her own recruiting firm, Synapsis Search, which is focused on life science R&D 
and business placements. Previously she worked at BioQuest, an executive retained 
recruiting firm, and before that was Director of Business Development at SLIL Biomedical, a 
drug discovery company developing therapeutics for cancer and other diseases. 

Toby earned a Ph.D. in molecular biology/biology from UNC Chapel Hill, a B.S. from the 
University of California, and as an NIH Fellow, conducted postdoctoral research at Harvard 

http://pmi-sfbac.us4.list-manage1.com/track/click?u=b3b088879c99cb5779bf453b2&id=2f45f7d942&e=aeeb2dc70d
http://womeninbio.org/media/98551/Freedman-Bio.pdf
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University and at the University of Texas-Austin. She is the Program Chair for the 
BioScience Forum, a non-profit educational forum serving the San Francisco Bay Area 
biotechnology community. Toby is also one of the co-leaders of the WIB MAPS program. 
************************************************************************************************************* 

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 
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 

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

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

http://www.bvsweb.com/php/register.php?ShNbr=2979
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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 

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.    
 

http://www.bvsweb.com/SFLE.2015-04-29.Flyer.pdf
mailto:brittany.connors@nih.gov?subject=Application_to_meet_one-on-one_with_NCI_at_JLABS_Bay_Area
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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 

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 



 

16 

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 
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 

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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    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’ 
********************************************************************** 

TiECON 2015, Friday-Saturday, May 15-16, 2015 
 
Conference Topic: “Disruptive Entrepeurship” 
Location: Santa Clara Convention Center, Santa Clara, CA 
Learn more about healthcare track and registration costs at http://tiecon.org/healthcare 

Special registration code—Outreach-27 
 
Health Tech Track 
In this track, we will explore what made Health Tech one of the hottest areas to invest in 

through discussions of the 3Ds: Data, Diagnostics and Digital Devices. As cutting-edge tools 
are informing better medical diagnoses and Wearables are becoming natural extensions of 
the human body, we’ve only begun to scratch the surface on how analytics and big data will 
transform the way we approach health.  

Come hear the latest on Health Tech from industry experts, see promising startups that are 
already making waves in Health Tech, understand where the opportunities are, and the 
meet people interested in entering and growing the field.  
 

(Note: This appears to be very large conference with no special description other than there 
will be a lot of entrepreneurs there. It appears the healthcare track is only on Saturday from 
perusal of website at http://tiecon.org/healthcare. You need to spend some time on website 
to determine what plan and days to attend.) 

 
******************************************************************** 
JLABS, Wednesday Mid Day, May 27, 2015 
 
Topic: “Out of the Lab and into the Newsroom” 

Speakers: (List in formation)  
Michael Fitzhugh | Staff Writer, BioWorld Today read bio»  
Stephanie Lee | Senior Technology Reporter, Buzzfeed read bio»  
Susan Schaeffer | Editor, BioCentury read bio»  

Carin Canale-Theakston | President and Founder, Canale Communications Inc.   
Date and Time: Wednesday, May 27, 2015 from 11:30 AM to 1:30 PM (PDT) 
Agenda:  
11:30am | Registration, Networking and Lunch  

12:00pm | Panel Discussion 
12:30pm | Hands on Workshop  
1:30pm | Close  
Location: Johnson & Johnson Innovation, JLABS, 329 Oyster Point Blvd.,3rd Floor, South 

San Francisco, CA  
Fees:  
$35 | General Public 
$20 | Student/Academic 

$45 | At the door  
Register at http://www.eventbrite.com/e/out-of-the-lab-and-into-the-newsroom-tickets-
16335121789?aff=b2d 
 
Program Overview:  

You've got your cutting-edge technology, you've raised money, and your company is 
making some great headway on the R&D front. You're ready to bring your company out of 

http://tiecon.org/healthcare
http://tiecon.org/healthcare
http://www.eventbrite.com/e/out-of-the-lab-and-into-the-newsroom-tickets-16335121789?aff=b2d#s1
http://www.eventbrite.com/e/out-of-the-lab-and-into-the-newsroom-tickets-16335121789?aff=b2d#s2
http://www.eventbrite.com/e/out-of-the-lab-and-into-the-newsroom-tickets-16335121789?aff=b2d#s3
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stealth mode and into the limelight, but you don't know how. In this three-part workshop 
event, we'll explore how to take your story out of the laboratory and into the headlines:  

 First, a panel of industry reporters will provide insight into how they like to be 
pitched, what makes something "newsworthy" and what they are looking for to include in 

coverage. 
 Second, in a working session, seasoned communications professionals will help you 

craft your story using a framework that works well for telling life science stories that 
resonate with multiple audiences. 

 Finally you'll have a chance to pitch the reporters in attendance who will each select 

one company that will be the subject of a one-on-one backgrounder interview at a later 
date. 
 
Key topics will include: 

 What makes a story "newsworthy" 
 What's the best way to pitch a reporter 
 How to translate complex science into a story others can understand 
 Tips for your interview 

 
The workshop will be led by life science communication expert, Carin Canale-Theakston, 
president and founder of Canale Communications.  
 

 
 
Speaker Bios  
 

Michael Fitzhugh | Staff Writer, BioWorld Today  
Michael Fitzhugh joined the BioWorld team as a staff writer in 2014. He has contributed to 
and edited several in-depth annual reports about health care's ever changing landscape as 
an editor in Burrill & Co.'s San Francisco-based media group while reporting about 
biopharma's unfolding story. Prior to that, he covered biotechnology and high tech 

companies for American City Business Journals. He received his MJ from the University of 
California at Berkeley's Graduate School of Journalism and holds a BA from the University of 
Michigan. When unplugged from reporting, he enjoys spending time with his young children 
and playing fiddle in Berkeley, Calif.  

