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  Audrey’s Life Science Meeting Picks for July – Nov. 2014 

Complimentary Service of AudreysNetwork.com 
July 7, 2014 

 
************************************************************ 
BioCentury This Week, See new program Webcast Starting Sunday, July 6, 2014, 
www.biocenturytv.com, Available anytime starting at 9:00 a.m. EDT 
 

Date: Original broadcast Sunday, Starts July 6, 2014 

Watch the Broadcast 
8:30 - 9:00 a.m. EDT 

WUSA Channel 9  
in Washington, D.C. 

Watch on the Web Any Time 
www.biocenturytv.com 

Continuously available  
starting at 9:00 a.m. 

Topic: “Will Truvada Prevent AIDS” 
Speakers:  Dr. Richard Elion, Clinical Research Director at the Whitman-Walker Clinic, the 

largest AIDS healthcare provider in Washington D.C.; Tom Myers, Chief of Public Affairs and 
General Counsel for the AIDS Healthcare Foundation; and Dr. Joel Kupersmith, former Head 
of Medical Research at the Veterans Health Administration 
 
Topic Description 

The newest edition of BioCentury This Week television hosts a debate on the use of Truvada 
to prevent HIV infection.  

New CDC guidelines suggest Truvada for pre-exposure prophylaxis (PrEP) of HIV for a broad 

population. Two years after FDA approved Truvada for PrEP, the AIDS community is still 
debating the merits of widespread use of the drug by uninfected individuals.  

To debate Truvada as PrEP, BioCentury This Week is joined by two passionate advocates:  

•  Dr. Richard Elion, Clinical Research Director at the Whitman-Walker Clinic, 
the largest AIDS healthcare provider in Washington D.C. 

•  Tom Myers, Chief of Public Affairs and General Counsel for the AIDS 
Healthcare Foundation 

BioCentury This Week also tackles another controversy. Attempts to reduce wait times for 
veterans could have an unintended consequence: disrupting the agency's research mission. 
To discuss the VA, BioCentury This Week interviews Dr. Joel Kupersmith, former Head of 
Medical Research at the Veterans Health Administration. 

 
********************************************************************* 
 
Bio2Device Group, Tuesday Evening, July 8, 2014 

 
Event: “Ca2+ Sensitizers - Opportunities in Drug Development” 
Speaker: Ullrich Steven Schwertschlag, M.D, PHD, FACP, FCP , Pharmaceutical Drug 
Developer  

Date and Time: Tuesday, July 8, 2014 
Location: Wilson Sonsini Goodrich & Rosati, 650 Page Mill Road, Palo Alto CA  

http://www.biocenturytv.com/
http://pub.biocentury.com/c.html?rtr=on&s=x8pb1d,n0ra,b9b,h7jr,2uxh,l1u7,8jfp


 

2 

Cost:  
$6 - Students/In-transition - Members only  
$11 - Early-bird Registration - Members only  
$20 - Late Registration and Non-Members  

$25 - Walk-ins  
 
Topic Description 
The presentation will include: 
Introduction to the drug class 

Mechanism/Target 
Therapeutic Intent 
Proposed Uses/Indications 
Search for diseases/Indications 

Priority List - Prevalence/Unmet Clinical Need 
Size of the Effect 
Clinical Development Plan 
 

Speaker Bio 
Ullrich Steven Schwertschlag is an accomplished internist, pharmacologist and clinical 
pharmacologist with over twenty years of experience in the biopharmaceutical industry, 
including large pharmaceutical and small biotech companies. He is principal investigator in 

phase 1 studies, attending physician and basic researcher in academic settings and the VA. 
He is: Decisive and successful in design, implementation and analysis of clinical 
development programs in the US and Europe from phase 1 – 3 as well as creative in 
translational research, as well as preclinical and clinical development of drugs/biologicals in 

major disease areas including oncology, immunology and neurology. He has had leading 
roles as author of over 40 INDs, 3 BLA/NDAs and interactions/presentations with the FDA. 
His is also a leading author of many study reports, advisory board presentations and peer 
reviewed publications. Author/Principal Investigator of several small business grants. 
His specialties include: Clinical drug development, translational medicine and discovery 

medicine. 
******************************************************************** 
Medtech Frontiers, Thursday Evening, July 10, 2014 
 

Topic: “Bring Joy to Medical Technologies with Anthropology” 
Speaker: Richard Sheridan, co-founder of Menlo Innovations 
Date and Time: Thursday, July 10, 2014, 6:00 – 9:00 pm 

