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  Audrey’s Life Science Meeting Picks for Sept. 28 – Nov. 2014 
Complimentary Service of AudreysNetwork.com 

Sept. 28, 2014 
 

*********************************************************** 
BioCentury This Week, See new program Webcast Starting Sunday, Sept. 28, 2014, 

www.biocenturytv.com, Available anytime starting at 9:00 a.m. EDT 

 
Date: Original broadcast Sunday, Starts Sept. 28, 2014 

Topic: “Kids, Cancer and Congress: Plus Profiles in Innovations the Hedgehog Pathway” 
Speakers: Rep. Michael McCaul (R-Texas), Founder and Co-Chair, Congressional Childhood 

Cancer Caucus; Rep. Chris Van Hollen (D-Md.), Co-Chair, Congressional Childhood Cancer 
Caucus; Nancy Goodman, Founder and Executive Director, Kids v Cancer;  Dr. Frederic de 

Sauvage, Vice President of Molecular Oncology, Genentech Inc. 
 

Topic Description 
Cancer is the top disease-related killer of American children, but there is a dearth of both 

R&D and treatments for pediatric cancer. Fresh off the Congressional Childhood Cancer 
Caucus, BioCentury This Week television explores ways of putting pediatric cancer onto 

crowded R&D agendas. 
Plus, our Profiles In Innovation segment looks at how the discovery of the hedgehog 

pathway led to a treatment for advanced skin cancer. 
****************************************************** 

 

24th Annual PSA: The Pharmaceutical Strategy Conference, Sept. 29-Oct. 1, 2014 
 

Topic: “Pharma's Strategies for Success In A Value Driven  

World: Rewarding Risk & Innovation” 
Date and Time: Sept. 29-Oct. 1, 2014 

Location: Millennium Broadway Hotel in New York City 
Cost: $1,995  

Details and registration at http://www.iirusa.com/pharmastrategic/home.xml 
 

Conference Description 
Scientific innovation in biopharma is unsurpassed and new product flow is at a near-term 

peak. The worst of the patent cliff is over, throwing industry a lifeline. But CAGRs are worse 

than ever. Pharma is undergoing a revolution as it fights for margin as never before, under 
pressure from payers, uncertainty around R&D productivity, decreased government funding 

for research, and new kinds of competitors. What exactly is a successful pharma company in 
an increasingly value-driven world? 

Join us for the 24th Annual PSA: The Pharmaceutical Strategy Conference being held 
September 29-October 1, 2014 at the Millennium Broadway Hotel in New York City. PSA is 

the only conference of its kind to gather in one place the industry's top thinkers to explain 
solutions to the fundamental challenges facing biotech and pharma today. 

2014 Agenda Topics Include: 

 Early Stage And Pre-Competitive Deals: Accelerating Development in Key Complex 
Disease Areas  

 Refocusing Big Pharma R&D: Perspectives from Top R&D Leaders  
 KEYNOTE FIRESIDE CHAT with Celgene's CEO-- The Importance of Understanding 

the Value of Medical Innovation for Patients, Healthcare and the Economy  

http://www.biocenturytv.com/
http://click.pharmamedtechbi.net/?qs=7143920d07620feaabf1e28c5fb244cf0a5e4c2e7854a85ba1d03bd9f6dd6545


 

2 

 Big Data: Where Payers and Pharma Are Finding Common Ground  

 Dealmaking in an Era of Combination Therapies  
 Emerging Markets: How Geographic Expansion Adds Growth for Biopharma  

 Investors' Take On Winners And Losers In 2015  
 The Evolution of Biosimilar Development and Commercialization: What's the Latest 

Perspective?  
 Commercial Panel: Building a Global Franchise from Scratch  

 MARKET ACCESS: Tapping Pharma's Value In A Changing Reimbursement 
Landscape: Implications for Corporate Strategy  

 New Leaders in Business Development: Interviews with the New Perspectives  

 Transformative Consolidation for Specialty Pharma: What is The Game Plan?  
 Strategic Portfolio Decision-Making to Drive R&D Innovation  

Why do so many pharma companies send their leadership teams to PSA? 
PSA offers case studies about today's top biopharma issues from CEOs, Senior R&D and 

Senior Business Development executives. Not only will they share lessons learned, and 
practical advice for sealing a deal, but these key opinion leaders will debate the issues that 

are top of mind -- from enhancing R&D productivity to doing more with less in Business 
Development. 

 

*********************************************************************** 
Bio2Device Group, Tuesday Morning, Sept. 30, 2014 

 
Topic: “Rocket Science Meets Biotech At The Frontier of Digital Health” 

Speaker:  Chris Melton, CEO & Founder, Corvectra  
Date and Time: Sept. 30, 2014, 8:30 am 

Location: Sunnyvale City Council Chambers, 456 West Olive Ave., Sunnyvale, CA  
Cost: Free 

There is no requirement to register for morning meetings. 

 
Topic Description 

To new entrepreneurs, the prospect of finding a unique solution to a problem worth solving 
and customers willing to pay is a dilemma that defines the soul of a startup. This is 

especially true in healthcare, as corporate giants with vast budgets seem to have already 
introduced solutions to every problem imaginable. The entrepreneur's struggle to plant a 

unique flag on the competitive landscape can therefore seem daunting. However, the 
inspiration to find new problems and solutions can sometimes emerge through seemingly 

unrelated fields. This presentation will explore how just such a process led Corvectra outside 

of its comfort zone to take part in the future of digital health. 
 

Speaker Bio 
Chris Melton is an astronautical engineer and pilot with 15+ years spanning optics, space 

science, and software engineering. He spent the last eight years at Stanford's SLAC National 
Accelerator Laboratory as a systems engineer for laser and particle accelerator systems. As 

the Founder and CEO of Corvectra, he leads a team of dreamers and builders who seek to 
solve problems in healthcare and aerospace. Recent opportunities in Denver's booming 

biotech industry have allowed Chris to expand to Colorado, where he is working with an 

accelerator to guide Corvectra in creating innovation in emergency medicine. 

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

HBA, Tuesday Evening, Sept. 30, 2014 
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Event: “Healthcare Networking Social in Palo Alto” 

Date and Time: Tue, Sep 30, 2014, 5:30 PM - 8:00 PM 

Agenda 

5:30 PM - 6:00 PM     Registration/arrivals 

6:15 PM - 6:30 PM     Welcome/introductory remarks 

6:30 PM - 7:45 PM     Networking/reception with wine and appetizers 

7:45 PM - 8:00 PM     Closing and evaluation/feedback/adjorn 

Location: Cooley, LLP, 3175 Hanover Street, Palo Alto, CA 94304 

Cost: Member rate:$40 until September, 23 2014;$45 after September, 23 2014; 

Nonmember rate:$50 until September, 23 2014, $55 after September, 23 2014; 

Student rate:$35 until September, 23 2014, $40 after September, 23 2014 

Registration information 

Event is open to: HBA members and nonmembers 
Online Registration deadline: 9/28/2014 

Onsite (walk-in) registration: Is allowed 

Event Description 
Join the HBA San Francisco chapter for the annual Cooley networking event open to all bay 

area healthcare professionals. 

The San Francisco chapter of the HBA (Healthcare Businesswomen’s Association) cordially 
invites all bay area healthcare professionals to join us in a special evening of networking at 

the beautiful Cooley campus. You will not want to miss HBA's fall cocktail event, where you 

will enjoy drinks, hors d'oeuvres, and prime networking after work at Cooley's beautiful 
campus gardens in warm, sunny Palo Alto. Learn about the programs the HBA is offering 

this season from professional growth, organizational development, and industry trends. 
 

Appetizers and wine are included. 
 

Learning objectives 
1. Learn more about the HBA's mission and future activities 

2. Enjoy an evening of after work drinks and socializing 
 

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

AAAS, Wednesday Morning, Oct. 1, 2014 
 

Webinar Topic: “Culturing Human Cells: Optimizing Growth Conditions for Immunotherapy” 
Participants:Laurence J. N. Cooper, M.D., Ph.D.MD Anderson Cancer Center, Houston, TX; 

Michelle Janas, Ph.D., GE Healthcare, Cardiff, Wales 
Date and Time: Wednesday, Oct. 1, 2014, 9:00 am PT 

Duration: 1 hour 
Location: webinar- must pre-register  

For more information and complimentary registration visit: webinar.sciencemag.org 

Questions? E-mail: webinar@aaas.org. 
 

Webinar Description 
Growing human cells in culture for research is one thing, but the isolation and culture of 

high-quality cells that will be re-injected back into the donor is quite another. Manipulation 
and expansion of cells in a clinical setting carries its own unique requirements and 

mailto:webinar@aaas.org
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complications. Growth and survival needs to be optimized and quality control is paramount. 

Often only a single opportunity for successful treatment is possible, so chances of success 
need to be maximized in all respects, including high-yield isolation of good quality cells from 

patients, cell culture conditions, cell characterization, and reperfusion back into patients. 
During this webinar, we will broadly examine the process of immunotherapy as well as 

examine in more detail some of the most critical steps along the pathway to generating a 
therapeutic dose of modified cells. 

During the webinar, the speakers will: 
• Highlight how immunotherapy is currently being applied in the clinic and those factors 

important to generating high-quality cells 

• Discuss the importance of perfusion to achieving high cell yield and its effect on cell 
markers and characteristics 

• Focus on optimization of culture conditions when generating cells for reperfusion into 
patients 

• Answer your questions live during the webinar! 

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

Medtech Frontiers, Thursday Evening, Oct. 2, 2014 

 
Event: “ Parallel Computing Using Graphics Cards for Medical Imaging Applications” 

Speakers: Dr. Tobias Funk, Triple Ring and Oleg Konings 
Date and Time: Tuesday, Oct. 2, 2014, 6-9 pm 

Location: Triple Ring Technologies, 39655 Eureka Dr., Newark, CA 
Cost: The seminar is free, but registration is required for planning purposes. There may be 

a small number of walk-in spots available. 
Register at 

https://events.r20.constantcontact.com/register/eventReg?oeidk=a07e9vsbso51f938d64&o

seq=&c=&ch= 
 

Event Description  
Medical imaging and medical devices are putting an increasing demand on the processing 

capabilities of computers. In particular, there has been a sustained increase in both the size 
of datasets and the complexity of the algorithms applied to these datasets. In addition, 

many of these applications are intended to run very fast and often in real-time; 
computational speed is of critical importance. Parallel computing using graphics processing 

units (GPUs) has emerged as a leading technique to address these diametrical demands. In 

this presentation, we give an overview on how GPU architectures and GPU programming are 
used to improve the computational speed in common medical imaging applications. 

