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  Audrey’s Life Science Meeting Picks for May - June 2012 

Complimentary Service of AudreysNetwork.com 

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

BioCentury TV Today, See new program Webcast Starting Sunday, May 13, 2012 

www.biocenturytv.com, Continuously available starting at 9:00 a.m. EDT 

Topic: “What’s the Public to Think?” 
Speakers:  

Dr. Eric Topol, Director of the Scripps Translational Institute, who wrote in 
The New York Times that Americans are "overdosing" on statins. 

Dr. Roger Blumenthal, Director of the Johns Hopkins Ciccarone Center for 
the Prevention of Heart Disease, who has defended the use of statins in the 
New England Journal of Medicine. 

Dr. Roger Newton, the co-discoverer of Lipitor and now CEO of Esperion 
Therapeutics Inc., which is developing next-generation cholesterol-lowering 
drugs. 

Date: Original broadcast Sunday, Starts May 13, 2012 

Watch the Broadcast 
8:30 - 9:00 a.m. EDT 
WUSA Channel 9  
in Washington, D.C. 

Watch on the Web 
www.biocenturytv.com 
Continuously available  
starting at 9:00 a.m. 

You can see past programs at the website. 
 
Topic Description 

Twenty-five percent of Americans over age 45 are consuming statins to reduce the risk of 
heart attacks -- but should they?  

As the use of statins has increased tenfold, high cholesterol levels have fallen and the 
number of deaths in the U.S. has declined as well.  

But now some of the world's most highly respected cardiologists are debating the wisdom of 
prescribing statins to healthy people.  

And FDA has added warnings to the drug labels, saying there is the potential for memory 
loss and a "small increased risk" of diabetes.  

What's the public to think?  

On May 13, BioCentury This Week television assembles key thought leaders in the 
discussion: 

•  Dr. Eric Topol, Director of the Scripps Translational Institute, who wrote in 
The New York Times that Americans are "overdosing" on statins. 

•  Dr. Roger Blumenthal, Director of the Johns Hopkins Ciccarone Center for 
the Prevention of Heart Disease, who has defended the use of statins in the 
New England Journal of Medicine. 
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•  Dr. Roger Newton, the co-discoverer of Lipitor and now CEO of Esperion 
Therapeutics Inc., which is developing next-generation cholesterol-lowering 
drugs.   

************************************************************************* 
CACO Workshop, Monday Afternoon, May 14, 2012 

 
Topic: “Non-clinical Development of Monoclonal Antibody-Based Drugs: From Discovery to 
First-In-Human Studies” 
Speakers: K. Meyer, PhD, DABT (XOMA); M. Tomic, Ph.D. (XOMA); N. Dubois-Stringfellow, 
Ph.D (Sangamo BioSciences) 
Date and Time: Monday, May 14, 2012, 12:30 – 5:30 pm 
Location: SF Bay Area: Foster City Crowne Plaza 
Register at http://www.caco-pbs.org/aspx/login01.aspx 
Topic Description 
The process of identifying an appropriate antigen, manufacturing a sufficiently potent 
monoclonal antibody (MAb), and scaling up the manufacturing process to allow 
demonstrations of efficacy and safety, through Investigational New Drug (IND) application 
submission and First-In-Human (F-I-H) studies, all involves many steps and many critical 
decision points, including numerous studies to assess the efficacy, biodistribution (including 
on- and off-target binding), and safety and tolerability of the drug candidate in animals to 
try to predict similar endpoints in humans.  
 
This workshop will focus on these complex protein molecules called MAbs. The protein drug 
development process differs significantly from the small-drug development process. This 
half-day workshop will focus in detail on the key studies required for MAb nonclinical safety, 
ADME and efficacy evaluations. Knowing the objectives, expectations, and processes of 
protein drug development allows one to plan ahead for the tasks needed, and to avoid 
significant delays in the development of these large-molecule therapeutics. In this 
workshop, we will endeavor to address preclinical toxicity and safety study designs, as well 
as the need for any efficacy and PKDM studies and their designs. We will also address some 
issues of manufacturing/formulation and potential clinical interactions as they relate to 
preclinical efficacy and safety assessment.  
 
Below are the main topics to be covered: 

 
- Controlling the MAb discovery process: when is the right time to start in vivo exploratory 
work? 
- How important is the choice of tox species, and how different is the overall MAb drug 
development process from that for small-molecule development? 
- How important is immunogenicity in preclinical repeat-dose efficacy, PK and tox studies 
with MAbs?  
- Issues of loss of efficacy, assay problems, and iatrogenic toxicities 
- What pre-IND studies are “required” (safety and toxicology, as they are affected by 
efficacy and 
PKDM) and what are “best practices”: study designs/other considerations (especially the 
“3Rs”) 
- What is MABEL, and how does it impact F-I-H dosing with MAbs? 
- Preclinical development and the filing of the MAb IND: timing and costs 
- Impact of clinical and CMC decisions and findings: Coordination of toxicology and other 
studies 
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- Interfacing with the FDA and other regulatory agencies throughout the development 
process 
- Case studies with reference to preclinical and clinical anomalies 
 
 
 
Speaker Bios 
Kathleen Meyer, MPH, PhD, DABT, is Senior Director of Nonclinical Safety Evaluation at 
XOMA (US) LLC, where she oversees the toxicology, PK, bioanalytical and animal resource 
groups. She is responsible for the strategic development and implementation of nonclinical 
safety evaluations for the monoclonal antibody development projects at XOMA. She has 
worked on a number of INDs, BLAs and NDAs during her tenure as a toxicologist. Kathleen 
received an AB in physiology from UC Berkeley and then started out her career in the 
biopharmaceutical industry at Syntex Research in the pathology department. At Syntex, she 
learned about the field of toxicology and returned to UC Berkeley for graduate school. She 
received an MPH specializing in toxicology and epidemiology, and a PhD in environmental 
health science/toxicology, studying mechanisms of benzene toxicity, in Dr. Martyn Smith’s 
laboratory. She went on to postdoctoral studies at UCSF, studying the utility of cationic 
liposomes as gene therapy for the treatment of cystic fibrosis, in Dr. Frank Szoka’s 
laboratory. She worked as a small and large molecular toxicologist at Elan 
Biopharmaceuticals from 1997 – 2003 and then accepted a position at XOMA. Kathleen is a 
member of the Society of Toxicology and is a Diplomate of the American Board of 
Toxicology. 

Nathalie Dubois-Stringfellow, Ph.D, is currently Senior Director Product Development and 
Management at Sangamo BioSciences. Nathalie Dubois-Stringfellow obtained her PhD in 
Human Genetics at the “Université Pierre et Marie Curie” in Paris, France, followed by a 
postdoctoral fellowship at UNC Chapel Hill, NC, where she studied angiogenesis and 
tumorigenesis in transgenic mice and cell cultures systems. For 18 years, she has worked at 
Chiron, Bayer, Signature Biosciences, XOMA and Sangamo implementing and managing 
preclinical and clinical development programs of Biologics in the field of oncology, as well as 
immune, infectious and genetic diseases. During her career, Nathalie has worked in 
Discovery Research, Preclinical Research, Project Management, Clinical Development, and 
Portfolio Management. 

************************************************************************* 
Palo Alto AWIS May Chapter Meeting – Monday Evening, May 14, 2012 
 
Topic: “Discover Your Superpowers” 
Speaker: Kristine Carey, Professional Certified Coach 
Date and Time: Wednesday, May 14, 2012 7-9 PM 
Location: Xerox PARC Auditorium, 3333 Coyote Hill Rd. Palo Alto, CA 
Cost: $5 Students/Members; $10 Others 
RSVP: http://bit.ly/zUvBYf 

Flyer: http://pa-awis.org/flyers/AWIS_Flyer_May2012.pdf 

****************************************************** 
Bio2Device Group, Tuesday Morning, May 15, 2012 

 
Topic: “Topical Capsaicin for Pain Management: New Lessons From a Very Old Drug 
”  
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Speaker: Keith Bley, Ph.D., CEO & Founder, Solimar Therapeutics 
Date and Time: Tuesday, May 15, 2012, 8:30-10:30 am  
Location: Sunnyvale City Council Chambers, 456 W. Olive, Sunnyvale, CA (across the street 
from Sunnyvale Public Library) 
Cost: Free 
Park in Street and in NOVA and library parking lots across the street. 
Event Speaker Picture:  
 
Topic Description 
Capsaicin is the pungent ingredient in chili peppers which is used the world over as a food 
additive and spice. Capsaicin has been used as a topical analgesic for hundreds of years, but 
only in 2009 did the FDA formally approve a capsaicin-containing pain medicine. Capsaicin 
works by first activating and then deactivating sensory nerve fibers in the skin. These same 
nerve fibers are sometimes pathophysiologically active in chronic pain syndromes. 
Consequently, inactivating these fibers can produce pain relief without the need for patients 
to endure the side effects of systemically acting analgesics. 
The presentation will provide some ‘hot’ insights into this very old spice and highlight recent 
advances in our understanding of the processes underlying pain. Implications for future 
research and opportunities in pain management will be discussed. Also, there will be a case 
study of what happens when small biopharmaceutical company attempts to introduce a 
product into a space dominated by big pharma. 
Speaker Bio 
Keith Bley, Ph.D., is founder and CEO of Solimar Therapeutics. Prior to Solimar, he was 
Senior Vice President, Nonclinical Research and Development of NeurogesX (NASDQ: 
NGSX), at which he was a cofounder. During his tenure at NeurogesX, he led the 
transformation of a concept for pain management into a product (Qutenza®) approved in 
the US and over 31 other countries. He was also responsible for the conception and early 
development of the second-generation product (NGX-1998) which has recent shown 
remarkable success in Phase 2. Prior to NeurogesX, he was a Research Manager in the CNS 
and pain therapy areas at Roche Palo Alto. Dr. Bley in an inventor on 9 issued patents and 
is an author on over 30 peer-reviewed publications. His Ph.D. is in Molecular and Cellular 
Physiology from Yale University. 