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

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=a07e9fkjd9x6e876518&o

seq=&c=&ch= 

 
Topic Description 
Despite myriad technological advances in our society, medicine and medical technologies 
seem to be heading in the wrong direction. Most of the time. What are we forgetting? The 
people. Doctors, nurses, patients, caregivers, are being left behind in the advancement. 
Doctors are complaining that they can't keep up with the additional workload of "meaningful 
use", patient care isn't improving as doctors can no longer make eye contact while serving 

the computer during appointments, patients are being overwhelmed with complex systems 
that serve insurance companies but not health care, and caregivers are not being 
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supported. Where does anthropology fit? Everywhere. To build great systems that delight 
and support, we must study people in their native environment. It is time to make 
computers think like people, rather than people made to think like computers and 
programmers. There is much work to be done, but if done properly, joy can be the result. 

 
Speaker Bio 
Richard Sheridan co-founded Menlo Innovations in 2001 with the mission to "end human 
suffering in the world as it relates to technology" by returning joy to one of the most unique 
endeavors mankind has ever undertaken: the invention of software. While Menlo's work for 

clients affects nearly every industry, much of their product development and systems work 
has been in the medical including the design and development of the software for the Accuri 
Flow Cytometer, the Organ Transplant Information System for the University of Michigan 
Health System. Menlo has also designed the user interface for amazing advances in diabetes 

care through Hygieia's d-Nav Insulin Guidance Service, and revolutionizing non-vocal critical 
care patient communication with Vidatak's Vidatalk for iPad app. 
 ************************************************************************* 
Bio2Device Group, Tuesday Morning, July 15, 2014 

 
Topic: "Challenges in Developing Drugs for Orphan Indications: The Story of Neuraltus and 
ALS” 
Speaker: Richard L. Casey, President and CEO, Neuraltus Pharmaceuticals 

Date and Time: Tuesday, July 15, 2014, 8:30 am 
Location: Sunnyvale City Council Chambers, 456 West Olive Ave., Sunnyvale, CA 
Cost: No fee and no need to register for morning meetings 
 

Topic Description 
The talk will cover: (1) a review of the diagnosis and treatment of ALS; (2) the history of 
drug development for ALS; and (3) our current efforts at Neuraltus to develop NP001 to 
slow the progression of the disease. 
 

Speaker Bio 
Rich Casey is President and Chief Executive Officer of Neuraltus Pharmaceuticals. Rich’s 40-
year career in the pharmaceutical and biotechnology industries includes 11 years as 
Chairman and CEO of Scios (1987 - 1998). During his tenure at Scios, the Company 

successfully developed NATRECOR® (nesiritide) for acute congestive heart failure, which 
subsequently was approved in 2002. Scios was sold to Johnson & Johnson for $2.4 billion 
the following year.  
 

Prior to joining Scios, Rich was Executive Vice President, Pharmaceuticals, at ALZA 
Corporation, responsible for all manufacturing, marketing and business development 
activities at the company. Previously, he held senior management roles at Syntex 
Corporation, including Vice President of Sales, Syntex Laboratories, and General Manager, 

Syntex Medical Diagnostics. Rich began his career at Eli Lilly in the sales, marketing and 
market research areas. He has served on the Board of Directors of numerous companies, 
including Scios, Karo Bio AB, Guilford Pharmaceuticals, Vivus Inc., Synsorb Biotech Inc., 
Nexell Therapeutics, and Rockeby biomed, Ltd. Mr. Casey received both his BS degree in 

Chemistry and his MBA degree from Stanford University. 
 
************************************************************* 
WIB-San Francisco Bay Area, Thursday Evening, July 17, 2014 
 

Event: “Chocolate and Talk a Lot!”  
Date and Time: Thursday, July 17, 2014, 6:00 – 8:30 pm 
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Location: Foley & Lardner, LLP, 975 Page Mill Road, Palo Alto, CA  94304-1013 
Cost for Event 
Members: $35 
Non-Members: $65 

Walk-Ins will not be accepted at this event.  Pre-registration is required by July 7, 2014. 
Maximum capacity of 65 registrants. 
Register at http://www.womeninbio.org/eventdetails.aspx?EventId=20481 
 
Join us for our WIB summer social - and tantalize your taste buds with an evening of 

networking, spirits, and chocolate tasting! The Chocolate Garage will provide a special event 
for WIB members featuring a chocolate tasting where chocolates carefully chosen from 
around the world will be paired with scotch, wine, sauternes, and beer for an unforgettably 
delicious experience. Light snacks will be provided. Bring business cards and a bright smile! 