Specifically, we will focus on image reconstruction and how GPUs are being used in a high 
throughput real-time tomosynthesis reconstruction engine.  

 
Speaker Bios 

Dr. Tobias Funk has years of experience in the development of instrumentation for science 
and medicine. Prior to joining Triple Ring, he worked as a researcher at Lawrence Berkeley 

National Laboratory and in the Department of Radiology at the University of California, San 

Francisco. Tobias is an experimental solid state physicist by training and has focused on 
utilization of ionizing radiation throughout his career. He developed synchrotron 

instrumentation for spectroscopy on proteins and ultra-low temperature equipment for 
nuclear solid state physics. More recently, he worked on SPECT imaging and developed a 

dedicated cardiac SPECT system that was successfully brought to market. At Triple Ring, 
Tobias focuses on dose reduction in X-ray systems. His current research is funded by a 

https://events.r20.constantcontact.com/register/eventReg?oeidk=a07e9vsbso51f938d64&oseq=&c=&ch
https://events.r20.constantcontact.com/register/eventReg?oeidk=a07e9vsbso51f938d64&oseq=&c=&ch
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Phase II SBIR grant to develop a large field of view inverse geometry fluoroscopy system; 

previous efforts have been grant and partner funded.  
 

Tobias received his MS and Ph.D. from Freie Universitat Berlin, Germany. He has authored 
over 20 peer-reviewed publications and has over 10 granted and pending patents. He is a 

reviewer, an associate editor, and member of the editorial board for various peer-reviewed 
journals and serves on the Board of Directors of a non-profit organization. 

   
Oleg Konings has a range of experience designing and optimizing high-performance 

algorithms.  His particular specialty is GPU Computing and he has worked on multiple novel 

medical and financial applications. One such notable example was the high-profile joint 
UCSF/UCSD project entitled the "Glass Brain" which was an anatomically-realistic 3D brain 

visualization depicting real-time source-localized activity from EEG signals. He spoke on the 
topic of GPU accelerated convex optimization at the 2014 NVIDIA GTC Conference, and 

continues to be very involved in the GPU computing community. 
  

Oleg was one of the first to convert many serial graph and combinatorial algorithms into 
hybrid CPU/GPU parallel implementations (with speed increases of up to 500x). Examples of 

his work can be viewed at: https://github.com/OlegKonings?tab=repositories 

  
 

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

Stanford Mechanical Engineering, Thursday Mid Day, Oct. 2, 2014 
 

Event: “Sarcomere level function in human heart failure” 
Speaker: Ken Campbell, University of Kentucky 

Date and Time: Thursday, Oct. 2, 2014, 12:00 to 1:00 pm 
Small lunch will be served at 12:00 PM. 

Location: Clark Center Seminar Room S360, James H. Clark Center 318 Campus Drive 
West, Stanford, CA 94305 

 

Topic Description 
The Campbell Muscle Lab at the University of Kentucky seeks sarcomere level therapies for 

human heart failure. The lab’s research integrates biophysical, biochemical, and 
computational techniques and is performed in close collaboration with cardiothoracic 

surgeons and cardiologists. In this seminar, Ken Campbell will present data showing that 
healthy human hearts exhibit transmural variation in contractile function (power output, 

force development, and calcium sensitivity) and that heart failure disrupts the normal 
transmural patterns. He will also show new data demonstrating that cardiac relaxation is 

modulated by the myocardial strain rate at end systole. This result suggests that it may be 

possible to improve diastolic dysfunction by targeting myofilament kinetics and/or by 
modifying tissue strain rates. 

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

Chinese Bioscience Association, Saturday, Oct. 4, 2014 

Conference: “New Waves in the Biotech Industry: The 17th Annual Chinese Bioscience 

Association Conference” 
Confirmed Speakers: 
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Dr. Frank McCormick, Professor, UCSF, Founder of Onyx 

Dr. Joseph Wu, Professor, Stanford University, Founder of Stem Cell Theranostics 
Dr. Jo Shen, Co-founder & former CEO, ScinoPharm 

Mr. Stephen T. Isaacs, Chairman and CEO, Aduro BioTech 
Dr. Joan Lau, Founder and Managing Partner of Militia Hill Ventures 

Dr. Chandler Robinson, CEO, Tactic Pharma 
Dr. Christopher Bunker, VP Business Dev., Advanced Cell Diagnostics 

Dr. Gabriel Chao, RD Director, iXensor 
Dr. Yiyou Chen, CEO NewMab Bioscience Inc. 

Mr. Zander Strange, VP Strategy and Corp. Dev., Zosano Pharma 

Dr. Maninder Hora, SVP, Pharma. Dev. & Manuf., Nektar Therapeutics  
Date and Time: Saturday, October 4, 2014, 9:30 am ~ 5:00 pm,  

Check-in:     9:30am – 10am 
Sessions:      10am – 5pm 

 
 
 

New Waves in the Biotech Industry 
The 17th Annual Conference of Chinese Bioscience Association 

October 4, 2014, Crowne Plaza, Foster City, CA  

 
Conference Agenda  

 

9:00 – 9:30 am   Registration, Networking & Exhibitions 
 
9:30 – 9:35 am  Welcome and Opening Remarks by Dr. Michelle Chen, President 
9:35 – 9:40 am  Conference Introduction by Dr. Patty Kiang, Conference Chair 
  
Session I   Entrepreneurship (Moderator: Dr. Michelle Chen) 
 9:40 – 10:20 am Targeted cancer therapy: successes and failures at ONYX 
Pharmaceuticals (Keynote Speech) 

Dr. Frank McCormick, Professor, UCSF, Founder of Onyx  
10:20 – 10:50 am  The Three Certainties: Death, Taxes and Change  

Mr. Stephen Isaacs, Chairman and CEO, Aduro BioTech   
10:50 – 11:20 am From Undergraduate Researcher to CEO: The Tactic Pharma Story 
   Dr. Chandler Robinson, CEO, Tactic Pharma 
11:20 – 11:50 am Venture Development and Venture Creation - A new take on “East meets 
West” 

Dr. Joan Lau, Founder and Managing Partner of Militia Hill Ventures 
 

11:50 am– 12:20 pm  Networking & Exhibitions  
Lunch Session (Moderator: Dr. Patty Kiang) 

12:20 – 12:30 pm  Ho Family Scholarship Award (Mr. Caesar Ho) 
12:30 – 1:00 pm From San Francisco to Taiwan & China- A Journey of Commitment 

Dr. Jo Shen, Co-Founder & former CEO, ScinoPharm  
  
Session II   Stem Cells/Regulatory/Drug Delivery (Moderator: Dr. Lin Sun-Hoffman) 
1:00 – 1:30 pm iPSCs for Cardiac Drug Discovery and Disease Mechanism  
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Dr. Joseph Wu, Professor, Standard University, Founder of Stem Cell 
Theranostics 

1:30 – 2:00 pm  Stem Cell Therapy: A Regulatory Perspective  
Mr. Scott Cunningham, Partner, Covington & Burling, LLP  

2:00 – 2:30 pm  Nektar’s Pipeline and Technologies  
Dr. Maninder Hora, VP Pharm Dev. & Manufacturing Operations,    
NektarTherapeutics 

2:30 – 3:00 pm  Better Therapeutics Through Innovative Delivery 
Mr. Zander Strange, VP Strategy and Corp. Dev., Zosano Pharma 
 

3:00 – 3:30 pm  Networking & Exhibitions 
  
Session III  Diagnostics/Digital Health (Moderator: Dr. Sydney Chen) 
3:30 – 4:00 pm Advanced Cell Diagnostics, Inc. – Developing breakthrough technologies 

for precision molecular diagnostics to enable more effective cancer 
treatment with targeted therapeutics 
Dr. Christopher Bunker, VP Business Dev., Advanced Cell Diagnostics  

4:00 – 4:30 pm Mobile Health: Rising tide in healthcare industry 
Dr. Gabriel Chao, BD Director, iXensor 

4:30 – 5:00 pm The Percans Story 
Dr. Yiyou Chen, CEO, Percans Oncology 

5:00 pm   Closing Remarks by Dr. Patty Kiang, Conference Chair 
 

 
Location:    Crowne Plaza Hotel 

   1221 Chess Drive, Foster City, CA 

Fee: Early Online Registraton Discount: Members, Post-docs/Students: $10; 
Non-members: $30 by Sept 30th, 2014. 

Regular Online Registration: Members, Post-docs/Students: $20; Non-
members: $40 after Sept. 30th. 

Lunch, coffee and tea are included. Free parking. 

Onsite Registration: Members, Post-docs/Students: $25; Non-members: $45. Cash or check 
only. Lunch, coffee and tea are included. Free parking. 

Registration:    See further details at www.cbasf.org 

 
 

Conference Description 

The 17th annual Chinese Bioscience Association conference invites distinguished speakers 
and leaders from academia and industry to provide up-to-date knowledge in the fast-paced 

and changing biotech environment. This exciting event brings together scientists, 
entrepreneurs, innovators and business people to share and discuss with the local life 

science communities. As proven in our prior annual conferences it will be an excellent 
educational and networking opportunity for all, whether you are with a university, work in 

the biotech/biopharma industries, or just curious about health care.   
 