 

*************************************************** 
EMBS, Wednesday Evening, May 16, 2012 

 
Topic: “Integrated Food and Activity Sensors Provide Behavioral Feedback for Successful 
Weight Loss with abiliti® Gastric Stimulation System in Obese Subjects” 
Speaker: Rose Province, Principal Scientist 
Time and Date: Wednesday, May 16, 2012, 7:30 pm 
Optional dinner location: Stanford Hospital Cafeteria, 6:15 PM (no host, no reservations) 
Location: Room M-114, Stanford University Medical School 
 
Topic Description 
Obesity is a chronic disease which has become pandemic. The prevalence of worldwide 
obesity has more than doubled since 1980. In 2008, 1.5 billion adults were overweight. Of 
these 500 million were obese. While non-surgical management of obesity is favorable, 
numerous studies have shown that it is ineffective in producing and maintaining clinically 
significant weight loss. Surgical approaches are thus considered the only viable options for 
long term success in weight loss. There is a need for alternatives that are less invasive and 
devoid of severe complications. Gastric electrical stimulation (GES) has been recently 
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introduced as an obesity treatment, and while clinical outcomes have been mixed, 
significant reductions in food intake and weight loss have been demonstrated. This talk will 
present the abiliti® system which was developed by Intrapace, Inc to treat obesity with 
GES, and in addition promotes behavioral change by providing consumption and physical 
activity data to patient and physicians. The intragastric and activity sensor technology will 
be discussed, as well as the clinical evaluation.  
  
Speaker Bio 
Rose Province received an MS in Biomedical Engineering from Johns Hopkins University in 
1991. She has worked in the medical device industry for 20 years including the areas of 
cardiac rhythm management with St. Jude Medical, sleep apnea therapy with Inspiration, 
Inc., and at IntraPace, Inc in the area of obesity treatment. At IntraPace, her main 
involvement has been development of algorithms to provide exercise diagnostics from the 
implanted 3D accelerometer, and basic research to develop improved means for detecting 
food intake and enhance the efficacy of the gastric stimulation.  
She does clinical and basic research to further develop medical device therapy, and is a 
named inventor in 10 patents related to defibrillation technology, and 3 patents in the area 
of breathing control with electrical stimulation.  
  
************************************************* 
ACRP, Wednesday Evening, May 16, 2012 

 
Topic: “GCP Quality Management Systems- What I Need to Know and Why” 
Speaker: Janice B. Wilson, Wilson's Quality and Compliance Consulting 
Date and Time: Wed. May 16, 2012       6:00 – 9:00 PM 
Agenda: 
6:00 – 7:00 PM   Registration, Networking, & Dinner Buffet 
7:00 – 7:30 PM   President’s Welcome, Sponsor recognition, Raffle, Announcements/“OPEN 
MIC”  
7:30 – 9.00 PM   Educational Presentation and Q&A 
Location: University of California Berkeley Extension, 1995 University Ave, Berkeley, CA 
94704 
Register at 
http://www.acrpnet.org/GetInfoFor/USChapters/NorthernCalifornia/FeaturedEvents.aspx 
  
EVENT REGISTRATION closes Sunday, May 13, 11:59 PM PDT 
Register NOW to assure admission; AT EVENT if seats available 
NCC ACRP member – Free; ACRP member - $10; Nonmember-$15 
Continuing Education Units: ACRP provides 1.5 continuing education credits for the 
completion of this educational activity.  These credits can be used to meet the certification 
maintenance requirement (ACRP-2012-CPT-654).  The California Board of Registered 
Nursing (Provider Number 11147) contact hours have been applied for.  
NCC ACRP &  ACRP member                                                                                  $10 
Non –member                                                                                                              
$25 
Event registration and contact hour purchase information: Membership not required for 
online registration/ contact hour purchase.  Bring your email confirmation to the event.  
Please notify Event Manager of cancellation. No refunds or transfers. Event registration at 
the door if seats available.  No contact hour purchase at the door or after the event.   
To receive contact hours: Purchase the contact hours online prior to event, sign in at the 
registration desk and attend the program. Go to your “My Tests, Evaluations, and 
Certificates” (TEC) record on the ACRP website between  May 17 - June 17 to complete the 
evaluation  and  receive the certificate.  
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ACRP Online registration/CEU purchase questions: Brannan Meyers Bmeyers@acrpnet.org 
NCC ACRP Event Manager:  Kakali Hossain kakalihossain@gmail.com 
NCC ACRP Education Committee Chair: Susan Cruikshank  sacruikshank@yahoo.com 
  

Topic Description   
Quality Management in clinical trials is a frequently heard phrase and a significant 
expectation for regulators and within our organizations  But, what is it really?  Why do I 
need to know?  What do I need to do?  
A Quality Management Systems approach is not always understood, efficiently applied, or 
recognized as already implemented in actual clinical research practice.  Janice Wilson brings 
her significant expertise to provide us with a condensed summary of current data driving 
this, a framework for applying quality management, and examples of how this is 
implemented.  Bring questions, issues, lessons learned!   
Program Objectives: 
1. List the top 2 categories of 483s in 2010  
2. Describe the 4 core components of a GCP Quality Management System  
3. Describe 3 steps in a risk based approach to a QMS  

Target Audience:  
Clinical Research Professionals 
Sponsor Organizations 
Study Site Investigators & Coordinators 
Independent Consultants 
Students of Clinical Research 
Academic Medical/Clinical Researchers 
Service Providers/Vendors 
Institutional Review Boards 
Quality Assurance 
 
Speaker Bio 
Dr. Janice B. Wilson is founder and principal consultant of Wilson's Quality and Compliance 
Consulting.  The core business is to develop, improve and/or to maintain sustainable GxP 
Quality and Compliance Systems in the Pharma, BioTech, and Medical Device industries to 
ensure that their products contribute to the enhancement of the quality of life of their 
patients and their caregivers.  Janice has more than 20 years in quality and compliance 
developing and implementing global solutions that meet the regulatory compliance 
requirements of the FDA, MHRA, EMA, WHO, PEI, ISO and the MOH of several European 
Union and non-EU countries.   
She has worked at very large to smaller sized organizations with operations in North and 
South America, Ireland, UK, Europe, India, Korea and Japan. The product lines included 
vaccines, parenteral, oral, and topical dosage forms, blood testing components, and active 
pharmaceutical ingredients sold and distributed throughout the world.  
Dr. Wilson has experience with all aspects of QA, QC and compliance monitoring that 
supports phase I - III clinical trial materials as well as drug product for both biological and 
non-biological entities.  Along with her extensive GCP and GMP experience, she also has 
experience with GLP and ISO and fully understands the critical interfaces among the 
codes/regulations.   Dr. Wilson earned a Ph.D. in Chemistry at the University of California, 
Berkeley.  
 
************************************************* 
San Jose Biocenter, Thursday Midday, May 17, 2912 

 

Topic: “China: Integrated IND-Enabling Support with a Sole Source Provider” 
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Speakers: Tina Huang, Ph.D. - Senior VP, IND-Enabling Services, Pharmaron; Connie Sun, 
Ph.D. - Senior VP, Oncology Chemistry, Pharmaron; Allison Perkins, M.S. - Executive 
Director, Business Development (Preclinical Services), Pharmaron  
Date and Time: Thursday, May 17, 2012, 11:30 am – 1:00 pm 
Agenda 

11:30 AM - 12:00 PM Registration & Networking  

12:00 PM - 1:00 PM Presentation & Q&A  

*Lunch will be provided 
Location: San Jose BioCenter, 5941 Optical Ct., San Jose, CA 95138 
Cost & Registration 
• Regular Price: $35 
• Partners' Network: $25 
• BioCenter Members: Free  
Register at http://integratedind.eventbrite.com/ 
 
Topic Description 
As research and development costs continue to rise, it is evident that outsourcing will 
become an important part of the competitive landscape. This next step in the evolution of 
the biopharmaceutical industry signals that companies are now looking for more value, 
expertise, and innovation within their outsourcing options. With many analysts predicting 
China to become an essential location for outsourcing, how can a company stay well-
informed?  
This Lunch & Learn features Pharmaron, a premier R&D service provider for the 
pharmaceutical industry with resources in China. With their expertise, you will learn the 
intricacies of outsourcing development programs to China, what key considerations to keep 
in mind, and how best to manage this process. Accessing this knowledge will allow you to 
make the strategic, coherent decisions that will add value and a competitive advantage to 
your company. 
Various topics include:  

• What are the main benefits of outsourcing your preclinical programs to China?  
• What are the challenges to oursourcing and how to avoid them?  
• What capabilities should you outsource? Which should you maintain in-house?  

 
Speaker Bios 
Dr. Huang has over 16 years of experience in the life science and financial fields including 
former Senior Vice President of Operations at the Preclinical Services facility at Pharmaron. 
Recently, Dr. Huang has been instrumental in establishing Pharmaron's IND-enabling and 
integrated platform of services. Dr. Huang earned her Ph.D. degree from State University of 
New York in Molecular Biology and Biochemistry. 
 