 
********************************************************** 
NCC ACRP, Thursday Evening, July 17, 2014 
 

Event: Peninsula Networking Event 
Date and Time: Thursday July 17, 2014, 5:00 - 8:00 PM  
Location: The Westin Palo Alto, See you at the Bar, 675 El Camino Real, Palo Alto, CA  
94301  

Validated parking in garage under hotel 
  Directions  
http://www.starwoodhotels.com/westin/property/  
Free, open to the clinical research community – ACRP membership not required 

No registration – just show up 
 
Event Description 
Enjoy informal networking, appetizers, good times, no host bar  
Bring your business cards  

Typical Attendees:  
Clinical Research Professionals experienced and transitioning - Sponsors, Medical Centers, 
Study Sites, CROs, Vendors, IRBs, Independent Consultants, Quality Assurance, Regulatory 
Affairs, Recruiters, and Others 

*********************************************************************  
Bio2Device Group, Tuesday Morning, July 22, 2014 
 
Topic: “Tele-medicine and Mobile HealthTech”  

Speaker: Hrishikesh Amravatkar, CEO and Co-Founder, DoctorQuickly  
Date and Time: Tuesday, July 22, 2014, 8:30 am 
Location: Sunnyvale City Council Chambers, 456 West Olive Ave., Sunnyvale, CA  
Cost: Complimentary and no registration required 

Topic Description 
Hrishi will be sharing his experience in building the product "DoctorQuickly".DoctorQuickly is 
redefining Mobile Health tech with Mobile-First Approach to Tele-medicine using Live 
Video/Audio consultation with a Doctor 24/7.. Hrishi will be talking about latest trends in 

Mobile HealthTech. 
With companies like Apple interested in Mobile Health, DoctorQuickly will be one of the first 
App to integrate with Apple HealthKit. 
Telemedicine is expected to grow at the rate of 56% Y-o-Y. And DoctorQuickly is planning to 
capture that market using accessible, affordable and easy solution. 

Speaker Bio 

http://www.womeninbio.org/eventdetails.aspx?EventId=20481
http://click.icptrack.com/icp/relay.php?r=77168715&msgid=1030563&act=AJBJ&c=366234&destination=http%3A%2F%2Fwww.starwoodhotels.com%2Fwestin%2Fproperty%2Farea%2Fmap.html%3FpropertyID%3D1198
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Hrishikesh (Hrishi) Amravatkar is the CEO Co-Founder of DoctorQuickly. Hrishi is a serial 
entrepreneur with a decade of experience in Tech working for fortune 100 companies and 
startups. Hrishi along with his Co-founder Steven Chau launched DoctorQuickly to fix our 
broken Health care system.He also graduated in Computer Science from University of 

Southern California. 

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

BioScience Forum, Wednesday Evening, July 23, 2014 
 

Topic: "Optimizing Benefits and Reducing Risks of  
Anti-Thrombotic Therapies; a Dual Approach" 
Speaker: John Curnutte, M.D., Ph.D., Executive Vice President, Research and Development, 
Portola Pharmaceuticals 
Date and Time: Wednesday, July 23, 2014, 6:00 PM  - 9:00 PM 
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 
Register at https://www.cvent.com/events/bioscience-forum-john-curnutte-evp-portola-
pharmaceuticals/registration-0fa9c0fca6274f5d93bf43779a46b4f8.aspx?i=37c9f453-9e97-
4f7d-bee6-fe95ebd41ee6Registration-- 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, July 21st, 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, July 17th 
If paying with check, do not complete online registration with Cvent 
 
 
Topic Description 
Novel oral anticoagulants (NOACs), which include Factor Xa inhibitors, are an important 
advance in the prevention and treatment of thromboembolic disease.  However, there is a 
significant unmet medical need for an improved NOAC for the acute medically ill patient 
population. The current in-hospital standard of care has limitations and is associated with 
increased bleeding. Additionally, no anticoagulant is approved for use after hospital 
discharge when the majority of life-threatening clots occur.  Recent real-world patient data 
and earlier clinical trial results have shown that annually between 1-4 percent of the millions 
of patients who are treated with Factor Xa inhibitors may experience major bleeding. Yet, 
there is no approved antidote for these agents. 
 