Theme:    New Waves in the Biotech Industry 

 Entrepreneurship 
 Stem cells/IP/Regulatory 

 Diagnostics/Drug Delivery/Digital Health 
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Please check the CBA website for updates: www.cbasf.org 
Contacts: Dr. Patty Kiang, Annual Conference Chair, pattykiang1@yahoo.com 

                  Dr. Michelle Chen, President of CBA, michelle.chen.mc1@gmail.com  
 

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

Bio2Device Group, Tuesday Morning, Oct. 7, 2014 
 

Topic: “Economic Benefit of Advanced Hemodynamic Monitoring in three key areas, ER-

Trauma, Anesthesia, & Critical Care” 
Speaker: Barbara Byers, RN, Hemodynamic Sales Specialist, Cheetah Medical Inc.  

 Date and Time: Tuesday, Oct. 7, 2014 
  

Location: Sunnyvale City Council Chambers, 456 West Olive Ave., Sunnyvale, CA  
Cost: Free 

No registration required for morning meetings. 
 

Topic Description 

The Power of Hemodynamic Monitoring - demonstrated by using a BIA- Budget Impact 
Analysis Tool, created in collaboration with Duke University Hospitals Director of Quality, Dr. 

Thomas Hopkins. The model design uses a customizable conservative approach using 
validated peer review research data published in Trauma, Anesthesia and Critical Care. 

Implementing accurate fluid management targeted to each individual patient (EGDT – Early 
Goal Directed Therapy) results in significant reductions in Hospital LOS – Length of Stay, 

Morbidity and Mortality rates. 
Goal: “Helping providers to quantify the economic impact of their efforts to improve 

healthcare via advanced hemodynamic monitoring.” 

 
Speaker Bio 

Barbara Byers spent the past 24 years in the healthcare industry with a strong passion for 
game changing technology that can save lives, add measurable value and improve the 

quality of care clinicians can provide at the bedside. She has a clinical background as a 
Pediatric Critical Care Nurse for ten years, since 2001, and worked for large medical 

companies –BBraun Medical as a Clinical Outcomes Educator supporting numerous products 
providing patient protection from adverse events; CareFusion-Alaris as a Systems Sales 

Specialist, selling a wireless bedside Infusion Platform (IV 

pumps/PCA/ETC02/SpO2/Pediatric Syringe Modules) with robust safety software to help 
prevent IV related medication errors at the bedside and to support hospital compliance 

protocol initiatives; for the past year she has been working for Cheetah Medical as a 
Hemodynamic Sales Specialist, promoting non-invasive monitoring, technology is called 

Bioreactance which is able to accurately assess hemodynamically challenged patients fluid 
responsiveness by measuring directional changes in cardiac stroke volume to optimally 

resuscitate and improve outcomes. 
 

 

************************************************************************ 
EPPIC, Tuesday Evening, Oct. 7, 2014 

 
Topic: “Digital Health Trailblazers” 

Speakers: Michelle Longmire, Founder, Medable and Anoo Nathan, Founder and CEO, Smart 
Monitor  

Date and Time: Tuesday, Oct. 7, 2014, 6:30 – 9:00 pm 

http://www.cbasf.org/
mailto:michelle.chen.mc1@gmail.com
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Location: Lowenstein Sandler, LLP, 390 Lytton Ave., Palo Alto, CA 94301 

Cost: EPPIC Members: $10; EPPIC Non-members: $20; EPPIC Charter Members / Sponsors 
/ Event Speakers: Complimentary 

Registration: https://www.123signup.com/register?id=yjbsz  

 
Note: Please bear with us as we are transitioning to a new event registration system 

(123Signup).  Member records in the system are linked to the email address used to 
register for previous EPPIC events.  To receive the appropriate pricing tier, please register 

using this email address.  For any questions, please contact eppicglobal@gmail.com. 
 

Please visit www.eppicglobal.org to learn more about the event and EPPIC. 
Speaker Bios 
Michelle Longmire founded Medable with the goal of transforming patient connectivity to the healthcare 
system.  She is a physician-scientist dedicated to transforming healthcare with game-changing 
technology.  Michelle's background is in image analysis and processing, and holds patents in machine 
learning as applied to medical diagnostics.  Michelle is currently training in Dermatology at Stanford 
University Medical Center in Palo Alto, California. 
 
Anoo Nathan is the founder and CEO of Smart Monitor.  Anoo is a technology and business leader with 
over 20 years of industry and technology experience and is now spearheading the development and 
commercialization of leading edge, smart device solutions for people with chronic health conditions.  She 
has been a presenter at leading industry conferences and is an inventor on several patents. Anoo has 
previously co-founded 2 companies – and has taken them from inception to profitability to exit.  In her 
previous position as Vice President of Projects at IntelliVision, Anoo has managed the development and 
delivery video-analytics solutions for multiple markets and top tier customers such as the Pentagon and 
Disney.  Prior to that she worked at Hewlett-Packard for over 5 years.  She has a Bachelors in Engg and 
a Masters in Computer Science from Santa Clara University. 

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

Golden Gate Polymer Forum October Dinner Lecture, Thursday Evening, Oct. 9, 
2014 

 

Topic: "Shape Memory and Other Functional Polymers for Biomedical Applications: From 
Benchtop to Startup" 

Speaker: Prof. Robin Shandras, Professor & Chair Dept. of Bioengineering, and School of 
Medicine, 

University of Colorado, Denver 
Date and Time: Thursday, Oct. 9, 6:00 pm 

6:00 PM  social hour 
7:00 PM  dinner 

8:00 PM  presentation 

Location: Michael's Restaurant at Shoreline Park, 2960 N Shoreline Blvd., Mountain View 
Cost: 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: 

End of discounted advance registration:  Wednesday, Oct. 1 11:59 pm 
End of regular (full-price) registration:  Wednesday, Oct. 8, 5:00 PM 

Register at www.GGPF.org<http://www.GGPF.org> 
 

http://cts.vresp.com/c/?EPPICGLOBAL/04e843ac70/0dfcb41a56/36064a6950/id=yjbsz
mailto:eppicglobal@gmail.com
http://cts.vresp.com/c/?EPPICGLOBAL/04e843ac70/0dfcb41a56/fbf69d3871
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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 the day before the event. 
 

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" 

 
Topic Description 

Over the last 8 years, our research group has focused on developing thermo-sensitive shape 
memory polymers (SMP) as base materials for next-generation minimally invasive medical 

devices.  This work has resulted in a family of acrylate-based SMP systems that have found 
utility in a variety of clinical applications, ranging from orthopedics to cardiovascular to 

ophthalmology to gastrointestinal, and has generated subsequent development through the 
formation of start-up companies. 

 

I will provide here an overview of our approach, and the design, manufacturing, and 
regulatory challenges that have to be overcome to bring a new material into the medical 

device market.  In addition, I will discuss recent work focused on generating additional 
functionalities into the base SMP system, including increasing material modulus substantially 

through the incorporation of composite materials and enhancing medical imaging of the 
material through incorporation of functional groups and nanoparticles.  I will end with an 

introduction to a few new polymer technologies currently under development. 
 

Speaker Bio 

Dr. Shandas is Professor and Founding Chairman of the Department of Bioengineering at 
the University of Colorado Denver and the University of Colorado School of Medicine, with 

joint appointments at The Children's Hospital of Colorado in Pediatric Cardiology and the 
Department of Surgery.  His primary research interests focus on application of 

bioengineering principles and techniques to the development of novel diagnostics and 
treatments in heart disease, with particular focus on pediatric pulmonary hypertension.  He 

also leads an active technology development effort around novel materials for biomedical 
devices.  A firm believer in translational bioengineering, he has also started up 6 companies 

in areas ranging from new shape memory polymer materials for medical devices (the focus 

of this talk) to next-generation ultrasound imaging techniques. 
 

 
Please register on the web page 

Or, if necessary, contact: 
Len Radzilowski 

lradzilo@te.com<mailto:lradzilo@te.com> 
650-361-3264 

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

********************************************************************** 
 
The Bay Area Pk/Pd Network Lunch Seminar, Thursday Mid Day, Oct. 9, 2014 

 
  

Date and Time: 10/9/2014, 11:30 AM-13:00 PM  
Agenda  
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11:30 am - 12:00 pm: Registration, networking and lunch 

12:00 pm - 13:30 pm: Presentations by Dr. Stephen Duffull, Vittal Shivva, and Shan Pan 
Location: Crowne Plaza, Foster City, 1221 Chess Drive, Foster City, CA 94404 

Cost: Registration on or before Oct 1st, 2014 is $25 per person. Thereafter, registration is 
$50. Registration fee includes lunch. Students & post-docs can attend at $10. 

Registration: Please register by going to the BAPKPD website at http://www.bapkpd.org. 
Space is limited. Registration will be closed when capacity is reached. Questions about 

registration or the event may be directed to: richard.zang@bapkpd.org. 
 

Topic Description 

Keynote Presentation: Systems Models - Their Use and Simplification 
Stephen Duffull, PhD., Chair of Clinical Pharmacy, University of Otago, New Zealand 

  
Presentation 1:  

Development of a multiscale systems pharmacology model for pharmacokinetic  
disposition of ketone monoester and its metabolism products in human  

Vittal Shivva, School of Pharmacy, University of Otago, New Zealand 
 

Presentation 2:  

Simplification of a pharmacokinetic model for red blood cell methotrexate disposition  
Shan Pan, School of Pharmacy, University of Otago, New Zealand 

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

ASQ, Saturday, Oct. 11, 2014 
 

Topic: ASQ- B113 - Preparing & Submitting 510K's & PMA's  
Date and Time: Saturday, Oct. 11, 2014, 9:00 am – 6:00 pm 

Location: Triple Ring Technologies, 39655 Eureka Dr., Newark, CA  

Course Details Register at : http://goo.gl/5Wy6YX 
 

Course Information 
Prerequisites: Participants are expected to be familiar with basic design controls and risk 

management for medical devices 
Hardware: N/A | Software: N/A 

Required Materials: 
- Proof of online Payment  

- Pencil & Paper or laptop/tablet if you prefer 

- If you are an ASQ member, a current-dated ASQ Membership ID 
- Valid ID(s): sites may require US citizens to provide a Driver's License or a State-Issued 

ID; if you are not a US citizen you must bring 2 valid forms of identification 
Learning Method: Lectures, teams, case studies, hands on approach, class discussions and 

examples 
Class Time: 8 hours 

Class Size: 25 max. participants 
US Regulation history and overview 

Medical Device Users Fee and Modernization Act (MDUFMA) 