Dr. Sun joined Pharmaron in 2009 as Senior VP of Oncology Services and has over 16 years 
of biopharmaceutical experience. Prior to joining Pharmaron, Dr. Sun held the positions of 
Senior Director of Chemistry at Poniard Pharmaceuticals, Inc., Senior Director of Chemistry 
at AGY Therapeutics and Director of Chemistry at SUGEN (Pharmacia/Pfizer). She graduated 
from Beijing Medical University, China (Peking University) with a B.S. in Medicinal Chemistry 
and holds a Ph.D. in Medicinal Chemistry from the University of North Carolina, Chapel Hill. 
 
Ms. Perkins joined Pharmaron in 2010 as part of the acquisition of the Bridge Laboratories 
GLP facility in China. She continues to lead the toxicology business development efforts at 
Pharmaron. She earned her B.S. degree in Biology from Villanova University and her M.S. 
degree in Animal Science from Purdue University.  
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*************************************************** 
BioCenter Client Recognition Champagne Toast, Monday Afternoon, May 21, 2012 

 
Date and Time: Monday, May 21, 2012 from 4:30 PM to 6:00 PM (PT) 
Location: San Jose Biocenter, San Jose, CA 
Cost: Free 
Register at http://www.sjbiocenter.com/ 
 
Event Description 
In an effort to let all of the BioCenter companies - but also our community - know about the 
AMAZING things that are happening with BioCenter clients, we will have a client recognition 
champagne toast on May 21st. Please join us to toast to success! 
 
*********************************************** 

WIB-San Francisco Bay Area, Monday Evening,  May 21, 2012

 
 

Event: Speed networking 
Date and Time: May 21, 2012, 5:30 p.m. PDT doors open.  Speed networking: 6:30 p.m. to 
8:30 p.m. PDT 
Location: K&L Gates, 4 Embarcadero Center, Suite 1200, San Francisco, CA  94111-5994 
Cost: Members: $ 20.00; Non-Members:  $ 35.00 
 

Early registration ends on 04/25/2012. 
Regular registration starts on 04/26/2012 and ends on 05/21/2012. 
Late registration starts on 05/21/2012. 
All times are 12:00am (GMT-05:00) Eastern Time (US & Canada). 
Register at 
https://netforum.avectra.com/eweb/DynamicPage.aspx?WebCode=LoginRequired&Site=WIB 
 

Topic Description 

Join WIB-San Francisco Bay Area for an Evening of Speed Networking May 21 2012 

 
The evening promises to offer an exciting environment for women in the biotech industry to 
meet as many people as possible in a two-hour time period.  This is a great way to mingle, 
learn fast facts and make connections with new peers in the region. WIB-San Francisco Bay 
Area will be hosting speed networking events periodically with this first event in San 
Francisco and then subsequent locations in the South Bay, Peninsula and East Bay. 
 

 
****************************************************** 
Bio2Device Group, Tuesday Morning, May 22, 2012 

 
Topic: What "Cancer Pathways" Mean for the Biopharma Industry  
Speaker: Ellen Licking, Senior Editor and Analyst, Value & Innovation LLC, a subsidiary of 
Real Endpoints 
Date and Time: Tuesday, May 22, 2012, 8:30-10:30 am  
Location: Sunnyvale City Council Chambers, 456 W. Olive, Sunnyvale, CA (across the street 
from Sunnyvale Public Library) 
Cost: Free 
Park in Street and in NOVA and library parking lots across the street. 
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Topic Description 

Only a few years old, results from existing “cancer pathway” pilots underway at national and 
regional insurers are being unveiled in 2012. If these experiments in using evidence-based 
medicine to improve outcomes and lower costs prove successful, drug companies will have 
to adapt their drug development and commercialization strategies to drive market uptake of 
their products and retain pricing flexibility. And not just in oncology. The same lessons can 
be applied to other specialty diseases crowded with expensive treatment options, like 
multiple sclerosis, and rheumatoid arthritis. 

Speaker Bio 
 

Ellen has covered the medical industry for more than 10 years, first as a reporter at 
BusinessWeek, then as a writer and editor for Windhover Information. Following 
Windhover’s acquisition by Elsevier in 2008, she worked as business bureau chief and 
executive editor for the pharma group, where she was responsible for both IN VIVO and 
Start-Up, among other duties. Ellen holds a BA in Biochemistry from Swarthmore College, 
an M. Phil. in Biochemistry from Cambridge University, and an MS in Biochemistry from 
Stanford University. (www.valueandinnovation.net) 
 
 
******************************************************* 
Palo Alto AWIS, Tuesday Evening, May 22, 2012 

 
Topic: “Discover Your Superpowers” 
Speaker: Kristine Carey, Professional Certified Coach  
When:  Tuesday, May 22, 2012 7-9 PM 
Where: Xerox PARC Auditorium, 3333 Coyote Hill Rd. Palo Alto, CA 
Cost:  $5 Students/Members; $10 Others 
RSVP: http://bit.ly/zUvBYf 
Flyer:   http://pa-awis.org/flyers/AWIS_Flyer_May2012.pd 
 
 
***************************************************** 
East Bay AWIS, Thursday Evening, May 24, 2012 

 
Topic: “Understanding and Controlling RNA-protein Complexes Involved in Myotonic 
Dystrophy Type 1” 
Speaker: Professor Anne Baranger, PhD, Director of Undergraduate Chemistry, Faculty 
Assistant for Teaching and Learning, & Adjunct Professor of Chemistry 
Date and Time: Thursday, May 24, 2012, 6:30-8:30 pm 
Light supper and networking 6:30pm – 7:00pm 
NOTE: Registering w/ Eventbrite will say FREE, however fee will be collected at the 
door 

Cost: $5 / members, $10 / non-members 
**Register at:  http://ebawismaychapter2012.eventbrite.com 

 Location: Novartis  5400 Hollis St, Building X-310 Emeryville, CA 
Park in front of building – Directions here  
  
Non Scientists and Men Welcome! 
 

******************************************************* 
Bio2Device Group, Tuesday Morning, May 29, 2012 
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Topic: “An Interventional Device to prevent Heart Failure”  
Speaker: Ryan Krone, Senior Mechanical Engineer & Karen Havenstrite, Chief Scientific 
Officer, both at COR Innovations  
Date and Time: Tuesday, May 29, 2012, 8:30-10:30 am  
Location: Sunnyvale City Council Chambers, 456 W. Olive, Sunnyvale, CA (across the street 
from Sunnyvale Public Library) 
Cost: Free 
Park in Street and in NOVA and library parking lots across the street. 
 
Topic Description 
Ryan and Karen will cover COR Innovations' solution to preventing congestive heart failure 
(CHF), following myocardial infarction (i.e. heart attack) with a minimally-invasive, device-
based technology. Our presentation will include some background and statistics on CHF, 
previously proposed treatments as well as their shortcomings and finally our device. We will 
also cover our current testing and proposed future animal studies and experiments.  
 
Speaker Bios 
Ryan received his Ph.D. in Mechanical Engineering, specializing on computational mechanics 
of biological tissues, from UC Berkeley in 2010. He received his M.S. and B.S. in Mechanical 
Engineering from Cal Poly, SLO in 2004 and 2003. During his graduate studies at Berkeley, 
he worked full-time at the Lawrence Livermore National Laboratories (LLNL) from 2005-
2012, as lead hardware engineer on numerous large-scale hydrodynamic experiments. This 
work included mechanical fixture design, analysis and fabrication as well as project 
management (budget, scheduling and delegation of work). These projects introduced 
challenging materials (actinide metals) and design constraints including applications with 
high explosives, precision machining and extremely convoluted assemblies. Currently, Ryan 
is the Lead Mechanical Engineer at COR Innovations Inc. His work involves the design and 
fabrication of experimental equipment and device delivery prototypes. In addition to leading 
the design and implementation of COR's hardware needs, he provides computational 
expertise by implementing novel, three-dimensional finite element codes in efforts to both 
validate and augment the design of COR's passive heart restraint device. 
 
While studying for her B.S. in Chemical Engineering at Cornell University, Karen Havenstrite 
developed her passion for research, working on projects that included characterizing 
polymer melt rheology, developing technologies for biosensors, and designing wound 
dressings for burn victims. She then received her M.S. and Ph.D. in Chemical Engineering 
from Stanford University where her interdisciplinary work in the lab of Dr. Helen Blau 
combined polymer chemistry, biomaterials, and stem cell biology. She developed a hydrogel 
to mimic the rigidity of muscle tissue, and used this to provide the first transplantation 
studies demonstrating the critical role of mechanical forces in regulating the regenerative 
potential of stem cells. In collaboration with a drug discovery company, she also developed 
novel assays for screening drug candidates directly in vivo, leading to identification of a 
molecule to improve hematopoietic stem cell transplantation. As a graduate student, Karen 
had the opportunity to work with medical device projects through the Stanford Biodesign 
program, providing technical expertise. She is currently chief scientific officer at Cor 
Innovations, an early stage start-up developing an interventional device to prevent 
congestive heart failure. 
****************************************************** 
BioScience Forum, Wednesday Evening, May 30, 2012 

 
 
Topic: "Beating the Odds: The Journey of an Erythropoiesis Stimulating Agent from Bench to 
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Bedside" 
Speaker: Anne-Marie Duliege, M.D, Chief Medical Officer, Affymax 
Date and Time: Wednesday, May 30, 2012, 6:00 pm 
Agenda 
6:00 pm - 7 pm networking 
7:00 pm - 8 pm dinner 
8:00 pm - 9 pm presentation 
Location:  
The Holiday Inn  
275 S Airport Blvd, South San Francisco, CA 94080  
 
Cost:  

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, May 28th, at 9 pm 
Cash or check accepted on the day of the event  
 
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, May 24th 
If paying with check, do not complete online registration with Cvent 
  
 
 
Topic Description 
In March 2012, Palo Alto based Affymax received FDA approval for OMONTYS® 
(peginesatide) Injection, a product for the treatment of anemia due to chronic kidney 
disease in adult patients on dialysis. It is the first Erythropoiesis Stimulating Agent (ESA), 
dosed once monthly, on the US market. Its drug development journey started with the 
rigorous selection of an erythropoiesis stimulating peptide with prolonged duration of action, 
and advanced through an odyssey of extensive preclinical and clinical testing.  
 