Portola Pharmaceuticals is working to address the safety issues, specifically bleeding, that 
limit the use of NOACS with its dual approach. 

 
First, Portola's oral Factor Xa inhibitor, betrixaban, currently in Phase 3 clinical 
development, has distinct properties that may allow it to reproduce the established efficacy 
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of the Factor Xa inhibitor class without the significant increase in major bleeding that has 
been observed in this patient population with other agents. 
 
Second, Portola is developing andexanet alfa, an FDA-designated breakthrough therapy in 

Phase 3 studies, to treat bleeding episodes. As a first-in-class recombinant, modified Factor 
Xa molecule, andexanet alfa acts as a decoy to allow for the restoration of normal 
hemostatic processes. 
 
John T. Curnutte will describe the scientific and clinical advances these two programs 

represent. He will also review another agent in development, cerdulatinib. This oral Syk/JAK 
kinase inhibitor, currently being evaluated in a Phase 1/2 study, has potential for activity in 
leukemias and lymphomas.  
Speaker Bio 

Dr. John T. Curnutte joined Portola as Executive Vice President, Research and Development, 
in 2011. Prior to joining Portola, he served as Chief Executive Officer of 3-V Biosciences, a 
private start-up company founded in 2007 with the goal of developing host-directed 
antiviral small molecules. Before that, he served as President at Schering-Plough Biopharma 

(formerly DNAX Research Institute; now Merck Research Laboratories) where he led the 
drug discovery and early development efforts for biologic therapeutics. During his time with 
Schering-Plough, eight therapeutic entities progressed into development, including five 
small molecules and one gene therapy construct, in the immunology and oncology 

therapeutic areas. Earlier in his career, he held several senior management positions at 
Genentech during which he oversaw that company’s immunology discovery program.  
 
Prior to Genentech, Dr. Curnutte was a tenured faculty member at The Scripps Research 

Institute, pursuing basic and clinical research in inflammation biochemistry and the 
molecular genetics of congenital immune deficiencies.  
 
He received an undergraduate degree in biochemistry and molecular biology from Harvard 
University, an M.D. and a Ph.D. in biological chemistry from Harvard Medical School. He is 

currently an adjunct clinical professor of pediatrics at the Stanford University School of 
Medicine and a member of the medical staff, where he continues to consult on patients with 
primary immunodeficiencies. 
******************************************************************** 

 
BayBio, Thursday Mid Day, July 24, 2014 
 
Event: “BayBio Lunch & Learn: Tips for Creating, Maintaining, and Enforcing Life Sciences 

Trade Secrets” 
Date and Time: Thursday, July 24, 2014 
11:00am – 11:30am: Registration and Networking 
11:30am – 12:30pm: Program 

Location: HCP/BayBio Event Center, 250 East Grand Ave. – Suite 26 
Cost: Members: Free, Non-members: $75 
Attire: Business Attire Suggested 
Early registration is highly advised 

Register at https://baybio.org/tips-to-obtaining-claims-to-diagnostics-and-protecting-your-
trade-
secrets/?spMailingID=21069039&spUserID=NzA5MDE3NDE3NzkS1&spJobID=360108593&s
pReportId=MzYwMTA4NTkzS0 
 

Topic Description 
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In the wake of the courts narrowing the scope of “patent eligible” subject matter in a wide 
range of technologies (e.g., Prometheus, Myriad Genetics) stakeholders are wisely focusing 
on how to efficiently and effectively protect their intellectual property through reliance on 
trade secret protection. It’s not only strategically prudent but increasingly critical to keeping 

pace with innovation. 
We will explore: 
 Best practices for creating and maintaining trade secrets (bearing in mind recent 

developments in case law and federal legislative activity) 
 The interplay between patents and trade secrets 

 Common issues arising in trade secret enforcement, all of which can be particularly 
challenging in the highly regulated environment in which life sciences companies 
operate 

 Early registration is highly advised as space is limited and there will be no on-site 

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

submission 

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

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

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

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

RAPS San Francisco Bay Area Chapter, Friday, July 25, 2014 
 
Event: 2014 FDA Pacific Region Update 
 Featured Speakers: 

 Kay Lewis, district director, San Francisco District US FDA  

 Steven Porter, acting district director, Los Angeles District US FDA  
 Mark Roh, regional food and drug director, Pacific Region US FDA  
 Judy Strojny, deputy regional food and drug director, Pacific Region US FDA  