Medical Device Classification 
Key terms and elements 

FDA regulatory pathways 
When 510(k) is required 

Types of 510(k)s 
Planning and executing a 510(k) 

The FDA 510(k) review process 

http://r20.rs6.net/tn.jsp?f=001g-TixFjkhJKVXd8s55NrBZTIBLco2N-nqG0O-VXWleHsGu0Ln16S0LAYmuXwGP8nd8qoPIxhFr3D3r3TvFGGkQHTkJI1mZOb7XlePLE7QxgtuB8E-VZvmQ9tnBkBKbpJR6wnaMCCKNP4KcZl1XYhOvNTDhcFYnjTQrde7BhH-ow=&c=KvhPJidqaAyKk6aWjuj3_qb7SXgfDgkvffpk_67p1oct_lA3qzJynw==&ch=pXlljycAXHe7_4ozQ37kdq1uw6ow8yVrkRjdoXmfeL7SDRiptza9kg==
http://goo.gl/5Wy6YX
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When to submit a 510(k) for a changed device 

When a PMA is required 
Types of PMAs 

Planning and executing a PMA 
Points to consider 

The FDA PMA review process 
PMA Supplements 

Other worldwide regulatory bodies and authority 
Regulatory compliance issues overview 

 

Benefits 
This course covers materials that are essential to those individuals who are interested in 

medical device submissions to the FDA and presents an overview of regulatory pathways for 
medical devices in the U.S. with a focus on the FDA 510(k) process including IDE, PMA, 

HDE, de novo 510(k), combination products, and CE Marks. 
 

Instructor Bio 
Patrick Lee, PE, RAC is currently the Director of Regulatory Affairs at ThermoGenesis Corp. 

Previously, Patrick worked at Solta Medical, Micrus Endovascular, and other medical device 

companies . Patrick has managed regulatory submissions for US, EU, Canada, Australia, 
Latin America, and Asia and has received marketing approvals worldwide. Patrick has 

experience in developing interventional neuroradiological devices, aesthetic devices, drug-
delivery devices, stem-cell devices and products, and in working in other FDA-regulated 

industries. Patrick received his BS in Chemical Engineering from Cornell, MS from Columbia, 
and his MBA from the Anderson School at UCLA. He is a licensed Professional Engineer in 

the states of New Jersey and California and holds several patents. Patrick holds the US 
Regulatory Affairs RAC (US) designation. 
 

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

HBA and J&J, Tuesday Evening, Oct 14, 2014 

 
Event: 2nd annual Johnson & Johnson WLI and HBA SF chapter collaborative west coast 

event entitled “Diversity and Inclusion: The Business Case for Women Leaders in 
Healthcare” 

Date and Time, Tuesday, Oct. 14, 2014,5:30 PM - 8:15 PM 
Agenda 

5:30 PM - 6:15 PM     Reception and networking 
6:15 PM - 6:30 PM     Welcome/introductions 

6:30 PM - 8:00 PM     Program content and Q&A 

8:00 PM - 8:15 PM     Closing remarks and evaluation 
Location: Johnson & Johnson Diabetes Solutions Companies, 6500 Paseo Padre Parkway 

Bldg 1,  
Fremont, CA 

       
 

 

 

Member $40.00 

  Non-Member $50.00 

Registration information 

Event is open to: HBA members and nonmembers 
Online Registration deadline: October 13, 2014 

Onsite (walk-in) registration: Is NOT allowed 
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Cancellations/refunds 
Is this event refundable? Yes 

If yes, must be submitted in writing to events@hbanet.org by October 13, 2014; no refunds 
are available after this date. 

 
Event questions/support 

- Program contact for event details: email nabra@its.jnj.com or call phone 415-488-7445 
- Membership questions: membership@hbanet.org or 973-575-0606 ext 1 

- Trouble with online registration: events@hbanet.org or 973-575-0606 ext 3 

Register at https://my.hbanet.org/MyHBA/EventDetails.aspx?MeetingID=0817AAC2-1739-
E411-9C43-0050569C00A7 

 
Event Description 

HBA San Francisco is excited to present its second annual Johnson & Johnson and HBA SF 
chapter collaborative west coast panel discussion. With an impressive panel of successful 

and inspiring thought leaders, these standout diversity and inclusion experts will share their 
authentic insight and experience on the value of diversity and inclusion in the evolving 

healthcare marketplace. Come join us to hear an engaging panel of exceptional leaders 

discuss the business implications and imperatives healthcare organizations face concerning 
diversity and inclusion, reflect on how women’s leadership has impacted the culture of 

diversity in the healthcare industry and discuss how the growing power and influence of 
women will change the future of healthcare. 

 
Learning objectives 

1. Understand how diversity and inclusion has evolved and continues to change to meet the 
needs of the healthcare market 

2. Gain new insights on the importance of diversity and inclusion and how it can define and 

positively influence a corporate culture 
3. Increase awareness of how you can support and participate in building an inclusive 

culture 
4. Engage and re-energize your alliances with healthcare professionals during the pre-panel 

networking experience 
 

Special instructions: 
Please bring a valid government-issued ID 

 

********************************************************************* 
Free Webinar by CliniPace, Tuesday Morning, Oct. 14, 2014 

 
Event: “Opportunities and Challenges Using Biomarkers in Oncology Drug Development “ 

Speakers: Lee Schacter, PhD, MD, FACP  and medical oncologist.Martha Bonino 
Director, Strategic Accounts, Clinipace Worldwide 

Date and Time: Tuesday, Oct. 14, 2014, 8:30 am PT 
Location: webinar- must pre-register  

Free Webcast: 

Register at http://goo.gl/eLgkkU  
 

Webinar Description 
Biomarkers provide a number of paths to improved patient care and drug development. 

They can increase diagnostic accuracy, help determine targeted therapies, track response to 
treatment and document the effects of a targeted agent on specific cell pathways. 

The promise of personalized medicine with targeted agents creates a need for new 

http://goo.gl/eLgkkU
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approaches in the design and conduct of early phase oncology trials. A putative biomarker 

should be validated as early as possible in development for both ethical and practical 
reasons. Additionally, biomarkers can be used to make early go/no-go decisions for 

compounds in development. 
Tune in to our webcast to learn: 

What are biomarkers and how can they be used in novel ways? 
How to use biomarkers to determine diagnoses, diagnostic accuracy, treatment plans and 

tracking responses 
How to leverage PK/PD quantitative data to guide study design and development decisions 

How to develop a targeted vs. reactive patient recruiting plan 

Considerations for adaptive approach to trial design 
 

About the Speakers: 
Lee Schacter, PhD, MD, FACP 

Executive Medical Director, Oncology, Clinipace Worldwide 
Lee provides strategic guidance, program design, and medical oversight to clients 

conducting oncology development programs. He is a board certified internist, as well as a 
board certified medical oncologist. 

 

Martha Bonino 
Director, Strategic Accounts, Clinipace Worldwide 

Martha utilizes her proficiency in clinical and regulatory affairs to support strategic medical 
device, IVD, companion diagnostics, pharmaceutical, and biotech manufacturers seeking to 

place product on the global market. 
If you're interested but can't attend the live presentation, register anyway and we'll send 

you a link to the recording.  
****************************************************************** 

HealthTech Capital and Stanford Hospital, Tuesday and Wednesday, Oct. 14-15 

 
Event: “HealthTech Conference - Growing Your Business in the New Healthcare Ecosystem” 

Date:   Tuesday and Wednesday, October 14 and 15, 2014 
Location:  San Mateo Event Center, Fiesta Hall, 1346 Saratoga Avenue (parking), San 

Mateo, CA 
Web:     www.HealthTechConference.com  

Early Bird:            $650 (normally $950) 
Workshops:         included in conference registration 

Register at https://www.eventbrite.com/e/healthtech-conference-2014-registration-

10574437427 
 

Conference Description 
HealthTech Capital and Stanford Hospital are proud to co-host the leading conference on 

building successful HealthTech companies. Our panels, presentations, and discussions are 
practical and in-depth. This year, both emerging and established companies are joining the 

conversation. All in the same room, you'll find a unique blend of payers, providers, 
investors, established corporations, and entrepreneurs. 

  

We are honored to have an unmatched lineup of stellar speakers and panelists, including: 
 Amir Dan Rubin, CEO; Stanford Hospital   

 Chris Willrich, Regional VP of Strategy & BD, Sutter Health  
 Steve Myers, CTO, Optum Health Behavioral Solutions  

 David Sayen, Regional Administrator, Centers for Medicare and Medicaid Services  
 Jody Holtzman, Senior VP Thought Leadership, AARP  

 Jack Young, Managing Director, Qualcomm Life Fund  

http://r20.rs6.net/tn.jsp?f=001YBAhcLJarkAJUJTbxzdjDy14HHeLOjVB61V2gcV4gmtqsSGJ7V6rkkylk4PzQh2ThVjP0bE2hoSronEQzoDkPHwCi_FLSYkAGuYYZn1q04LZ3UacscCwQHX5tkY4zgcxSJxOoJj34oCFAAYywCnXe2UoDsyWYKeP7vo4rdD2l3nD1M1RvAiZGw==&c=sS5R4E3Q5fSI2BEzzYHDpODCama92ruEp3u9d75VHCts2l8QLCAGCA==&ch=frgO4FCN5qTBUPywwsYzsL4pSTo2cwaxzSEY7NffCm5_WXRvDvi3SQ==
http://r20.rs6.net/tn.jsp?f=001YBAhcLJarkAJUJTbxzdjDy14HHeLOjVB61V2gcV4gmtqsSGJ7V6rkjDOkfiq87mPgsbR9H6m6RYw_02Ceag4EbEFOA4WbDI6I-p76t2cc1tKR1O196JWBwqRi0ASnfG6v9dhFXY6dhaYtFcATBrLifj2r8cdlwqzc1VwmOim3NkLpGfN3eqxhQ==&c=sS5R4E3Q5fSI2BEzzYHDpODCama92ruEp3u9d75VHCts2l8QLCAGCA==&ch=frgO4FCN5qTBUPywwsYzsL4pSTo2cwaxzSEY7NffCm5_WXRvDvi3SQ==
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 Joel Krikston, Managing Director, Merck Global Health Innovation Fund  

 Wende Hutton, Managing Director, Canaan Partners  
 Nathan Gunn, MD, President of Population Health, Valence Health  

 Pat Basu, CMO, Doctors on Demand  
 Owen Tripp, CEO, GrandRounds Health  

 Bryan Roberts, Managing Director, Venrock 
Benefits of Attending 

 Learn from leaders and top executives on the panels  
 Network with industry leaders, establish relationships with new companies, deepen 

current customer relationships, and learn about challenges, priorities, and solutions  

 Visit with established companies, and see emerging innovations and technologies. 
********************************************************************* 

San Francisco AWIS, Wednesday Evening, Oct. 15, 2014 
 

Event: “Open House at Buck Institute for Research on Aging” 
Speakers: Judith Campisi,PhD, Professor - Dr. Campisi studies the molecular and cellular 

links between cancer and aging. Her lab focuses on the tumor suppressive response termed 
cellular senescence, and its relationships to DNA damage signaling. Julie K. Andersen, PhD, 

Professor- Dr. Andersen's lab focuses on the role of environmental stressors as they relate 

to mitochondrial dysfunction associated with Parkinson’s disease (PD) and other 
neurodegenerative conditions. Shona Mookerjee, PhD, Adjunct Assistant Professor- Dr. 