In parallel with the drug development challenges, the company went public and entered into 
a worldwide development and commercialization partnership with Takeda Pharmaceutical. 
The regulatory environment also evolved due to increasing safety concerns about the ESA 
class. Yet, in spite of these developments and challenging Phase 3 results, Affymax 
successfully completed NDA review and received approval of OMONTYS® within the 10-
month PDUFA timeline, positioning the company for its first commercial launch. The lessons 
learned in this “David vs. Goliath story” will address the importance of quality science, 
focus, transparency, and persistence. 
 
 
Speaker Bio 
Dr. Duliege has over 20 years of scientific and leadership experience in the pharmaceutical 
industry. She joined Affymax in 2004 as VP of Clinical, Regulatory and Medical Affairs. She 
was instrumental in raising capital and taking the company public. Dr. Duliege was 
promoted to Chief Medical Officer in 2007. She lead her team through an extensive 
development program and obtained FDA approval for the company’s lead product, 
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OMONTYS®. As a member of the executive team, Dr. Duliege is responsible for both clinical 
and non-clinical research. She helps set company strategies, contributes to investor 
relations, and supports business development activities. 
 
Prior to joining Affymax, Dr. Duliege was a Senior Medical Director at Chiron Corporation where she 
directed Phase 1 through 4 clinical studies in pulmonary medicine, infectious disease and immunology. 
She has also been a Senior Research Physician at Genentech, Inc., working on an HIV treatment and 
vaccine, and an Epidemiologist at the National Institute of Science & Medical Research in Paris. 
 
Dr. Duliege received her MD degree and her certification in Pediatrics from Paris Medical School. She 
also has an M.S. in Epidemiology from Harvard School of Public Health and an M.S. in Biostatistics from 
Paris Medical School. She continues to practice medicine as an Adjunct Clinical Assistant Professor at 
Stanford’s School of Medicine and Lucile Packard Children’s Hospital.  She serves on the board of non-
profit organizations focused on the prevention of HIV. She is personally committed to supporting public 
health efforts in developing countries. 
 
 

 
************************************************* 
HBA, Thursday Evening, May 31, 2012 

 

Topic: “Women In Science: Developments in Diagnostics” 
Panelists: 
Diane Day, Global Head, Regulatory Affairs, Novartis Diagnostics 
Deborah Kilpatrick, Ph.D., Senior Vice President, Commercial, CardioDx 
Terri Ozegovich, Global Head, Marketing, Novartis Diagnostics 
Teresa L. Wright MD, Franchise Head, Hepatitis/Hepatology, Genentech 
Date and Time: Thursday, May 31, 2012, 5:30 pm 
Agenda 
5:30 - 6:15 PM  Networking Reception 
6:15 - 6:30 PM  President's Welcome/Program Introduction 
6:30 - 7:00 PM  Opening Remarks from Moderator, Terri Ozegovich 
7:00 - 7:45 PM  Panel Discussion 
7:45 -  8:00 PM  Interactive Q & A Session with Panel 
Location: Novartis Diagnostics, 4560 Horton Street, Emeryville, CA 94608-2916  
510.655.8730  
Registration: Member rate: $45.00 Nonmember rate: $55.00  
Register bit.ly/IKTlPm 
 
Topic Description 
At this Women in Science event, a panel of senior leaders in the field will discuss the current 
state of the molecular diagnostics industry, and the additional challenge in developing 
companion diagnostic tests.  
 
Have you ever wondered why the brilliant diagnostic tools used in basic research are not 
commonly used (or used at all) in the clinic? Why biotechnology seems to have a much 
longer development timeline than your personal mobile devices? What sort of strategic 
decisions are being faced and made every day so that a new drugs will be used by exactly 
the right person in five years? This panel pulls together some of the most senior individuals 
involved in making those decisions on a daily basis, and will provide you with a fundamental 
understanding of the challenges the molecular diagnostics industry faces.  
 
*************************************************** 
VC Task Force, Thursday Evening, May 31, 2012 
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Event: “Life Sciences Investor Pitch” 
Panelists:  
  Doug Foster, Longitude Capital 
  Jonathan Norris, Silicon Valley Bank  
  Don Ross, Health Tech Capital 
  Benjamin Pensak, Morgan Lewis 
Moderator: Meredith L. Warshaw, PhD, CSO, Molecular Image and Chair, Life Sciences, VC 
Taskforce 
Date and Time: May 31, 2012 | 6:00-8:30 PM  
Location: Two Palo Alto Square, Palo Alto 
Event Sponsor: Morgan, Lewis & Bockius, LLP 
Agenda: 
Doors open and networking: 6 PM 
Program: 6:30-8:30 PM 
Hors d'oeuvres and beverages will be served. 
 
Cost of Registration: 
$45 VC Taskforce Members, 
$55 Affiliate Organization Member 
$75 General 

You are eligible to register at the affiliate rate      
because you have received this announcement through one of our affiliate partners. 

 
Register at https://vctaskforce.site-ym.com/events/event_list.asp 
 

Topic Description 
The Life Science Investor Pitch programs through VC Taskforce offer an opportunity for 
entrepreneurs seeking start up funding to pitch in front of a distinguished panel of investors. 
VC Taskforce and Morgan, Lewis & Bockius, LLP have partnered to bring to you a 
scintillating program series to bring entrepreneurs and investors together in the life science 
fields. The evening will be exciting and a terrific learning experience for all entrepreneurs. 
Entrepreneurs learn what investors are looking for in a pitch presentation. 
 
Entrepreneurs seeking capital will pitch for 2 minutes in front of the investor panel. This is 
followed by 5 minutes of Q&A and then non-rebuttal feedback by the panel. A score of 1-5 
is given to each presenting company by each panel member. Please note that pitching time 
limits will be strictly enforced! 
 
Investors come and listen to entrepreneurs’ pitches. You never know where you’ll find your 
next deal. Find out how our panel of investors rates entrepreneurs’ pitches; which investors 
pass and for what reasons; and which entrepreneurs other investors want to talk to ASAP. 
Please let us know if you would like to participate on one of our Life Science Investor Pitch 
panels. 
 
This is a great opportunity for entrepreneurs to network with investors, present their 
company, and hear first-hand what it takes to raise early-stage capital in 2012. If you are 
an entrepreneur in a startup that is currently seeking capital and would like to present your 
best 2 minute elevator pitch to a panel of investors, you must register in advance and have 
confirmation from the program manager that you are on the list of presenters. The 
maximum number of presenters is limited to ten. 
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To present a pitch, prior to registering, please contact Maya Desai PhD, 
mayudi80@gmail.com, or call 909.565.7201 to learn of slot availability. Slots to present are 
assigned on a first-come basis. If a slot is available you must register and send Maya Desai 
PhD your confirmation number and the name of your company. Receipt of your confirmation 
number ensures assignment of a presentation slot. You will also receive further instructions 
and advice on preparing your best pitch. 
 
Please note: Registering does not reserve a pitch time. You must contact Maya Desai PhD 
per instructions above to reserve a slot to pitch. 
 
 
************************************************* 
CACO Workshop, Monday, June 4, 2012 

 
Topic: Bioanalytical method validation and regulated bioanalysis for small molecules 
Speakers: Mark Rose (Amgen), Naidong Weng (J&J) and Qin Ji (BMS) 
Date and Time: Monday, June 4, 8:45 am – 5:00 pm 
Location: SF Bay Area: Foster City Crowne Plaza 
Register at http://www.caco-pbs.org/aspx/login01.aspx 
 
Topic Description 
Regulated bioanalysis (RBA) is performed in the drug development process in support of 
Toxicokinetic and pharmacokinetic assessment. The data quality has direct impact on safety 
and efficacy assessment. It requires compliance with Good Laboratory Practice (GLP) and 
other FDA guidance intended to ensure control over equipment, personnel, facility, assay 
validation/application, documentation, data handling/reporting, etc. In addition, RBA 
typically demands higher assay sensitivity (vs discovery support) as drug development 
progresses, which in turn requires more extensive sample preparation, instrument 
optimization and robustness testing. To ensure successful assay deployment and regulatory 
submission, bioanalytical methods are extensively evaluated and validated for performance 
attributes such as accuracy/precision, stability under various operation conditions, 
specificity/selectivity, sensitivity, potential interference, etc. In addition, standard operation 
procedures are prepared on which staff are trained. This workshop is aimed at providing an 
overview on how to establish a GLP conformed bioanalytical laboratory based on both 
regulatory and technical considerations. In addition, selective topics will be discussed in 
detail to offer a clear understanding of what are the key elements necessary to operate a 
successful RBA laboratory and how to achieve the desirable results. 
 