Date and Time: Friday, July 25, 2014 

11:00 am: Registration Opens 
11:30 - 1:00 pm: Networking Luncheon 
1:00 - 4:30 pm: Presentations and Q/A Panel 
Location: Biltmore Hotel and Suite, s2151 Laurelwood Road, Santa Clara, CA 95054 

RAPS Members: $100 
Nonmembers: $125 
Register at Join your regulatory colleagues from the San Francisco Bay area for the 2014 
FDA Pacific Region Update. This popular annual event is sponsored by the RAPS San 

Francisco Chapter and is intended to foster communication and strengthen the relationship 
between regulatory professionals and agency representatives. The interactive program will 
include presentations from senior agency officials, after which attendees engage speakers in 
interactive question and answer sessions. 

Presentations include: 
Change is the Only Constant—Mark Roh, Pacific Region US FDA 
FDA must remain current with advances in science and technology in order to render wise 
and objective decisions. This continuous evolution of policy and regulation is necessary to 
advance public health protection. FDA currently is exploring an agency-wide program 

alignment initiative and a renewed focus on product quality and the overall risk to the 
patient. This presentation will outline these concepts and potential policy and organizational 

mailto:registration@baybio.org
http://iz3.me/jAEk1z5T3BF1
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changes. 
  
How Does Filing an MDR Electronically Impact Your Life?—Judy Strojny, Pacific Region US 
FDA 

In today’s world most everything, including MDRs, has an electronic component. This 
discussion will explore MDR filing past, present and future, including the criteria for filing. 
Has guidance changed on what triggers the need to file an MDR with FDA? 
  
Chance Favors the Prepared: Preparing for an FDA Audit—Kay Lewis, San Francisco District 

US FDA 
This presentation will discuss how to prepare for FDA inspections. New regulations in FSMA 
and FDASIA have dictated that FDA change its processes for regulating industry. Part of that 
change is moving from the classic inspection to an audit process. Attendees will gain insight 

into FDA’s thinking on inspections versus audits and that will help them be more prepared 
for their next audit. 
  
Life After the 483—Steven Porter, Los Angeles District US FDA 

This presentation will identify the most common significant inspectional observations and 
provide case studies to help demarcate the road into compliance. 
A full luncheon will be provided for all meeting registrants and attendees may claim three 
(3) RAC recertification points. 

 
Event Description 
Join your regulatory colleagues from the San Francisco Bay area for the 2014 FDA Pacific 
Region Update. This popular annual event is sponsored by the RAPS San Francisco Chapter 

and is intended to foster communication and strengthen the relationship between regulatory 
professionals and agency representatives. The interactive program will include presentations 
from senior agency officials, after which attendees engage speakers in interactive question 
and answer sessions. 
Presentations include: 

Change is the Only Constant—Mark Roh, Pacific Region US FDA 
FDA must remain current with advances in science and technology in order to render wise 
and objective decisions. This continuous evolution of policy and regulation is necessary to 
advance public health protection. FDA currently is exploring an agency-wide program 

alignment initiative and a renewed focus on product quality and the overall risk to the 
patient. This presentation will outline these concepts and potential policy and organizational 
changes. 
  

How Does Filing an MDR Electronically Impact Your Life?—Judy Strojny, Pacific Region US 
FDA 
In today’s world most everything, including MDRs, has an electronic component. This 
discussion will explore MDR filing past, present and future, including the criteria for filing. 

Has guidance changed on what triggers the need to file an MDR with FDA? 
  
Chance Favors the Prepared: Preparing for an FDA Audit—Kay Lewis, San Francisco District 
US FDA 

This presentation will discuss how to prepare for FDA inspections. New regulations in FSMA 
and FDASIA have dictated that FDA change its processes for regulating industry. Part of that 
change is moving from the classic inspection to an audit process. Attendees will gain insight 
into FDA’s thinking on inspections versus audits and that will help them be more prepared 
for their next audit. 

  
Life After the 483—Steven Porter, Los Angeles District US FDA 
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This presentation will identify the most common significant inspectional observations and 
provide case studies to help demarcate the road into compliance. 
A full luncheon will be provided for all meeting registrants and attendees may claim three 
(3) RAC recertification points. 