Mookerjee is an assistant professor at Touro University California with a lab at the Buck 
Institute that studies mitochondrial energetics and maintainence. 

Date and Time: Wednesday, October 15, 2014 from 6:30 PM to 8:30 PM (PDT) 
6:30-7:00 PM Dinner/Networking 

7:00-8:00 PM Lighting Round talks 
8:00-8:30 PM 

Location: Buck Institute for Research on Aging, Brune-Harris G-440, 8001 Redwood Blvd 

Novato, CA 94945 
Cost: AWIS members/ students Oct 13, 2014 $5.00 $1.24; 

Non-members Oct 13, 2014 $8.00 $1.39; Buck Institute Post Docs Free 
Register at https://www.eventbrite.com/e/open-house-at-buck-institute-for-research-on-

aging-tickets-
13345616097?ref=enivtefor001&invite=Njc5NzYwMy9hdWRyZXllcmJlc0Bhb2wuY29tLzA%3

D&utm_source=eb_email&utm_medium=email&utm_campaign=inviteformalv2&utm_term=
attend&ref=enivtefor001 

 

Event Description 
Join us for an open house event at theBuck Institute for Research on Aging, an independent 

research facility located in Marin County.  This is a great opportunity to check out the 
facilities, learn about the Buck's cutting-edge research, and meet other scientists. 

Q&A/Networking 
************************************************************************* 

AMDM, Thursday and Friday, Oct. 16-17, 2014 

 
Event: “AMDM IVD Focus Meeting 2014” 

Date and Time: Thursday and Friday, Oct. 16-17, 2014 
Schedule:  Thursday: Registration: 8:00 am &  Program: 8:30 am - 4:30 pm PCT / Fri. 8:30 

am - 12:30 pm PCT 
Suggested Dress:  Business Casual 
Location: Toll House Hotel,   140 S. Santa Cruz Avenue,  Los Gatos, CA  95030 
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Pricing: Member rate-$425; non-member rate-$825; government rate-$325 and sponsor-

$500. 
Register at http://www.amdm.org/2014-focus-meeting.html 

 
Topic Description 

Our annual education and networking event is quickly approaching and will feature four FDA 
speakers via video link from the Office of In Vitro Diagnostics and Radiological Health (OIR). 

This year's meeting will feature valuable networking opportunities with industry leaders as 
well as highly informative interactive sessions with key FDA staff and industry issue experts. 

 More details available in the agenda link below.   

 Agenda at http://origin.library.constantcontact.com/download/get/file/1107137833755-
50/2014+Focus+Meeting+Agenda+as+of+9+8+14.pdf 

   
Newly discounted registration rates are going quickly but still available as well as special 

hotel rates until Sept. 14th 
(or until the room block is gone). 

**************************************************************** 
NCC ACRP, Thursday Evening, Oct. 16, 2014 

 

Event: “NCC ACRP East Bay Networking Event “ 
Date and Time: Thursday, Oct. 16, 2014, 5-8 pm 

10/16/2014 - 5:00pm Location: Pyramid Alehouse, 901 Gilman Street, Berkeley, CA 94710 
Cost: Free. Just show up. 
 
Event Description 

• Free, open to the clinical research community– ACRP membership not required 
• Enjoy appetizers and good times, no host bar 

• Informal, no registration – just show up 
• Bring business cards 

Target Audience: 
Clinical Research Professionals including Sponsors, Medical Centers, Study Sites, CROs, 

Vendors, IRBs, Independent Consultants, Quality Assurance, Regulatory Affairs, Recruiters, 

Students of/Anyone interested in transitioning into Clinical Research  
About the N CA Chapter: 

300+ members 
1500+ mailing list 

An event almost monthly rotated around our N CA region 
Zero to low cost events 

Contact hours for educational events 
2012 Chapter of the Year 

All this thanks to our volunteers and sponsors 

Questions: East Bay Event Manager: Kakali Hossain kakalihossain@gmail.com 
2014 Calendar, event photos, join the mailing list, about us, and more: 

http://www.acrpnet.org/GetInfoFor/USChapters/NorthernCalifornia.aspx) 
 

*********************************************************** 
ASQ Courses in October and November 

 

Events: ASQ Silicon Valley Education Program  

Date: 10/18/2014 - 3:30pm  

Location: San Jose, CA  

mailto:kakalihossain@gmail.com
http://www.acrpnet.org/GetInfoFor/USChapters/NorthernCalifornia.aspx
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ASQ Silicon Valley Ongoing Education Programs 

Register via website at http://www.asq-silicon-valley.org/education  

Upcoming Courses include: 

C101 - Certified Six Sigma Blackbelt (CSSBB) Preparation 

Instructor: Soly Patterson 

Dates: Oct 18-Nov 8, 2014 (32 hours of class) 

C104 - Certified Quality Auditor (CQA) 

Instructor: Ruxandra Avram 

Dates: October 16, 23, 30, November 6, 13, 20 (24 hours of class) 

B105 - Internal Audits; Instructor: Sheila Walsh Pickering 

Date: Oct 25, 2014 

Course Description: Teaches Management audit skills that will help you gain "buy in" for a more 

effective corporate audit function. Overview: Departmental auditing (company wide); Auditing 

requirements from domestic (FDA) and international regulatory perspectives; Preparing for an 

external regulatory audit from both domestic and international auditors; Audit checklists for all 

quality system areas; Basic understanding of the Quality System Regulation and International 

Quality Mgt. Systems; Corrective and Preventive Action; Supplier audits  

B108 - Complaint Handling; Instructor: Bill Kurani 

Date: Nov 1, 2014 

Course Description: To discuss the mechanics of conducting a recall with a focus on the practical 

side of this activity and the level of detail the FDA requirements will be. This will cover both 

U.S and International requirements.   Overview: (21 CFR Sections 806 and 810): How to 

decide if a recall is necessary, What the FDA expectations will be: Effectively following up on 

the recall; Closing the recall activity; Script development for discussions with customers affected 

by the recall. 

B113 - Preparing & Submitting 510K's & PMA's; Instructor: Patrick Lee 

Date: Oct 11, 2014 

Course Description: Covers materials that are essential to those individuals who are interested in 

medical device submissions to the FDA and presents an overview of regulatory pathways for 

medical devices in the U.S. with a focus on the FDA 510(k) process including IDE, PMA, HDE, 

de novo 510(k), combination products, and CE Marks.    Overview: US Regulation history and 

overview •Medical Device Users Fee and Modernization Act (MDUFMA) •Medical Device 

Classification •Key terms and elements •FDA regulatory pathways •When 510(k) is 

required •Types of 510(k)s •Planning and executing a 510(k) •The FDA 510(k) review 

process •When to submit a 510(k) for a changed device •When a PMA is required •Types of 

PMAs •Planning and executing a PMA •Points to consider •The FDA PMA review 

process •PMA Supplements •Other worldwide regulatory bodies and authority •Regulatory 

compliance issues overview. 

http://www.asq-silicon-valley.org/education
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B106 - ISO 13485 & Related Standard Requirements; Instructor: Thomas Lypka 

Date: Oct 17, 2014 

Course Description: Designed to give participants an understanding of the ISO 13485:2008 

standard and the similarities and differences within the FDA Quality System Regulations 

(QSR's).  Overview: Comparisons of the ISO 13485:2008 standards, related standards and the 

FDA QSR's; Opportunity to develop a map and methods to transition from an existing 

registration or QMS to the replacement ISO 13485:2008; Methods to identify organizational 

readiness for third party registration, e.g., Gap Analysis and Internal Audits; An understanding of 

the business value of registration to a QMS standard for the organization. Explore similarities 

and differences between the ISO Standard and FDA QSR's.Be able to resolve and meet 

compliance with standards & regulations when given a problem. Develop a plan to take the 

organization to registration. 

B121 - Supplier Management; Instructors: Michael Gozzo 

Date: Oct 24, 2014 

Course Benefits: This class provides a common sense approach to building the customer-supplier 

relationship based on a win-win partnership philosophy. Metrics for measuring success and ways 

to leverage off ISO 9000 to reduce surveillance costs are discussed. Methods are given for 

promoting co-design and co-engineering. In addition a comprehensive two-way communication 

system is outlined.   

B107 - CAPA & Deviations; Instructor: Bill Kurani 

Date: Nov 7, 2014 

Covers materials that are essential to those individuals who are interested in learning Corrective 

and Preventive Actions (CAPA), Nonconforming Material Reports (NCMR) and Deviations 

associated with product, procedure and processes in any industries. Students will learn how to 

write and manage procedures, forms and how to avoid ISO audit and FDA inspection 

observations.    