Workshop agenda: 

 
- Regulated bioanalysis: fundamentals & function setup (Rose) 90 min 
- Bioanalytical method validation: fundamentals, key aspects, and case studies (Weng) 90 
min 
- Regulatory inspection: how to prepare for, and findings (Rose et al.) 30 min 
- Incurred sample reanalysis (Ji) 20 min 
- Dried matrix spot and microsampling (Ji) 20 min 
- Protein bioanalysis by LCMS (Ji) 30 min 
- Bioanalysis of biomarkers (Weng) 30 min 
- Bioanalysis of MIST metabolites (Weng) 30 min 
- Special case studies (Rose) 30 min 
- Panel discussion (All) 30 min 
 
Speaker Bios 
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Mark J. Rose, Ph.D., Scientific Director, DMPK, Amgen (Thousand Oaks, CA). Dr. Rose 
currently leads a bioanalytical group in the Pharmacokinetics and Drug Metabolism 
department at Amgen Inc., where he is responsible for the support of discovery, preclinical, 
toxicology, and clinical studies for small and large molecules. Previously, he worked in the 
Drug Metabolism department at Merck Research Laboratories, and was an analytical 
scientist in the Pharmaceutics department with Glaxo Inc. Dr. Rose has been involved in the 
bioanalytical community for 20 years, contributing to the areas of ultra trace detection, new 
technology, high-throughput techniques, metabolite analysis and method validation. He is 
currently Chair-Elect of the Analysis and Pharmaceutical Quality Section of the AAPS, and is 
past chairman of the AAPS Bioanalytical Focus Group. Dr. Rose was a co-chair, speaker and 
panel expert at the AAPS/FDA Third Bioanalytical Workshop, “Quantitative Bioanalytical 
Methods Validation and Implementation: Best Practices for Chromatographic and Ligand 
Binding Assays” and is a co-author on the resulting conference summary report. He is co-
author on over 65 publications and presented abstracts in the areas of analytical chemistry, 
bioanalysis and drug discovery. He received a B.S. in Chemistry from Pennsylvania State 
University and doctorate in Pharmaceutical Chemistry from the University of Kansas. 
 
Naidong Weng, Ph.D., Director and Head of Bioanalytical Chemistry, Pharmaceutical 
Research & Development, Johnson and Johnson (Raritan, NJ). His previous experiences 
included leadership positions in Bioanalytical Chemistry at Bristol-Myers Squibb, Covance, 
and MDS as well as Analytical Chemistry at Wyeth. His current responsibilities include 
regulated bioanalytical support for both preclinical and clinical studies and his current 
research interests include bioanalytical strategies for supporting biomarker analysis; tiered 
approach for MIST support, and exploring ultrafast bioanalysis to support development and 
clinical studies in regulated environment. Dr. Weng is a pioneer for using HILIC-MS/MS to 
quantify polar analytes in biological fluids and has two review articles on this topic, one of 
which was one of the top 50 most cited articles from Journal of Chromatographic B, 2000-
2005. Dr. Weng had a doctoral degree from Catholic University of Leuven, Belgium, in 
Pharmaceutical Analytical Chemistry (1987-1991). Dr. Weng has over 80 peer-reviewed 
publications, over 100 posters and over 20 podium presentations. He has contributed 
chapters for three books. He serves on the editorial advisory boards for two international 
scientific journals as well as various scientific/organizational committees, most recently on 
APA and CPSA. Dr. Weng is also one of the short course instructors for the LC-MS in DMPK 
at ASMS meetings.  
 
Qin Ji, Ph.D , Senor Principal Scientist, Department of Analytical and Bioanalytical 
Development, Bristol-Myers Squibb, Princeton. Dr. Ji has authored and co-authored over 40 
peer-reviewed articles and book chapters covering mass spectrometry instrumentation, 
bioanalysis of proteins, chiral drugs, and tissue samples to support drug development 
projects. Prior to current position, he has held scientific and management positions in 
Abbott and Covance. Dr. Ji obtained his Ph.D. from Michigan State University and had 
Postdoctoral training at Mayo Clinic. He was awarded two President Awards and was an 
Associate Research Fellow in the prestigious Volwiler scientific society at Abbott 
Laboratories. He was awarded a Chemistry Leadership Award at Bristol Myers-Squibb. He 
has been an invited speaker for multiple national conferences, chaired several conference 
sessions, and served on the planning committee for various scientific meetings. 
 
******************************************************************** 
Bio2Device Group, Tuesday Morning, June 5, 2012 

 
Topic: System Design Tools for Medical Devices and Life Science Instrumentation 
Speaker: Giacomo Vacca, Ph. D., Founder and President, Kinetic River Corporation  
Date and Time: Tuesday, June 5, 2012, 8:30-10:30 am  
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Location: Sunnyvale City Council Chambers, 456 W. Olive, Sunnyvale, CA (across the street 
from Sunnyvale Public Library) 
Cost: Free 
Park in Street and in NOVA and library parking lots across the street. 
 
Topic Description 
Have you ever iterated? You're in good company. No product design is born perfect and 
complete. However, as development goes on, design changes and bug fixes become more 
and more costly—and time-consuming. One of the most cost-effective ways to reduce these 
costs is to execute comprehensive system modeling early on. While many specialized 
solutions exist to model certain subdomains (e.g., optical propagation software, CAD 
packages, etc.), they typically don’t tell the designer how the system as a whole will behave 
in response to design choices. Our design approach at Kinetic River can drastically reduce 
trial-and-error by providing interactive and intuitive system modeling tools. We build the 
critical parameters of a system into a live, hands-on simulation tool that can be used to 
explore a wide range of design choices—and to trigger system decisions with confidence. I 
will showcase our approach for reducing development risks—while making the design 
process a lot more fun. 
 
Speaker Bio 
Giacomo Vacca earned his B.A. and M.A. in Physics from Harvard University, and his Ph.D. 
in Applied Physics from Stanford University. His dissertation, under the guidance of Nobel 
Prize winner Bob Laughlin, introduced a new ultrafast optical technique for investigating 
microscopic fluid phenomena. His work experience spans the energy sector, 
telecommunications, lasers, microfluidics, and medical diagnostic devices; in these fields, he 
has taken on positions in Research and Development as well as in Marketing and Business 
Development. He has set up whole laboratories from scratch, started and led development 
programs, generated intellectual property (5 awarded U.S. patents, 8 pending U.S., 9 
pending internationally), managed groups of more than a dozen people, and managed IP 
portfolios. He is an expert LabVIEW programmer and has created a wide range of algorithms 
for the biomedical, laser, and telecom industries. His most recent honors are having been 
elected to Senior Member of the Optical Society of America and to Research Fellow of the 
Volwiler Society at Abbott Laboratories. 
 
******************************************************************** 
San Jose Biocenter, Tuesday Afternoon, June 5, 2012 

 
Event: Roundtable Discussion with Swiss Development Agencies 
Date and Time: Tuesday, June 5, 2012, noon -2:00 pm 
Location: San Jose Biocenter, San Jose, CA 
Cost: Free 
 
Event Description 
The San Jose BioCenter will be hosting a delegation of senior representatives from the Swiss 
Regional/Cantonal Economic Development Agencies on June 5th.  
 
This Swiss delegation has asked us to invite small to medium-sized biotech companies 
interested in the European market to take part in a roundtable discussion.  
 
Register today to be a part of the discussion and find out how your company can launch and 
do business in Switzerland and how you can be helped.  
 
 



 

17 

Switzerland Trade & Investment is an agency of the Swiss government. Our aim is to 
facilitate relationships, provide information, and support for companies considering the 
European market. 
 
• More than 1’000 American companies are already in Switzerland, from early stage 
innovators to the HQs of large well-known companies including eBay, Yahoo!, P&G, Johnson 
& Johnson and Google.  
 
• Switzerland is rated as the Most Competitive Business Operating Environment in the World 
by the World Economic Forum, and the Most Innovative Country in Europe by the European 
Innovation Scoreboard.  

 
*********************************************************** 
 
Bio2Device Group, Tuesday Evening, June 12, 2012 

 
Topic: TBA 
Speaker: Deepti Jaggi, President and CMO, Neurokos 
Date and Time: Tuesday, June 12, 2012, 6:00 pm  
Location: Wilson Sonsini Goodrich & Rosati, 650 Page Mill Road, Palo Alto CA  
Cost: 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 
 
****************************************************** 
San Jose Biocenter, Thursday Afternoon, June 14, 2012 

 
Topic: " The rise of Big Pharma VC Funds: Dream coming true or total nightmare?" 
• James Schaeffer, Ph.D., Executive Director, Worldwide Licensing and External Research, 
Merck Research Laboratories  
• Jennifer Friel Goldstein, Director, Pfizer Venture Investment  
• Lead Facilitator: Scott M. Iyama, Corporate Senior Associate, Orrick, Herrington & Sutcliffe 
LLP  
More information coming soon! 
Date and Time: Thursday, June 14, 2012 

3:00 PM - 3:30 PM Registration & Networking  

3:30 PM - 5:00 PM Industry Panel  

5:00 PM - 6:30 PM Networking Reception  

Location: Orrick, Herrington & Sutcliffe LLP, 1100 Marsh Rd., Menlo Park, CA 94025 
Cost & Registration 
• General Ticket: $60 
• Partners' Network: $50 
• Meet with Alumni: $40  
• BioCenter Members: Free (please RSVP to Aurélie) 
• On-site Registration: add $10 to the above  
This event is typically sold out, so early pre-registration is recommended to avoid 
disappointment on the day!  
Register at http://sjbiocenter.com/event/ev_2012Q2-CorporateVentureCapitalPanel.html 
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Topic Description 
It seems like a new Big Pharma Venture arm appears every week or so. Is this just a new 
trend or are they here for good? How are these Corporate VCs different than traditional 
VCs? Do they have the same objectives, the same investment criteria, or the same 
strategies? Or are they definitely two very different things? What does this mean for all the 
emerging companies out there? Are traditional VCs doomed to disappear? Are these new 
players a nightmare to deal with in day to day management and operations of your 
company? 
Join us at our next industry panel for an interactive discussion on why and how corporate 
players are getting in the game and hitting it big! Furthermore, our expert panelists will 
provide their own insight on the current trends shaping their industry as well as their future 
predictions on where it is headed. 
 