 

******************************************************************** 
Bio2Device Group, Tuesday Morning, July 29, 2014 
 

Topic: “Microneedles: Breaking the (Skin) Barrier for Drug Delivery and Diagnostics “ 
Speaker: Janet Tamada, PhD, J Tamada Consulting  
Date and Time: Tuesday, July 29, 2014, 8:30 am 
Location: Sunnyvale City Council Chambers, 456 West Olive Ave., Sunnyvale, CA 

Cost: No fee and no need to register for morning meetings 
 
Topic Description 
The outer layer of the skin, the stratum corneum, is highly effective at preventing drugs and 
other substances from moving in and out of the body. One method to overcome the skin 
barrier is to use microneedles, tiny needles that can penetrate the stratum corneum, but do 
not activate the pain-sensitive nerves in the skin. This presentation will explore microneedle 
technologies for minimally-invasive drug and vaccine delivery, with examples from different 
modes of microneedle delivery from academic and industrial labs. Design of a microneedle-
based continuous glucose monitoring system and clinical results from diabetic subjects will 
be discussed. 
Speaker Bio 
Janet Tamada is a consultant with over 20 years of experience in R&D for medical devices 
and drug-device combination products. Formerly, she was Vice President of Engineering at 
ArKal Medical and has held engineering and development management positions at ALZA, a 
Johnson & Johnson Company, and at Alexza Pharmaceuticals. She was Executive Director of 
R&D and Medical Affairs at Cygnus, Inc, where she was technical lead for development of 

the first patient-use continuous glucose monitor from a research concept through FDA 
approval and launch.  

Dr. Tamada received her B.S. in Chemical Engineering from Caltech, her Ph.D. in Chemical 

Engineering from UC Berkeley, and her Post-Doc in the laboratory of Professor Robert Langer 

at MIT. 

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

Northern California Chapters AWIS, Saturday, Aug. 9, 2014 
 
Event: NCC AWIS Family Picnic  
Date and time: Saturday, August 9, 2014, 12:00 pm to 3:00 pm  

Cost: FREE! RSVP via Eventbrite  
Location: Beresford Park & Community Center 2720 Alameda de las Pulgas San Mateo, CA 
94403. MAP  
Parking is available.  

All professionals and students in the sciences are welcome.  
Register at http://www.eventbrite.com/o/awis-sacramento-valley-chapter-
4623794571?s=26093175 
 

Event Description 
A Northern California Chapters Assocation for Women in Science (NCC-AWIS) event.  

http://svawis-ncc-picnic.eventbrite.com/?s=26093175
http://www.cityofsanmateo.org/exploreourparks/
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AWIS is pleased to invite you to our 8th ANNUAL NCC picnic with Palo Alto AWIS, San 
Francisco AWIS, East Bay AWIS, and Sacramento Valley! The picnic will be held at Beresford 
Park in San Mateo which has paths for walking, grassy and picnic areas, several 
playgrounds for kids, skate park, bocce, tennis and basketball courts are nearby.  

 
About AWIS: The Association for Women in Science is today's premiere leadership 
organization advocating the interests of women in science and technology. For 40 years, the 
Association for Women in Science has fought for equity and career advancement for women 
– from the bench to the board room. We unite women through our nationwide network of 

chapters and partnerships with aligned professional organizations. Our success is dependent 
upon the diversity of our members, our corporate and institutional partners and our 
sponsors -- all of whom are committed to the advancement of women's leadership in STEM.  
 

******************************************************************** 
PBSS, Monday Afternoon, Aug. 11, 2014 
 
Topic: Excipient - Drug Interaction: understanding the physical, chemical, physiological and biochemical 
interactions and impact on pharmaceutical and pharmacokinetic  

Date and Time: August 11, 2014, 12:45 – 5:30 pm 
Speakers: Tian Wu (Amgen), Helming Tan (Amgen), Harvey Wong (Genentech) 
Location: Crown Plaza, Foster City, CA 
Register at http://www.pbss.org/aspx/login01.aspx 
Also available as webcast 
 
Topic Description 

 

 Drug-excipient compatibility study including the formulation selection, physical and chemical 
stability related topics  

 Biopharmaceutics, how the excipients impact drug absorption, including exposure, Cmax, GI first 
pass, food effect, delayed onset, drug release etc. and how to select the solubility enabling 
formulation 

 excipient effect on safety and DMPK (e.g., transporters and drug metabolism) 
 Excipient impact on the drug formulation process, such as blending, granulation, tableting, 

coating and release 

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

RAPS, Friday Afternoon, July 25, 2014 
 
Topic: “2014 FDA Pacific Region Update” 