B102 - Introduction to Biomedical Industry; Instructor: Marieann Shovlin 

Date: Nov 8, 2014 

Course Description: This is a Primer for career transition from technical industries to the 

biomedical industry.  It covers the major Biomedical industry segments & related Regulations: 

Biomedical devices, Biotechnology, Pharmaceuticals, Health Care & Food; Biomedical industry 

vocabulary; Students will review regulations in the Medical Device, Biotech and Pharmaceutical 

fields; There will be practice in interpreting regulations and advice in developing a transitional 

resume to attract an invitation for an interview. 

B124 - Design V&V; Instructor: Bill Kurani 

Date: Nov 14, 2014 

Course Description: Covers the elements of process validation and current industry “best 

practices”.  Covers applicable FDA Quality System Regulations will be reviewed for 

participants working in medical devices and in vitro diagnostics.   
Overview: 

• Design verification and validation 
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• Process validation planning and installation 

• Operation and performance qualification and Process validation 

B118 - Project Management Tools; Instructor: Michael Gozzo 

Date: Nov 21, 2014 

This is an interactive workshop designed to give participants: 

The basics of project management (what, why and how) 

•Hands on experience with tools to improve how teams can work together to achieve project 

management goals 

•Tools to control problems and avoid common project management pitfalls 

•The opportunity to bring their own project to the workshop as a case study 

Corporate courses tailored to your needs and delivered at your location are available! 

Contact education@asq-silicon-valley.org to be added to our mailing list and for more 

information. 

************************************************************************* 
BioScience Forum, Wednesday Evening, Oct. 22, 2014 
 
 
Topic: “Designing Clinical Research in Challenging Times” 
Speaker: Peter Blaisdell, Ph.D., Executive Director, Global Study Management, Amgem 
Date and Time: Wednesday, October 22nd, 2014 

6 pm - 7 pm networking 

7 pm - 8 pm dinner 
8 pm - 9 pm presentation 

Location: The Holiday Inn, 275 S Airport Blvd, South San Francisco, California 94080 
Event Registration ($3 service fee will apply) 

  

General Pre-Registration   $45.00 
General On-Site Registration   $55.00 

Student Pre-Registration   $35.00 
Student On-Site Registration   $45.00 

 
Pre-Registration ends Monday, Oct. 20, at 9 pm 

Cash or check accepted on the day of the event 
Register at http://biosf.org/ 

 

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, Oct. 16 
If paying with check, do not complete online registration with Cvent 
 
Topic Description 
Development of small molecules and biologics as therapeutics has become increasingly complex as our 
understanding of basic biology and physiology has expanded. In particular, the design of human clinical 
research must incorporate scientific developments to assess the safety, efficacy and patient outcomes of 
potential new therapies to inform global regulatory authorities as well as the medical, scientific, and 
patient communities. 

mailto:education@asq-silicon-valley.org
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While trial design needs a sophisticated understanding of the pathophysiology of the disease under study, 
it is often practical operational design features that render the trial doable (or not), independent of the 
therapeutic area. 
 
Peter Blaisdell will provide a primer on clinical trial design, including why it costs so much, the approach 
to different phases of clinical research, patient enrollment and retention, and matching the trial objectives 
with the research and regulatory goals. Working with a variety of functional area experts, within and 
outside the company, with very diverse perspectives on how to design a trial can be challenging.  
Incorporating these and other considerations, he will summarize selected practical and strategic 
considerations for conducting modern clinical research. 
 
Speaker Bio 
Peter Blaisdell, Ph.D., is an Executive Director, Global Study Management, at Amgen. He joined Amgen 
in 1998 supporting clinical research programs in infectious disease and nephrology.  He has since led 
global teams in conducting pulmonary, cardiovascular and nephrology outcomes trials, successfully 
executing international phase 2 and 3 trials in support of filings as well as phase 4 trials providing post-
marketing support for a variety of therapies. 
 
Before joining Amgen, Dr. Blaisdell was a Senior Project Manager at Quintiles in the Mountain View office 
where he coordinated cross-functional teams in support of phase 2 - 4 trials for biotech and large pharma 
sponsors across a diverse range of therapeutic areas.  He has contributed to cross-industry initiatives to 
expand the demographic diversity of trial enrollment and foster improved outreach to patient advocacy 
groups. 
 
Dr Blaisdell has authored both basic research publications and business management articles focusing 
on the bio/pharma industry and has taught graduate business classes on research management in MBA 
programs.  He holds a Ph.D. in Biochemistry from the University of Minnesota where he also conducted 
post-doctoral research in microbiology. 

************************************************************************* 
PBSS, Thursday Afternoon, Oct. 23, 2014 

 

Topic: “Biomarkers in Drug Development: Translation of Biomarkers from Early Discovery to 
the Clinic” 

Speakers: Bob Yauch, PhD (Genentech), Scott Fountain, PhD (Pzer), Kristin Wildsmith, PhD 
(Genentech), Leigh Anderson, PhD (SISCAPA), Ian McCaery, PhD (Genentech 

Organizers: Alyssa Morimoto (Genentech), Kristin Wildsmith (Genentech) 
Date and Time: October 23, 2014; 12:30 pm – 5:30 pm 

Location: Crowne Plaza Hotel, Foster City, CA 
Cost: $125 - regular, $20 - unemployed / students, $375 - vendor show 

Online Registration:www.PBSS.org 

 
Workshop Outline: 

This workshop will provide an overview of the fundamentals of biomarkers. Speakers will 
discuss  

biomarker discovery and development, technologies used to quantify biomarkers, and how 
the dierent  

types of biomarkers (e.g. pharmacodynamic, predictive, prognostic, diagnostic) can be 
utilized to aid  

patient and dose selection, demonstrate target engagement and provide evidence of 

mechanism of  
action (MoA) and e-cacy. This workshop will bene�t scientists, analysts, research 

associates, managers,  
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and directors currently working in the pharmaceutical and biopharmaceutical industry who 

want to  
improve their understanding of the current approaches to biomarker discovery and 

development and  
implementation. This workshop is also useful for non-pharma scientists who seek better 

technical  
understanding of challenges and opportunities in the industry. 

• Overview of Discovery and Development of Biomarkers in Drug Development and 
Applications in  

Oncology 

• Development and Application of Novel Multiplexed Biomarkers and Biomeasures in 
Oncology  

Research 
• Targeted Proteomics Enables Alzheimer's Disease Biomarker Development 

• Mass Spectrometry-Based Protein Assays: Taking Candidate Biomarkers from Discovery to 
the Clinical  

Laboratory 
• Development of Companion Diagnostics for Personalized Healthcare 

 

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

Biotech Bay Career Fair, Thursday Afternoon, Oct 23, 2014  

 

Event: Job fair 

Date: 10/23/2014 - 1:00pm  

Location: Hyatt Regency San Francisco Airport  

Have you registered for the Biotech Bay Career Fair on October 23 yet? 

Go to http://goo.gl/6BhZ12 

Here are some of the employers who will be there to meet you: 

Baxter International, Inc. 

Bayside Solutions, Inc. 

Bulletproof Documentation, Inc. 

Dynavax Technologies 

EnCorps Teachers Program 

Endpointclinical 

Genomic Health, Inc. 

Intarcia Therapeutics, Inc. 

Integrated Project Management 

Theranos, Inc. 

Where: Hyatt Regency San Francisco Airport 

When: Thursday, October 23, 2014 

Time: 1pm to 5pm 

Register Here 

What to bring: 

Registration confirmation with confirmation number. 

Several copies of your resume. 

How to prepare for a successful career fair: 

http://goo.gl/6BhZ12
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Dress professionally. 

Research exhibiting companies . 

Visit BioSpace for resume advice and interview tips . 

We look forward to meeting you at the event! 

 

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

Simon-Kucher, Tuesday Afternoon, Oct. 28, 2014 
 

Event: “2014 Bay Area Life Sciences Strategy and Marketing Forum” 

Date and Time: Tuesday, Oct. 28, 2014, 10:00 am – 5:00 pm 
Location: Four Seasons, 2050 University Ave., Palo Alto, CA 94303   

RSVP: Participation is free; however, space is limited. To reserve your place at the forum or 
for additional information, please contact us at: LSForumBayArea@ simon-kucher.com 

 
General Session 

10:00 am - 10:30 am: Registration 
10:30 am - 11:00 am: Welcoming address and opening remarks 

11:00 am - 12:00 pm: Crossfire Panel — Cost Pressure and Consolidation in Healthcare 

Management: Navigating changes to deliver continued value in drug and device markets 
12:00 pm - 1:00 pm: Lunch 

1:00 pm - 4:15 pm Breakout sessions: (participants can choose to attend any of 
the following sessions) 

 
Pharma/Biotech Track 

1:00 pm - 2:00 pm: Bring to Market Yourself, Partner, or Out-license: Identifying the 
optimal global commercialization strategy 

2:00 pm - 3:00 pm: The Evolving US Market: Customizing product marketing to appeal to a 

variety of US payer stakeholders 
3:00 pm - 3:15 pm: Coffee break 

3:15 pm - 4:15 pm: Global Oncology Market Access: How to ensure the cake is worth the 
candle 

 
Medtech Track 

1:00 pm - 2:00 pm: Building a Winning Commercial Tender Organization: Tender strategy, 
organization, and execution 

2:00 pm - 3:00 pm: Health IT: Impact of hospital market trends and increasing cost 

pressures on health IT providers 
3:00 pm - 3:15 pm: Coffee break 

3:15 pm - 4:15 pm: Pricing Excellence: Generate quick wins and sustainable profit growth 
 

General Session 
4:15 pm - 5:00 pm: Cocktail reception 

 
Location: Four Seasons, 2050 University Ave., Palo Alto, CA 94303 

Registration 

To register, please use the "register" at www.simon-kucher.com/LSForumBayArea/. 

Participation is free of charge, however space is limited. 

Contact: Please feel free to contact us with any questions. 

Email: LSForumBayArea@simon-kucher.com 
Phone: (650) 641 - 4300 

mailto:LSForumBayArea@simon-kucher.com
http://www.simon-kucher.com/LSForumBayArea/
mailto:LSForumBayArea@simon-kucher.com
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Event Description 
Life Sciences innovations and biotech breakthroughs are constantly challenged by a rapidly 

evolving global pricing and reimbursement landscape. Knowing and anticipating key 
market trends and preparing your innovations for future success is critical. 