James Schaeffer, Ph.D., Executive Director, Worldwide Licensing and External Research, 

Merck Research Laboratories  
Dr. Jim Schaeffer joined Merck Research Laboratories (MRL) in 1986. During his first 16 
years at MRL, he directed research groups focusing primarily on neuroendocrine-related 
projects. Jim joined the Department of External Scientific Affairs in 2003 with primary 
responsibility for all neuroscience licensing opportunities and during the next 18 months, he 
was directly involved in the signing of four major agreements. Jim moved to San Diego in 
2004 to assume the role of Merck's "Science Scout" on the West Coast, with the 
responsibility to identify new opportunities across all therapeutic areas at all stages of 
development including enabling technologies. During the past eight years, Jim has been 
directly involved in the execution of 14 major agreements with West Coast based 
organizations including recent agreements with AmbrX, Marcadia, BioAtla, the University of 
California in San Francisco and the University of Texas-Southwestern.  
As of July 2008, Jim is also responsible for Merck's scouting efforts in China. Jim has also 
been directly involved in the establishment of a Merck-funded research institute (The 
California Institute for Biomedical Research- Calibr) in La Jolla, California. Calibr will focus 
on the advancement of early stage innovative research through animal proof of concept.  
Dr. Schaeffer received his PhD at Baylor College of Medicine and was a post-doctoral fellow 
in the laboratory of Dr Julius Axelrod at the National Institute of Mental Health. He is the 
author of more than 110 articles in peer reviewed journals.  

^ Back To Top ^ 
 
Jennifer Friel Goldstein, Director, Pfizer Venture Investment 
Jennifer Friel Goldstein, BSE/MB/MBA is a Director on Pfizer's Venture Investments team. 
She is responsible for new investments as well as managing Pfizer's legacy $250M private 
equity portfolio. Jennifer brings ten years of business development, portfolio management, 
and consulting experience as well as a biotechnology background to the team.  
Jennifer joined Pfizer as part of the Portfolio and Decision Analysis group, where she led 
commercial and business development projects. While a consultant at Bain & Company, 
Jennifer focused on private equity deals. She has also had diverse internship experience at 
companies such as Chiron, Genelabs, and Genencor.  
Jennifer is a board observer to Ablexis and board member of the New York Venture Capital 
Association. She graduated magna cum laude with a BSE in Bioengineering and a Master's 
of Biotechnology from the University of Pennsylvania. Jennifer was also named a Joseph 
Wharton Fellow while completing her MBA at the Wharton school.  

^ Back To Top ^ 
 
Scott M. Iyama, Corporate Senior Associate, Orrick, Herrington & Sutcliffe LLP 
Scott Iyama is a member of the Emerging Companies Group, which advises high growth 
companies and venture capital firms. Scott's practice includes the formation, financing and 
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general corporate counseling of emerging growth private and public companies; 
representation of venture capital firms and investment banks in private and public offerings; 
and other strategic transactions. Scott has completed hundreds of private financings and 
numerous mergers, acquisitions and licensing transactions.  
Prior to receiving his J.D. from Stanford Law School, Scott performed extensive biochemical 
research at the University of California, San Diego, and Genentech, Inc., and was a research 
intern at the NASA Ames Research Center. 
 
*********************************************** 
CACO Workshop, Monday, June 18, 2012 

 
Event Name: Metabolite Detection and Identification: Strategies, Techniques, and Case 
Studies  
Speakers: Bill Fitch, Mingshe Zhu (BMS), Shichang Miao (ChemoCentryx), Deepak Dalvie 
(Pfizer), Shuguang Ma (Genentech)  
Location: SF Bay Area: Foster City Crowne Plaza  
Date and Time: Monday, June 18, 2012, 8:45-17:00 
Event fee: Below cost of course materials for unemployed; For others, details available upon 
online login. 
 
 
Online registration and further details: http://www.caco-pbs.org 
Registration deadline: 6/16/2012  (it will close sooner if the seating cap is reached) 
 
Workshop Description 
Identification of the metabolites is a major component in drug metabolism studies and is 
critical for both drug discovery and drug development.  It requires careful strategic 
planning, utilization of  modern analytical techniques in LCMS and NMR, and in-depth data 
analysis and interpretation. Deep understanding of the fundamentals of drug metabolism 
and organic chemistry is essential for a successful metabolite ID scientist.  This workshop 
will discuss the commonly used methods for studying drug metabolism, state-of-the-art 
techniques for detecting / identifying metabolites, data mining and spectral interpretation, 
and strategies for stage-based approaches for metabolite identification.  

This workshop will cover the following topics: 

 
•       Metabolite ID overview and metabolite detection techniques 
•       Metabolite structure Identification by MS/MS, NMR and other means  
•       Metabolite production techniques  
•       General strategies for metabolite identification in drug discovery and development  
•       Case studies (bioactivation, soft spot analysis, FIH & MIST) 

 
Speaker Bios 
Dr. William Fitch is a consulting professor in drug metabolism, mass spectrometry and 
metabolomics at Stanford university. He received his BS at University of Michigan and his 
PhD at Stanford. He did postdoctoral stints in biosynthetic chemistry at Yale, synthetic 
chemistry at Syntex and clinical mass spectrometry at Stanford. His industrial career has 
focused on applications of mass spectrometry in environmental analysis (Acurex), 
agricultural chemical discovery (Zoecon), combinatorial chemistry (Affymax) and 
pharmaceutical discovery (Roche). 
Dr. Mingshe Zhu is a principal scientist at Bristol-Myers Squibb with 16 years’ experience 
in drug metabolism research to support discovery and development programs. His interests 
include LC/MS technology, optimization of ADME properties, metabolic activation, and 
regulatory drug metabolism. Dr. Zhu completed his Ph.D. training in Analytical Toxicology at 
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SUNY at Albany, and post-doctoral fellowship in Drug Metabolism at University of 
Washington.  He has been frequently invited to speak at conferences/workshops and teach 
short courses at ASMS, ACS and EAS. Dr. Zhu has coauthored over 60 research articles and 
coedited two books. 
Dr. Shichang Miao is currently Senior Director, Discovery & Clinical DMPK at 
ChemoCentryx Inc., a Mountain View, California-based biotech company focusing on the 
discovery and development of drugs though regulation of chemokine receptors. Until 2007, 
he was a director in the pharmacokinetics and drug metabolism department at Amgen 
South San Francisco.  He worked at Tularik Inc. from 1994 through 2004 (most recently as 
Associate Director, Analytical Chemistry and Drug Metabolism) until Tularik's acquisition by 
Amgen.  He is also the founder and president of CACO Pharmaceutical & BioScience Society.  
Dr. Deepak Dalvie is a research fellow at Pfizer Global Research and Development in the 
Department of Pharmacokinetics, Dynamics, and Metabolism in La Jolla, CA. He received his 
Ph.D. in Medicinal Chemistry at SUNY Buffalo, NY.  After a postdoctoral fellowship in the 
areas of chemistry and metabolism under the supervision of firstly Professor Richard 
Sundberg at the University of Virginia and then Professor Neal Castagnoli at Virginia Tech, 
he joinedPfizer as a research scientist in 1992.  His research interests include the 
biotransformation and bioactivation of xenobiotics and understanding the molecular 
mechanisms of drug metabolism and metabolic activation.  He has authored and co-
authored several papers in this area and has published several reviews in these fields.  He is 
an Associate Editor for Drug Metabolism and Disposition and serves on the editorial board of 
Xenobiotica.  He is also a reviewer of manuscripts for journals such as, chemical research in 
toxicology and current drug metabolism.  
Dr. Raju Subramanian is a Scientific Director at Amgen in the department of 
Pharmacokinetics and Drug Metabolism in Thousand Oaks CA. He received his Ph. D. in 
Physical Chemistry from State University of New York at Stony Brook. After post doctoral 
stints at Department of Physics, College of William and Mary and at Beckman Institute, 
University of Illinois Urbana-Champaign, he joined the department of Drug Metabolism and 
Pharmacokinetics at Merck in 1999. In 2005, he moved to Amgen where he is currently a 
group leader for biotransformation and serves as a department representative on small and 
large molecule cross-functional drug research and development teams in inflammation, 
neurology, and oncology therapeutic areas.  
Thank you for your support. 
 
support@caco-pbs.org 
www.caco-pbs.org 
 
************************************************* 
Bio2Device Group, Tuesday Morning, June 19, 2012 

 
Topic: “New FDA Draft Guidance for Clinical Data Standards” 
Speaker: Thamar Draper, Senior Director, Professional Services and Product Management, 
OmniComm Systems Inc.  
Date and Time: Tuesday, June 19, 2012, 8:30-10:30 am  
Location: Sunnyvale City Council Chambers, 456 W. Olive, Sunnyvale, CA (across the street 
from Sunnyvale Public Library) 
Cost: Free 
Park in Street and in NOVA and library parking lots across the street. 
 