Featured Speakers: 
• Kay Lewis, district director, San Francisco District US FDA  
• Steven Porter, acting district director, Los Angeles District US FDA  
• Mark Roh, regional food and drug director, Pacific Region US FDA  
• Judy Strojny, deputy regional food and drug director, Pacific Region US FDA 
Date and Time: Friday, July 25 2014 
11:00 am: Registration Opens 
11:30 - 1:00 pm: Networking Luncheon 
1:00 - 4:30 pm: Presentations and Q/A Panel 
Location: Biltmore Hotel and Suites 
Cost: RAPS Members: $100; Nonmembers: $125 

http://www.pbss.org/aspx/login01.aspx
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Register at http://www.raps.org/EventDetail.aspx?id=19549 
 
Topic Description 
Join your regulatory colleagues from the San Francisco Bay area for the 2014 FDA Pacific 

Region Update. This popular annual event is sponsored by the RAPS San Francisco Chapter 
and is intended to foster communication and strengthen the relationship between regulatory 
professionals and agency representatives. The interactive program will include presentations 
from senior agency officials, after which attendees engage speakers in interactive question 
and answer sessions. 

Presentations include: 
Change is the Only Constant—Mark Roh, Pacific Region US FDA 
FDA must remain current with advances in science and technology in order to render wise 
and objective decisions. This continuous evolution of policy and regulation is necessary to 

advance public health protection. FDA currently is exploring an agency-wide program 
alignment initiative and a renewed focus on product quality and the overall risk to the 
patient. This presentation will outline these concepts and potential policy and organizational 
changes. 

  
How Does Filing an MDR Electronically Impact Your Life?—Judy Strojny, Pacific Region US 
FDA 
In today’s world most everything, including MDRs, has an electronic component. This 

discussion will explore MDR filing past, present and future, including the criteria for filing. 
Has guidance changed on what triggers the need to file an MDR with FDA? 
  
Chance Favors the Prepared: Preparing for an FDA Audit—Kay Lewis, San Francisco District 

US FDA 
This presentation will discuss how to prepare for FDA inspections. New regulations in FSMA 
and FDASIA have dictated that FDA change its processes for regulating industry. Part of that 
change is moving from the classic inspection to an audit process. Attendees will gain insight 
into FDA’s thinking on inspections versus audits and that will help them be more prepared 

for their next audit. 
  
Life After the 483—Steven Porter, Los Angeles District US FDA 
This presentation will identify the most common significant inspectional observations and 

provide case studies to help demarcate the road into compliance. 
A full luncheon will be provided for all meeting registrants and attendees may claim three 
(3) RAC recertification points.  
************************************************************************************************************ 
 
PBSS, Friday Afternoon, Sept. 5, 2014,  

 
Topic: Nonclinical Safety and PK/TK Assessments for Small Molecule and Biologic Therapeutics (Jointly 
with Bay Area PK/PD Network) 
Speakers: Tao Wang (Novartis), Hong Wang (Genentech), Carol Green (SRI) 
Date and Time: Friday, Sept. 5, 2014, 12:45 – 5:30 pm 
Location: Crowne Plaza, Foster City, CA 
Register at http://www.pbss.org/aspx/login01.aspx 

Topic Description 

Once a drug candidate has been discovered, nonclinical safety assessment is required to ensure the 
safety of the drug during clinical trials and to support the marketing application. The preclinical 
development of small-molecule drugs and biologics will be illustrated to emphasize the cross-functional 

http://www.raps.org/EventDetail.aspx?id=19549
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nature of  toxicology, pharmacokinetics and regulatory sciences.  The workshop will begin with a focus on 
small molecular-weight drug candidates, which require a sliding scale for the degree of development from 
relatively minimal regulatory requirements for oncology drug development to the much more stringent 
requirements for the development of drugs for non-life threatening conditions and chronic treatment. Next 
the focus will shift to large molecule biologics, and provide illustrations of the unique challenges that 
biologic drug candidates present for nonclinical safety assessment and clinical development.  