In recent years, our Life Sciences Strategy and Marketing Forums have proven an 
insightful and highly valuable tool for industry leaders and executives. Our forums are 

interactive and discussion-based, featuring relevant case studies and commentary from 
our extensive global project experience. 

Build connections with fellow senior leaders in the Bay Area and learn how executives and 

thought leaders are solving some of the most pressing pricing, marketing, and sales 
challenges. There will be networking breaks throughout the event and a reception 

afterwards. 
********************************************************************* 

 
CMO West, Monday-Tuesday, Nov. 3-4, 2014 

 
Event: “The Chief Medical Officer Summit West” 

Dates: Nov. 3-4, 2014, 

Location: Marines Memorial Club & Hotel, San Francisco, CA  
Cost: Standard 2nd Early Bird, through 9/12-$1,295.00; Academic / Govt. 2nd Early Bird, 

through 9/12-$647.50 
 

Register at http://theconferenceforum.org/conferences/cmo-summit-west/overview/with 
code AUDREY for a 15% discount  

 
Conference Description 

CMO West attendees will gain guidance on investment strategies, exit planning, creating a 

better culture for CMOs and an insight into trends that will change the funding of medical 
research in the emerging life science space. The conference is an opportunity to network 

with professionals who sit at the crux of drug development and raising capital, establishing 
proof of concept, managing safety, planning phase 3, interacting with regulatory bodies and 

driving corporate value.  
Overview 

The Conference Forum’s 2nd Annual Chief Medical Officer Summit West for Emerging 
Life Science Companies is delighted to present a truly distinctive and interactive event for 

CMOs. We are grateful to Dr. Elizabeth Stoner, Managing Director, MPM Capital, for 

suggesting the idea, and to our CMO advisors for their insights on content and agenda 
development. 

We are dedicated to accomplishing two goals: 
1. To bring together CMO executives to address the unique challenges associated with 

directing and managing all R&D functions with limited resources, while raising capital, 
working and meeting with investors, and strategizing for appropriate exits. 

2. To create a network of CMOs from small to midsize life science companies to share ideas, 
solutions and support. 

The Role of a CMO in Emerging Life Science Companies 

We understand that the role of a Chief Medical Officer is dramatically different depending on 
the type of organization in which a CMO works. For a CMO in early, emerging and even 

midsize life science companies, the role can be an isolated one. In addition to the 
responsibility of driving clinical development and CRO management, CMOs also need to 

meet the needs of investors and help position for an appropriate exit. We are seeing many 
CMOs play an increasingly larger role in raising funding for their life science companies. All 

these challenges are addressed at the Summit. 
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Further Information, contact: 
Jessica Rothenberg 
Director of Marketing 
The Conference Forum 
P: (646) 490 2712 
New Email Address: jessica@tcfllc.org 

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

BioX, Thursday, Nov. 6, 2014 
 

Event: “Bio-X Symposium – Mechanobiology: Pushing and Pulling on Life” 
Invited Speakers: 

Miriam Goodman, Stanford University 
Margaret Gardel, The University of Chicago 

Krystyn Van Vliet, Massachusetts Institute of Technology 

Cindy Reinhart-King, Cornell University 
Sophie Dumont, University of California, San Francisco  

 
Date and Time: Thursday, Nov. 6, 2014, 9:00 am  

Schedule 
9:00am 

Welcome and Introduction  
9:15am 

Chemoechanical Markers and Modulators of Stem Cells: Pulling It All Together 

Krystyn Van Vliet, Massachusetts Institute of Technology  
10:00am 

Chromosome Segregation: Mechanical Integrity with Dynamic Parts 
Sophie Dumont, University of California, San Francisco  

10:45am 
Coffee Break  

11:15am 
Postdoctoral Fellows Talks  

12:30pm 

Lunch - Students may register in advance for lunch with faculty  
1:45pm 

Touch As a Matter of Fat and Mechanics 
Miriam Goodman, Stanford University  

http://theconferenceforum.org/wp-content/uploads/2013/06/CMO-Roles.jpg
tel:%28646%29%20490%202712
mailto:jessica@tcfllc.org
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2:30pm 

A Leaky Pipeline: Matrix Mechanics in Vascular Form and Function 
Cindy Reinhart-King, Cornell University  

3:15pm 
Coffee Break  

3:45pm 
Mechanical Regulation of Cell Adhesion and Migration 

Margaret Gardel, The University of Chicago  
4:30pm-6:00pm 

Poster Session and Refreshments  

Location: James H. Clark Center Auditorium, Stanford  
 

Event Description 
This Symposium aims to educate students, postdoctoral fellows and established scientists 

from different disciplines about Mechanobiology by presenting talks on sensory systems, 
mechanically mediated cellular signaling, and the role of mechanics in homeostasis. Topics 

include mechanisms, methods and mechanical pathways ranging in temporal and spatial 
scales from ion channels and protein conformational changes to cell and tissue mechanics in 

growth, differentiation, disease and regeneration. The Symposium features invited 

speakers, talks from postdoctoral fellows selected from submitted abstracts, a networking 
lunch, and poster reception. Attendees from Bay Area Schools are invited to submit 

abstracts with their registration and participate in the poster session.  
If you would like to present your research at the Poster Session on the topic of 

Mechanobiology at the symposium, please register at the link below by October 6, 2014. 
Even if you do not plan to present your research, please register at the link below to 

indicate which events you will attend: 
https://docs.google.com/forms/d/1FsYFIyw7SYjYMiQuQmcN6kjz4NG0J2zTi1eseDqW6fU/vie

wform?formkey=dDJldnN6cW00ejJfWFVta2pKRlV3U1E6MA&fromEmail=true 

Symposium Organizers: Beth Pruitt (ME, MCP by courtesy, Bio-X) and W. James Nelson 
(Biology, MCP, Bio-X) 

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

DuVal and Associates, Friday, November 7, 2014 

 
Event: “Physician Payment Sunshine Act: How To Avoid Sunburn! “ 

Speaker Instructors: Director, Vector Health Inc. as instructors. Both are national experts 
on the Sunshine Act. You will enjoy their practical and insightful presentation. 

 

Date: Friday, 11/07/2014 - 8:00am to 4:00 pm 
Location: Aloft San Francisco Airport,  401 E Millbrae Ave.,  Millbrae, CA 94030  

Fees:  
Early bird  Oct 6, 2014  $599.99  $0.00  

 
Regular rate  Not Started  $699.99  $0.00  

 
 

Register at http://www.eventbrite.com/e/physician-payment-sunshine-act-how-to-avoid-
sunburn-tickets-11694080309 

 

Event Description 
Medical device, drug and biologics executives are required to attest to the accuracy of their 

respective sunshine data before submitting it to CMS. Questions that these executives 
should be thinking about before attesting to the accuracy and completeness of the data 

submitted include: 
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Are my data sets correct? 

Are my data sets in violation of applicable laws or our own internal policies? 
Are we monitoring compliance and violations? 

How will our customers react if we submit wrong information? 
Sunshine violations are the tip of the iceberg. Company executives should also be asking 

whether the data they submit to CMS exposes them to state violations, the Anti-Kickback 
Statute and/or the False Claims Act. If companies have elected to follow PhRMA or AdvaMed 

will their data submission reflect that choice? 
Program description 

This Physician Payment Sunshine Act (“Sunshine Act”) program will cover the following: 

Open Payments reporting and registration 
Three levels of sunshine reporting (general payments, research and ownership & investment 

interests) 
What to report/what can be skipped 

Developing a policy 
Educating on the policy 

Data collection and reporting 
Monitoring adherence to policies 

Mitigating risk 

Data validation 
Avoiding reporting disputes 

Auditing 
CMS reserves the right to audit companies for compliance and uses the word “audit” twenty 

times in the Final Rule of the Sunshine Act. Undoubtedly, government litigators will be 
trolling the CMS database containing all payment information disclosed, made public 

September 30, 2014, for suspect payments and other information about companies. Many 
others will also be interested in this data, including other government agencies (IRS), 

media, consumer advocacy groups and competitors. Fines are $1000-$100,000 per 

violation. Companies must ascertain how and what they will report and when they can 
lawfully avoid reporting.  

Two Parts 
The 1st-half of the program will be devoted to a detailed review of the final regulation and 

how it applies to your company. Not knowing the exceptions and how they apply, will put 
you at a competitive disadvantage in the marketplace so it is important that you understand 

the regulation. The 2nd-half of the program will focus on strategic matters. Marketing needs 
to understand how this may change the face of the sales/marketing interface with 

physicians. They need to understand collateral impacts on customers, e.g., how the fraud 

and abuse laws play a role. Internal policy and procedure development, implementation and 
training will be a focus. 

The course will provide answers to these questions and more: 
What are the common mistakes companies are making when they try to be compliant with 

the Sunshine Act? 
What do I have to report? What are the reporting exceptions? 

How do I report? When do I have to report by? How the does the review data process work? 
What if a physician disagrees with my information? 

How do I prepare an assumptions document? Should I submit it to CMS? 

What companies are exempt from reporting? Does my parent company report? What about 
our distributors? 

Do all meals and gifts have to be tracked? What if I am working on a joint venture? Who 
reports then? 

How the Anti-Kickback Statute and False Claims Act play a role in the Sunshine Act? 
What state laws (e.g., Massachusetts, Vermont, Minnesota, West Virginia, D.C., 

Connecticut, Nevada, California, etc.) do I have to follow now that the Sunshine Act is in 
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effect? 

What sort of policies and procedures and tracking systems should I have in place? 
How do I train employees and management on the Sunshine Act? 

What are emerging as best practices? 
What indirect payments must be reported and which ones can I avoid reporting? 

What are the nuances for drug companies? What about device companies? 
What are the latest regulatory interpretations and reporting requirements from CMS? 