Topic Description 
The US Food and Drug Administration (FDA) released new draft guidance for industry on 
February 17, 2012 on how sponsors and applicants should submit standardized study data 
to FDA in electronic format. With the latest draft guidance released in February it is clear 
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that the agency is being more aggressive in its ‘recommendations’ about the use of data 
standards.  
Join us on June 19 and learn how to navigate and benefit from the new draft FDA Guidance 
on Standardized Study Data:  
 
Presentation Objectives: 

• Gain an understanding of new draft FDA Guidance on Standardized Study Data 
released February 2012. This guidance establishes FDA’s recommendation that 
sponsors and applicants submit study data in a standardized electronic format 

• Comprehension of importance of standards for data collection through to submission 
of data for a product filing and approval. Understanding of the standards 
recommended from a timing and trial phase perspective; applies to biologics, 
medical devices and pharmaceuticals 

• Provide an awareness of the updates to the current standards in use 
• Discussion of how the latest eClinical technologies can effectively and efficiently help 
companies comply with FDA guidance while also expediting clinical decisions and 
submissions 

 
Speaker Bio 
Thamar Draper is a 20 year pharma industry veteran with expertise in project management, 
clinical software implementation and training. She is a subject matter expert in the areas of 
EDC systems, clinical data bases and clinical data standards. Ms. Draper is actively involved 
with CDSIC, a global, open, multidisciplinary, non-profit organization that has established 
standards to support the acquisition, exchange, submission and archive of clinical research 
data and metadata. In her talk she will offer insight into this important and evolving area of 
clinical research. At Omnicomm Systems, Ms. Draper is a Sr. Director, Professional Services 
where she provides strategy for products, processes, services and applications for worldwide 
eClinical systems. 
************************************************************** 
UC Berkeley Extension Course, Thursday and Friday, June 21-22, 2012 

 

Course: Life Science Business Development 
Dates and Time: Thursday and Friday, June 21-22, 2012; 8:30 am – 5:00 pm for classroom 
intensive and balance of term for working on term project 
Location: Downtown University of California, Berkeley Extension, 425 Market St., 8th Floor, 
San Francisco, CA 94105 
Cost: Summer term—fee: $895.  
Register at http://extension.berkeley.edu/catalog/course2005.html 
Details are also available at http://www.audreysnetwork.com/courses/course-3  
 

Course Description 

This intensive course including two days of classroom and balance of term for individual 
research is designed to provide participants with an understanding of the critical role 
business development and licensing functions play in the commercialization of new products 
or technology and to the development of a successful life science company. The term 
assignment is designed to give students the opportunity to put the knowledge and materials 
from class to immediate and practical use with resulting document for inclusion in their 
portfolio. 
Upon successful completion of the course, participants will: 
• Understand the various aspects of the business development function in the life science 
industry and appreciate the skills required to be effective in business development and 
licensing roles 
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• Appreciate types of deals and their role in commercialization strategies and funding of a 
company 

• Understand importance of IP status and patent life cycle planning 
 

Who Will Benefit from This Course 

This course is suitable for marketing and business development professionals as well as 
scientific professionals working in bioscience companies, especially those considering a 
career move into BD. Licensing, potential entrepreneurs, scientific, clinical, regulatory 
financial, legal and auxiliary personnel will also benefit from insights gained in the course. 
Although there are no format prerequisites, those who have been exposed to the life science 
industry and/or the Drug Development Process course will most benefit from the course. 
 
Deliverables 

Lectures, discussion, and guest expert lecturers will address business development topics 
and issues. Student will be exposed to templates and primers for major business 
development documents and offered mentoring by instructor in researching and developing 
their term project. They will have access to two major industry databases for use in 
researching their project during the term. These include Deloitte’s Basic Recap.com, a life 
science deal database, and BioCentury’s Report on BioBusiness and access to latter’s 
archives.  
An extensive hard-copy reader, including lecture slides for note-taking, templates for 
frequently-used business development documents and a sizable online accessible reference 
list, will be prepared and distributed by the instructor for use by students during and after 
class. Registered students can also apply for six months of access to the online UC Berkeley 
library resources for an additional $25. 
 

Course Instructor 

Audrey Erbes, Ph.D., is a global life-science business development and marketing consul-
tant, industry educator, organization leader and public speaker who originated several 
bioscience business development and marketing courses at the UCB and UCSC Extensions. 
She is known for her industry blog publications on Audreysnetwork.com. She has 25 years 
of managerial experience in the biopharmaceutical industry including Executive Vice 
President and Cofounder of Kowa Research Institute, a biopharmaceutical licensing and 
investment subsidiary of Kowa Company Ltd., Japan. Previously, she held both U.S. and 
international management positions at Syntex Corp. in market research, product 
management, strategic marketing, and business development, with a special emphasis on 
Europe and Asia/Pacific/Canada.  
 

Guest Speakers and Their Topics 
Thomas L. Gutshall, Chairman as well as Co-Founder of Cepheid in 1996, was the 
company’s first CEO.  He also served as President and COO for CV Therapeutics from 1994-
96. Previously, he was the Executive Vice President for Syntex Corporation and a member of 
its Pharmaceutical Executive Committee.  Tom serves on the board of directors for 
PROFUSA. He graduated from the University of Delaware with a BS in Chemical Engineering 
and completed the Executive Marketing Program at Harvard University. He serves the 
University of Delaware as a member of the Chemical Engineering Advisory Council and was 
named to the Delaware Alumni Wall of Fame in 2001. Topic: “Cepheid: How to Build Your 

Own Biotech Company”  
Harold (Hal) Etterman, MBA, CEO, Knight Financial Plans & Services, LLC has over 
twenty-five years experience in Finance, Operations and Information Technology, including 
over ten years serving as a CFO, COO and interim CEO. Hal’s extensive international and 
domestic experience includes medial devices, software development, medical information 
publishing, Internet/data security and Homeland security systems. Hal had earlier worked 
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for Siemens Medical Systems for nearly 17 years in Manufacturing Operations, Divisional 
Sales and Service, Corporate Finance and Information Systems. After Siemens, Hal was the 
CFO/COO for a medical laser manufacturer and has served as a financial planning consultant 
for 3 medical device businesses. Most recently he has just completed four major Sarbanes-
Oxley projects where he successfully helped his client firms through their internal audits 
resulting in SOX certified SEC filings. Topic: “Financial Planning and Funding for a Bioscience 

Venture: New, Emerging and Growing Entities” 
Carolyn Feamster, MBA, a business strategy and analysis consultant, has over 25 years 
experience in the pharmaceutical and biotech therapeutics, diagnostics and drug delivery 
systems.  She has broad expertise across numerous therapeutic areas, including oncology, 
CNS, transplantation, autoimmune disease, women’s health and urology. Carolyn worked in 
R&D and pharmaceutical marketing at Syntex, where her responsibilities included the major 
brands Naprosyn and Cellcept. In 1995, Carolyn joined ALZA Corporation as Senior Director 
of New Product Marketing with commercial responsibility for building and managing the 
pipeline products. She shepherded three products onto the market and was instrumental in 
evolving the three ALZA therapeutic franchises: urology, CNS and oncology. Carolyn was VP 
of New Product Planning at Corixa Corporation and, most recently, Vice President of 
Business Strategy and Analysis at Clearview Projects. Topic: "Preparing for and Planning 

Deals for Maximum Strategic Impact" 
 
Gilbert R. Mintz, Ph.D., President of GRM Associates, a biotechnology business 
development, licensing, strategic planning consulting firm, has expertise in building early-
stage companies by focusing their strategic planning and licensing activities, and raising 
money through venture capitalists. His 20-plus years in the biotechnology industry include 
general and laboratory management and executive level business development roles. He 
has executed technology platform, corporate and academic collaborations; in/out licensing 
of late-stage products for partnerships in the US, Europe and Japan; as well as analyzed 
and managed intellectual property activities. He has consulted with Affymetrix and other 
biotechnology companies; served as the President and CEO, Director of an early-stage 
cancer company; and provided transactional and strategic planning advice to numerous pre-
IPO biotechnology companies.  He has held senior management positions at Genelabs 
Technologies, Anergen (Corixa), Cygnus and Trega Biosciences. Topic: “Working Your Way 

through the Bioscience Licensing Process: Negotiating and Writing  Deal Contract” 

 

Ginger Dreger, J.D., M.S., partner in Arnold & Porter LLP’s intellectual property practice 
group, concentrates her practice on counseling and providing strategic advice to emerging 
and established public companies in the biotechnology, medical device, and pharmaceutical 
industries. She advises clients on domestic and international patent matters, including 
worldwide patent protection and enforcement strategies; freedom-to-operate issues; 
intellectual property due diligence; and analysis of third-party patents. Corporate 
experience included role with Genentech’s in-house legal department. Topic: "What you 

Need to Know about Patents Working in Business Development" 

Chris Dokomajilar serves as a senior Biopharma Analyst at Deloitte Recap LLC. He 
provides advisory services to clients in the Life Sciences, including Biotech and 
Pharmaceutical companies, and Legal and Venture Capital firms. His focus areas include 
alliances, M&A, financing, and pharmaceutical manufacturing. Prior to joining Recap, Chris 
managed international labs and clinical trials at the University of California San Francisco. 
His research on trends in infectious diseases has been published in medical and scientific 
journals. Before transitioning into science, Chris held finance positions at Bank of America. 
Chris holds a bachelor’s degrees from the University of California Berkeley in Molecular and 
Cell Biology and in Integrative Biology. Topic: “BioPharma Alliances: Trends in the 

Marketplace” 
Course Content Outline 
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The Function of Business Development In A Bioscience Company 
• How a discovery product becomes identified as potential commercial product  
• Assessing commercial potential of a life science discovery product 
• Development of business model and plan 
• Typical activities of BD function  
 
Financing The Development And Commercialization Process Of Life Science Products And 
Technologies 
• Preparing financials and marketing company for getting funding from banks, individual 
investors, angel investors, VCs, bridge loans, and finance rounds 

• Discuss various financial vehicles for funding and maintaining a company 
 
Developing And Protecting The Product’s Intellectual Property Status 
• Role of patents in business development function and alliances 
• Filing for patents worldwide—the process 
• Due diligence of developing IP estate needed to successfully commercialize the product 
• Developing legal resources to protect the patent 
• Life science IP life cycle planning: U.S. and international patent issues 
 