 
 
Stephanie Lee | Senior Technology Reporter, Buzzfeed  
Stephanie M. Lee writes about the technology side of science and health for BuzzFeed News. 

She examines how technology is changing health care, wearable devices, medicine, 
genetics, biological research, agriculture and more. She was previously a health and 
business reporter for the San Francisco Chronicle, and in 2013, she traveled to India to 
report on surrogacy. She is based in San Francisco.  

Connect with Stephanie:    
 
Susan Schaeffer | Editor, BioCentury  
 

******************************************************* 
PBSS Workshop, Thursday Afternoon, May 28, 2015 
 
 
Topic: “Preclinical Development & IND/CTA Filing: DMPK, Safety, CMC, Clinical Plans & Regulatory 
Issues” 
Speakers: Tracy Chen, Bert Ho, Kathleen Meyer, Peter Staehr 

http://www.linkedin.com/in/stephmlee/en
https://twitter.com/stephaniemlee
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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 
 
Topic Description 
 
Investigational new drug (IND) application is an important milestone that marks the entry of a molecule 
into clinical development. Knowing the objectives, expectations, and processes of assembling and filing 
an IND is the key to not only a successful filing but also a promising clinical development path forward. 
Often, there are cases where too many nice-to-have studies crowd in the package but critical 
studies/issues are not addressed, and this can lead to significant delays in clinical development.  
Additionally, the regulatory environment is changing as rapidly as the industry. Therefore, keeping up to 
date on the regulatory requirements and the industry’s best practices in different aspects including non-
clinical safety, PK, CMC, and clinical plan is paramount.  
 
In this workshop, our speakers highly experienced with IND filings will discuss systemically the preclinical 
studies required for small molecule IND filings and the nuts, bolts, and best practices for putting together 
a high-quality IND package, as well as how to interact with various regulatory agencies. Below are the 
topics to be covered: 
 
    Overview of preclinical development and IND/CTA filing 
    Preclinical studies required for IND filing: Safety, DMPK & CMC 
    Clinical Development plans 
    Interfacing with regulatory agencies including FDA 
*************************************************************************** 

JLABS, Wednesday MidDay, June 10, 2015 
 

Topic: “How To… Set a Regulatory Roadmap” 
Speaker: Kathleen H. Gibbon, Director, Global Regulatory Affairs, Janssen Research & 
Development, LLC 
Date and Time: Wednesday, June 10, 2015, 11:30 am to 1:00 pm (PDT) 

11:30am | Registration, Networking and Lunch  
12:00pm | Presentation  
12:30pm | Q&A  
1:00pm | Close  

Location: Johnson & Johnson Innovation, JLABS, 329 Oyster Point Blvd – 3rd Floor 
South San Francisco, CA 
Fees:  

$35 General Public 

$20 Student/Academic 
$45 Onsite 

Details and registration available at http://www.eventbrite.com/e/how-to-set-a-regulatory-
roadmap-tickets-15871823050?aff=b2d 
 

 
 Ticket Information 

Ticket Type  Sales End Price  Fee Quantity 
General Public  Jun 9, 2015  $35.00  $2.92  Ticket Quantity Select  

Student/Academic  Jun 9, 2015  $20.00  $2.09  Ticket Quantity Select  
Volunteer   more info  
Jun 3, 2015  Free  $0.00  Sold Out  
Media/Press   more info  

Jun 9, 2015  Free  $0.00  Ticket Quantity Select  
 

http://pbss.org/aspx/homeSF.aspx
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Who's Going 
Connect to see which of your Facebook friends are going to How To… Set a Regulatory 
Roadmap.  
Connect with Facebook  

Share How To… Set a Regulatory Roadmap 
Email Share Tweet  
Event Details  
 

Program Overview:  

Second to funding, navigating the regulatory process can be the most challenging aspect of 
running your start-up. This session will help you pinpoint the information you need to 
develop a regulatory roadmap, and then hit the ground running. You will learn what 
healthcare startups need to know about regulatory affairs and how to locate the 

information. This "how to" workshop is geared towards pharmaceutical, biotech, and 
medical device start-ups.  
 
Key topics will include:  

Common regulatory questions and challenges in early development  
Publicly available info  
Evaluating consultants  
Hiring your first Regulatory FTE  

 
The workshop will feature Kathleen Gibbon, Director of Global Regulatory Affairs with 
Janssen Research & Development. Kathleen has over 20 years of industry experience and 
has held leadership positions at companies ranging from start-up biotechnology 

organizations to Fortune 500 healthcare corporations.  
 
The "How to... Workshop" series is dedicated to giving you the keys to a successful 
business, from creation to exit. As with all our events, the "How to... Workshop" is 
interactive and informal so bring your questions with you!  

 
Speaker Bio  
Kathleen Gibbon is a Director of Global Regulatory Affairs at Janssen Research & 
Development, (a division of Johnson & Johnson), a position she has held since 2008. She 

has over 20 years of industry experience - 16 of those in Regulatory Affairs. Kathleen has 
held leadership positions at companies ranging from start-up biotechnology organizations to 
Fortune 500 healthcare corporations. She has contributed to the development of 
investigational and marketed drugs, vaccines, and medical devices. Her particular expertise 

is in the early development of small molecule compounds. Kathleen obtained her Bachelor’s 
degree in Physiology from U.C. Berkeley.  
 
Have questions about How To… Set a Regulatory Roadmap? Contact JLABS Bay Area  
************************************************************************************************************ 
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  

http://www.eventbrite.com/e/how-to-set-a-regulatory-roadmap-tickets-15871823050?aff=b2d#lightbox_contact
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$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. 
 
 