Key topics will include: 

 Small molecule drug safety assessment 
 Biologic drug safety assessment 
 Pharmacokinetics and toxicokinetics in the context of safety assessment  

***************************************************************** 
PBSS, Friday Afternoon, Sept. 19, 2014 
 
Topic: LC-MS/MS PK Assays for Proteins and Antibodies: Fundamentals, Advances, and 

Regulatory Considerations 
Speakers: Luna Liu (Genentech), Mark Rose (Amgen), Doug Leipold (Genentech) 
Location: Crowne Plaza, Foster City, CA 
Also available as webcast 

Register as http://www.pbss.org/aspx/login01.aspx 
 
Topic Description 
LC-MS/MS is increasingly being utilized for the quantification of biological therapeutic in 

study samples with high sensitivity, and offers an alternative platform to ligand-binding 
assays (LBAs) that have historically been used to determine protein drug levels in biological 
matrices. The goal of this workshop is to compare the two bioanalytical methods used in 
measuring biotherapeutics for pharmacokinetic (PK) analysis, illustrating through case 

studies the rationale for developing each type of assay, by providing examples of data 
collected to support validation and to address regulatory considerations, and by showing PK 
parameters to correlate data between the two methods measuring biotherapeutic drug 
levels. 
Workshop Topics: 

 Introduction to the use of liquid chromatography tandem mass spectrometry (LC-
MS/MS) for quantitative protein bioanalysis as an alternative to ligand-binding 
assays (LBAs). 

 Overview of LC-MS/MS assay development benefits and challenges, in comparison to 

LBAs  
 Key considerations when validating an LC-MS/MS method for regulatory filings  
 Role of LC-MS/MS platform in putting together a bioanalytical strategy for large 

molecules 
 Case studies implementing LC-MS/MS for PK assays, for troubleshooting ELISAs, and 

for multiplexing 
 PK parameters compared to assess the correlation between the two methods 

measuring drug levels in matrix, including Cmax, AUCtot, t1/2, and any differences in 

results.  
 
Speaker Bios 
Dr. Mark Rose is a Scientific Director in the Pharmacokinetics and Drug Metabolism 

department (PKDM) at Amgen Inc.(Thousand Oaks, CA). Dr. Rose currently leads a 
bioanalytical group in the PKDM department, where he is responsible for the support of 
discovery, preclinical, toxicology, and clinical studies for small and large molecules. 



 

13 

Previously, he worked in the Drug Metabolism Department at Merck Research Laboratories, 
and was an analytical scientist in the Pharmaceutics Department at Glaxo Inc. Dr. Rose has 
been involved in the bioanalytical and drug metabolism communities for 20 years, 
contributing to the areas of ultra trace detection, new technology, high-throughput 

techniques, metabolite analysis and method validation. He is served previously as Chairman 
of the Analysis and Pharmaceutical Quality Section of the AAPS, and 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. 
Ms. Luna Liu is currently a principle research associate in Assay Development Technology, 
BioAnalytical Sciences at Genentech. Her work has been involved with developing mass 
spectrometry-based bioanalytical assays to assess pharmacokinetics, pharmacodynamics 
and biotransformation of therapeutic proteins (such as monoclonal antibodies and antibody-

drug conjugates in biological fluid and tissues) in support of both nonclinical and clinical 
studies. She had more than 12 years of industrial experience in mass spectrometry-based 
method development for small molecule therapeutics prior to joining Genentech in 2007.. 
Doug Leipold is a Principal Research Associate in the Preclinical and Translational 

Pharmacokinetics Department at Genentech. In this role, he is a leading contributor in the 
nonclinical PKPD scientific and development strategy for antibody drug conjugates (ADCs). 
During his time at Genentech, he has supported the advancement of multiple ADCs into 
clinical development and conducted extensive research into the PKPD and mechanistic 

behavior of this class of molecules, including the most recent filing of Kadcyla®. A key 
aspect of these investigations has been the design and interpretation of nonclinical studies 
to inform clinical outcome and drug development decisions. Prior to joining Genentech, 
Doug was a researcher in Chemical Endocrinology Laboratory at Loma Linda University. He 
received his bachelors from the University of California, Santa Barbara in 1993, and a 

Masters in Molecular Biology in 2000 from the California State University at San Bernardino. 
 
**************************************************************** 
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. 
  

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==


 

14 

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

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

Bob Yauch (Genentech), Scott Fountain (Pfizer), Kristin Wildsmith (Genentech), Leigh 

Date and Time: Thursday, Oct. 23, 2014, 12:45 – 5:30 pm 

Register at http://www.pbss.org/aspx/login01.aspx 
 
Full information not available at this time. 

 
****************************************************************** 
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, 

http://www.pbss.org/aspx/login01.aspx
http://sbir.cancer.gov/investorforum/register.asp
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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. 

 
 

 

 