Licensing Process 
• Working through the licensing process 
• Intellectual property as corporate assets 
• Contractual terms and provisions 
• Financial and strategic variables of contracts 
• Specific collaborations and licenses 
• Strategic alliance and alliance management 
• Preparing for and planning deals for maximum strategic impact 
• Academic licensing and offices of technology transfer 
 
Business development from the entrepreneurial perspective 
• Developing the business model and plan for a start up company 
• Building the management team 
• Financing and staffing to IPO 
• Implementation of business plan 
• Building valuation and meeting the payroll 
 
Alliance Deals: Trends in the Marketplace 
• Environment of dynamic macro level in which deals happen 
• Status quo and trends 
• Analysis of deals and what it tells us 
• Changing business models as reflected in deals 
 
************************************************************ 
GGPF Course, June 25-27, 2012 

 
Title: “Basics of Polymer Structure & Characterization”  
Sponsored by the Golden Gate Polymer Forum (www.GGPF.org) 
Speakers:  Professors Shaw Ling Hsu, Alan J. Lesser, and E. Bryan Coughlin of U. Mass., 
Amherst  
Dates: June 25-27, 2012  
Location: Michaels at Shoreline, 2960 N Shoreline Blvd,Mountain View, California  
Cost: $785 
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See full details and register at  
REGISTER on the web page www.ggpf.org  
 
Course Overview  
Announcing a three-day course taught by 3 faculty members of the Polymer Science and 
Engineering Department from the University of Massachusetts Amherst. This course covers 
important polymer basics as well as more advanced topics. All topics are presented in a 
practical manner designed for those with some technical background or education. 
Attendees can expect to learn about polymer synthesis and characterization, engineering 
design and performance of polymer materials. The course will look at polymers from basic 
principles, opportunities and applications, and issues associated with performance. 
Attendees will gain a better understanding of synthetic techniques, polymer structure-
performance relationships and mechanical testing methodologies.  
 
The combination of three excellent teachers from a world-class institution, a convenient 
location in the Bay Area, an affordable price, and focus on practical applications makes this 
an exceptional opportunity.  
 
Instructor Bios 
Shaw Ling Hsu, PhD, is a Professor in the Polymer Science and Engineering Department at 
the University of Massachusetts Amherst. Dr. Hsu has extensive experience with polymer 
structural characterization with his research focused on polymers in biomedical applications, 
coatings and adhesives. He is an expert in spectroscopic techniques that can be utilized to 
characterize polymer microstructures and their changes as a function of time, temperature 
and external forces. Theory and experiments are being carried out in his laboratories to 
characterize the phase equilibria of various reactive multi-component polymer systems. Dr. 
Hsu has the capability of measuring polymer structural transformations (e.g. amorphous to 
crystalline) with high spatial and temporal resolution that provide molecular interpretations 
of relevant macroscopic physical properties. Dr. Hsu received his Ph.D. in Physics from the 
University of Michigan in 1975 and has been a Faculty member of the Polymer Science and 
Engineering Department at UMass Amherst for 33 years.  
http://www.pse.umass.edu/slhsu/  
 
Alan Lesser, PhD, is a Professor in the Polymer Science and Engineering Department at the 
University of Massachusetts. His research activities include structure-property relationships 
in polymers and polymer based composites, nonlinear and fracture behavior of polymer 
based materials, and processing polymers in supercritical carbon dioxide. He is currently 
Editor of Polymer Composites Journal, Assoc. Editor of Polymer Engineering and Science 
Journal, and resides on the Advisory Board of Journal of Applied Polymer Science. He is a 
Fellow of the Society of Plastics Engineers, has served as the Conference Chair for the 
Gordon Composites Conference, and has served as Chair of the Polymer Analysis Division, 
and Failure Analysis and Prevention SIG, for the Society of Plastics Engineers. He has 
published more than 80 papers in refereed journals and more than 90 in conference 
proceedings. Dr. Lesser received his PhD in Civil Engineering from Case Western Reserve 
University in 1988 and joined the faculty in the PSE Department in 1995 after spending 6 
years in industry working as a Research Scientist for Shell Development Company.  
http://www.pse.umass.edu/~alesser/  
 
E. Bryan Coughlin, PhD, is a Professor at The University of Massachusetts Amherst in the 
Department of Polymer Science and Engineering. Dr. Coughlin is actively engaged in the 
development of novel polymeric materials for advanced applications in aerospace, sporting 
goods, electronics, packaging, and numerous other industrial sectors that utilize plastics. 
Upon the completion of his Doctorate in Chemistry at the California Institute of Technology, 
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he joined the Central Research and Development Department of the DuPont Company 
where he was on staff for nearly 6 years. Dr. Coughlin is a co-inventor of DuPont's 
Versipol® Polyolefin Technology Platform, and has over 25 patents to his name. His 
expertise covers anionic and radical polymerization as well as the use of organo-transition 
metal catalysts for the preparation of well-defined polymers. Since 1999 Dr. Coughlin has 
been on the Faculty of the Polymer Science and Engineering Department at UMass Amherst. 
He has won a number of national research awards.  
http://www.pse.umass.edu/bcoughlin/index.html  
 

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

San Jose BioCenter, Thursday Mid Day, June 28, 2012 

 

Topic: “Personalized medicine IP in threat - What are the possible consequences of the 
Prometheus case on your IP strategy?”   
Date and Time: Thu. June 28, 2012,  11:30AM-2:00PM 

Location: San Jose BioCenter, 5941 Optical Court, San Jose CA 95138 

Registration Cost: from $0 to $35 Register with “Partners' Network” pricing and save More 

info and registration: http://www.sjbiocenter.com/event/ev_2012Q2-

PersonalizedMedicineIPinThreat.html 

 

Topic Description 

Gary Baker, Managing Director of the Quine IP Law Group, will discuss recent court cases, 

which effectively narrow the scope of acceptable subject matter for patent protection. In 

Mayo v. Prometheus (U.S. Supreme Court, No. 10–1150, argued December 7, 2011 - 

decided March 20, 2012), the relationship between serum thiopurine metabolite levels and 

the efficacy or toxicity of dosing was deemed an unpatentable law of nature. The Supreme 

Court held that simply appending conventional steps, specified at high level of generality, to 

laws of nature does not provide patentable subject matter. Mr. Baker will discuss the history 

leading to Prometheus and possible practical effects with regard to analytical and treatment 

methods claims. Immediately following the event, the BioCenter will host a Networking 

Dessert & Product Show, generously provided by Scientist Solutions Events™.  

************************************************************************* 
CACO Workshop, Monday Afternoon, July 16, 2012 

 
Topic: “Plasma Protein Binding of Drugs: Fundamentals, Techniques, and Implications in 
Drug Design, Clinical Efficacy, and Safety” 
Speakers: Les Benet (UCSF), Dennis Smith (ex-Pfizer), Xingrong Liu (Genentech), and Jae 
Chang (Genentech) 
Date and Time: July 16, 2012, 12:45 – 5:30 pm 
Location: Foster City Crowne Plaza 
Registration: http://www.caco-ca.org/aspx/sfchemists.aspx 
Topic Description 
Regulated boianalysis (RBA) is performed in the drug development process in support of 
Toxicokinetic and pharmacokinetic assessment. The data quality has direct impact on safety 
and efficacy assessment.  It requires compliance with Good Laboratory Practice (GLP) and 
other FDA guidance intended to ensure control over equipment, personnel, facility, assay 
validation/application, documentation, data handling/reporting, etc.  In addition, RBA 
typically demands higher assay sensitivity (vs discovery support) as drug development 
progresses, which in turn requires more extensive sample preparation, instrument 
optimization and robustness testing.  To ensure successful assay deployment and regulatory 
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submission, bioanalytical methods are extensively evaluated and validated for performance 
attributes such as accuracy/precision, stability under various operation conditions, 
specificity/selectivity, sensitivity, potential interference, etc.  In addition, standard operation 
procedures are prepared on which staff are trained.  This workshop is aimed at providing an 
overview on how to establish a GLP conformed bioanalytical laboratory based on both 
regulatory and technical considerations.  In addition, selective topics will be discussed in 
detail to offer a clear understanding of what are the key elements necessary to operate a 
successful RBA laboratory and how to achieve the desirable results. 
 
Workshop agenda: 

- Regulated bioanalysis: fundamentals & function setup  (Rose) 90 min 
- Bioanalytical method validation: fundamentals, key aspects, and case studies  (Weng) 90 
min 
- Regulatory inspection: how to prepare for, and findings   (Rose et al.) 30 min 
- Incurred sample reanalysis (Ji) 20 min 
- Dried matrix spot and microsampling (Ji) 20 min 
- Protein bioanalysis by LCMS (Ji) 30 min 
- Bioanalysis of biomarkers (Weng) 30 min 
- Bioanalysis of MIST metabolites (Weng) 30 min 
- Special case studies (Rose) 30 min 
- Panel discussion (All) 30 min 
*************************************************************** 
CACO Minisymposium, Friday Afternoon, August 10, 2012 

 
Topic: Mini symposium: Bioanalytical and analytical applications & problem investigation 
case studies  
Speakers: Selected presenters  
Date and Time: Friday, August 10, 2012; 1245-1730 
Location: SF Bay Area: Foster City Crowne Plaza 
Event fee: Below cost of course materials for unemployed; For others, details available upon 
online login. 
Online registration and further details: http://www.caco-pbs.org 
Registration deadline: 8/8/2012  (it will close sooner if the seating cap is reached) 
***************************************************************** 
 
 