Mark Gardner has helped over 75 device, drug, and biologic companies, ranging in size from 
Fortune 500 to start-ups, get compliant with the Sunshine Act. He worked in the medical 

device industry in sales and marketing for 10-years before becoming an attorney 

specializing in representing FDA-regulated companies with DuVal & Associates, P.A. He will 
walk you through real-world examples. Come prepared with your questions.  

Marc Ussini, Director at Vector Health, will provide insights on how organizations have 
implemented web-based solutions to help organize and report their information in a 

compliant and more time and cost efficient manner. 
Who should attend? 

Regulatory 
Legal 

Compliance 

Finance 
Marketing 

 
Detailed Speaker Bios 

Mark Gardner, M.B.A., J.D., DuVal & Associates, P.A. 
Mark Gardner, M.B.A., J.D., is an Associate Attorney at DuVal & Associates, P.A., a law firm 

dedicated to counseling companies in the medical device, pharmaceutical, biotech, food, and 
nutritional supplement industries. Mark’s areas of expertise include FDA regulation; state 

and federal sunshine laws; FDA enforcement actions; health care fraud and compliance 

under the Anti-Kickback Statute, Stark, the False Claims Act, and HIPAA; design and 
implementation of regulatory compliance programs; and promotional review and marketing 

strategy. Prior to his legal career Mark worked in sales and product management at three 
medical device companies over a 10-year span focusing on commercializing and developing 

products and services in the interventional, wound care, diagnostic and laboratory spaces. 
Mark teaches FDA law and is the Health Law Regulatory Compliance Competition Coach at 

Hamline University School of Law. He Co-Chairs the Regulatory Special Interest Group at 
LifeScience Alley and is Chairman of the Minnesota State Bar Association’s Food, Drug and 

Device Law Section.www.duvalfdalaw.com 

 
Marc Ussini, M.S., Vector Health Inc. 

Marc Ussini is a Director at Vector Health, a provider of Commercial Operations and 
Compliance technology and consulting solutions for pharmaceutical and medical device 

manufacturers. In his current role, Marc oversees the delivery of strategic and operational 
components of various Vector Health operations and compliance products and services. He 

has led the implementation of numerous projects impacting spend transparency with small 
to large-sized manufactures. Additionally, Marc is a frequent presenter at national 

conferences on aggregate spend transparency and commercial operations related topics. 

Prior to joining Vector Health, Marc has held various management positions in operations 
and brand management at Genentech, Johnson & Johnson, and Merck & Co. over his 17 

year biopharma career. Marc holds an undergraduate degree from Univ. of California and 
master’s degrees in Biophysics and Physiology from Georgetown 

University.www.vectorhealth.net . 
For registration questions, or if you prefer to pay by check, please contact Abbey or Michele 

at 612-338-7170 or afeldkamp@duvalfdalaw.com 

mailto:afeldkamp@duvalfdalaw.com
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************************************************************************* 

NCI and SBIR, Thursday, Nov. 13, 2014 

 
Event: 2014 NCI SBIR Investor Forum 

Date: Thursday, Nov. 13, 2014 
Location: Bay Area, CA 

Registration is free, but space is limited. Register today to request a space. Registrations 
will be confirmed via email based on space availability.Register at 

http://sbir.cancer.gov/investorforum/register.asp 
 

Event Description 

The National Cancer Institute (NCI) Small Business Innovation Research (SBIR) 
Development Center will host the day-long 2014 NCI SBIR Investor Forum on November 13, 

2014 in California’s Bay Area. 
Join top SBIR-funded companies and nearly 200 investors, venture capitalists, strategic 

partners, and business leaders from the biotech and pharmaceutical industries to meet, 
network, and attend featured presentations from top SBIR-funded companies with 

innovative cancer-related technologies on the brink of commercialization. 
Relationships established at previous NCI SBIR Investor Forum events have resulted in 

successful partnerships that have the potential to significantly improve the prevention, 

diagnosis, and treatment of cancer and other diseases. This event provides a unique 
opportunity to establish new collaborations that will help expedite the commercialization of 

cancer-fighting innovations and technologies. 
The NCI SBIR & Small Business Technology Transfer (STTR) Programs represent an active 

portfolio of more than 350 projects and an annual budget of more than $119 million. The 
NCI SBIR & STTR Programs are an integral source of capital that enables small businesses 

to move promising technologies through development and toward commercialization, and 
remains one of the largest sources of early stage, non-dilutive technology financing 

available in the United States. 

Stay tuned for more information on the agenda for the 2014 NCI SBIR Investor 
Forum. Please continue to check back for updates. 

********************************************************************* 
PBSS, Monday Afternoon, Nov. 17, 2014 

 
Topic: “Formulation development for therapeutic proteins and antibodies, from preclinical to 

post-marketing” 
Speakers: Robert Kelley (Genentech), Aditya Wakankar (Stem CentRx), Hung-wei Chih 

(Genentech) 

Date and Time: Monday, Nov. 17, 2014, 12:30-5:30 pm 
Location: SF Bay Area: Foster City Crowne Plaza 

Register at http://www.caco-ca.org/aspx/homeSF.aspx 
 

Workshop Description 
This workshop provides an overview of fundamentals and challenges for formulation 

development spanning from preclinical optimization to post marketing manufacturing.   Key 
concepts such as protein design and characterization, early formulation screening, stability 

evaluation including aggregation and  subvisible particles, analytical methodologies, high-

concentration formulation and device interface, and formulation/process robustness using 
Quality-by-Design principles.  It features case studies and interactive discussions on a wide-

range topics and issues encountered during protein optimization, formulation design to 
technology transfer and commercialization. 

  

http://sbir.cancer.gov/investorforum/register.asp
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This workshop will benefit scientists, analysts, research associates, managers, directors, 

regulatory affairs, quality control, quality assurance, and device and process engineers 
currently working in the biotechnology industry who want to improve their understanding of 

the best practices in formulation development for proteins. This workshop is also useful for 
non-pharma scientists who seek better technical understanding of processes, challenges and 

opportunities in the industry.  
The following key topics will be discussed. 

 Design of proteins and antibodies with delivery in mind 
 Leverage platform and automation to accelerate formulation development for early 

clinical development 

 Important considerations to develop a robust formulation and process for Ph III and 
registration 

 Challenges encountered during commercial manufacturing and lessons for 
formulation design 

 
Speaker Bios 

Dr. Robert Kelley is responsible for developing strategies for clearance modification of 
antibody therapeutics intended for ophthalmologic indications.  Previously, he led various 

research groups in the Protein Engineering and Antibody Engineering Depts at Genentech.  

While in Antibody Engineering, Bob led the engineering efforts on 5 projects that 
successfully transitioned to early development.  He holds a Ph.D. in Biochemistry from Univ. 

of Iowa, with thesis work on protein folding in the lab of Dr. Earle Stellwagen, and was a 
NRSA postdoctoral fellow with Dr. Fred Richards at Yale University.  Bob has ~30 years 

experience in protein engineering and biophysics, has authored >80 publications, and is an 
inventor on 14 issued US patents. 

Dr. Aditya Wakankar is currently the Associate Director of Formulation and Analytical 
Development at Stem CentRx Inc. Prior to joining Stem CentRx, Aditya was a Scientist and 

CMC Team Leader at Genentech for 6+ years and was responsible for developing the 

commercial formulation for Kadcyla® (T-DM1). Also serving as an Assay Sub-Team leader 
for the T-DM1 program, his team was responsible for developing the analytical control 

system for the Kadcyla® BLA filing. Aditya has obtained his M.S. and Ph.D. from The 
University of Kansas in the department of Pharmaceutical Chemistry. 

Dr. Hung-wei Chih is currently the Associate Director in Late-Stage Pharmaceutical 
Development at Genentech.  Hung-wei has more than 13 years of industrial experience. He 

is a known expert in pharmaceutical development of protein therapeutics. He also has 
substantial experience in technical regulatory and has extensive interactions with health 

authorities globally.  Hung-wei received his Ph.D. degree in Chemistry from University of 

Michigan in 2001. He was a staff investigator at ArQule and a scientist at ImmunoGen. 
Hung-wei joined Genentech in 2005. 

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

Janssen Labs, Thurday, Nov. 20, 2014 
 

Topic: “Meet with… Poliwogg” 
Poliwogg Participating Representatives: Rania Nasis, MD, Managing Director, Poliwogg | 

Todd Meyerrose, PhD, Portfolio Manager, Poliwogg 

Date and Time: Thursday, Nov. 20, 2014 
Agenda: 10:30am Registration and Networking | 11:00am Presentation and Q&A | 11:45am 

Networking Lunch | 12:30-4:00pm One-on-one Meetings (Companies must apply ahead of 
time and be approved for a one-on-one meeting. The application period ends October 17.) 

Fees:  
Presentation & Lunch: $25 General Public | $35 General Public Onsite 
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One-on-One Meeting: FREE Application (APPLICATION DEADLINE: 10/17/14) | FREE 

Accepted Companies  
Location: StartX | 2627 Hanover Street | Palo Alto, CA 94304 

Read More, Apply, Register: http://jlabsbay-poliwogg2014-b2d.eventbrite.com 
 

Topic Description 
The rise of alternative funding has forever changed the way money is being raised, and 

Poliwogg is capitalizing on that shift to help life science startups and transform healthcare 
investing. Poliwogg is interested in innovative early stage companies across all areas of 

healthcare and life sciences, including biopharmaceuticals, diagnostics, devices, health IT, 

and big data.  
************************************************************************ 

CACO-PBSS, Friday Afternoon, Dec. 12, 2014 
 
Topic: “Primer on Antibody Drug Development: Biology, Safety, CMC and PKPD Issues” 

Date and Time: Monday, Dec. 12, 2014, 12:30-5:30 pm 
Location: SF Bay Area: Foster City Crowne Plaza 

Register at http://www.caco-ca.org/aspx/homeSF.aspx 
 

Topic Description: 

 Overview of Antibodies as therapeutics 
 Novel antibody platform and technology: bispecifics, ADC, enhanced antibody etc. 
 CMC process and challenges 
 Development considerations  

o Safety assessment 
o Assay and immunogenicity 
o PKPD 

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

 

http://jlabsbay-poliwogg2014-b2d.eventbrite.com/

