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Jan. 6, 2014 

 
************************************************************ 
BioCentury This Week, See new program Webcast Starting Sunday, Jan. 5, 2014, 
www.biocenturytv.com, Available anytime starting at 9:00 a.m. EDT 
 
Date: Original broadcast Sunday, Starts Jan. 5, 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. 

This Week’s Topic: “Therapies for Kids: Pediatric Rare Diseases” 
Speakers: Dr. Anne Pariser, Associate Director for Rare Diseases at FDA; 
Nancy Goodman, Founder and Executive Director of Kids v Cancer; Art Estopinan, Chief of 
Staff to Rep. Ileana Ros-Lehtinen of Florida and Stephanie Bozarth, VP and member of the 
board of directors of the National MPS Society 
 
FDA is holding a meeting this week to get ideas on how to deliver new therapies to children 
with rare diseases. At the same time, researchers and parents will press the agency to 
make it easier and more attractive for companies to create new drugs to treat these 
diseases. 
What can be done to get new therapies to kids with rare diseases and how 
can government help? 
The newest edition of BioCentury This Week television searches for answers 
to these questions and more with: 
• Dr. Anne Pariser, Associate Director for Rare Diseases at FDA 
• Nancy Goodman, Founder and Executive Director of Kids v Cancer, who 
persuaded Congress to enact the Creating Hope Act 
• Art Estopinan, Chief of Staff to Rep. Ileana Ros-Lehtinen of Florida, who 
received the RareVoice public service award from Rare Disease Legislative 
Advocates for his efforts on Capitol Hill 
• Stephanie Bozarth, VP and member of the board of directors of the 
National MPS Society and Chair of its committee on federal legislation 
Past Topics: Two Weeks of Thought-Provoking Topics 
 
Predictions for 2014 
The year 2013 will go down as a wild one for the healthcare community. What does 2014 
have in store for Wall Street, Washington, patients and life sciences companies? 
On the latest edition of BioCentury This Week television, Washington Editor Steve Usdin, 
Senior Editor Erin McCallister and Publisher Eric Pierce tackle the biggest question marks 
surrounding healthcare and medicine heading into the New Year. 
 
Patient Engagement 
Can crowdsourcing put patients at the center of the search for new therapies? The Genetic 
Alliance believes it can. 
On Sunday, December 29, BioCentury This Week television explores how 
crowd sourced patient data could change the way drugs are developed and regulated with: 
Sharon Terry,President and CEO of the Genetic Alliance; Teresa Barnes, Vice President of 
the Coalition for Pulmonary Fibrosis; and Dr. William Chin, Executive Vice President of 
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Scientific and Regulatory Affairs at the Pharmaceutical Research and Manufacturers of 
America (PhRMA). 
New 
*************************************************************** 
Bio2Device Group, Tuesday Morning, Jan. 7, 2014 
 
Topic: “Advances in Colorectal Cancer Screening” 
Speaker: Ronald Schoengold, Principal, E Gold Solutions Consulting  
Date and Time: Tuesday, Jan. 7, 2014, 8:30am – 10:30 am 
Location: Sunnyvale City Council Chambers, 456 West Olive Ave., Sunnyvale, CA  
No registration required 
 
Topic Description 
Colorectal cancer (CRC) is the second leading cause of cancer related deaths among both 
men and women in the United States. CRC is often referred to as the “silent” cancer 
because symptoms do not usually occur until later stages of the disease. Each year 
approximately 150,000 people are newly diagnosed and 50,000 die. Americans have a 5% 
lifetime risk for colorectal cancer. The incidence of CRC has been declining in the United 
States by 2% to 3% per year over the past 15 years. The most probable explanation for this 
trend is the increased awareness of the disease, especially among older individuals, and 
greater acceptance of screening among asymptomatic individuals. Despite this favorable 
trend, however, CRC screening in the U.S. is still underused with only about 2/3 of 
individuals who would benefit, accepting screening. Mortality and morbidity from CRC can 
be reduced significantly if polyps or adenomas are detected and removed, and if cancers are 
detected in early stages when they are most treatable. This talk will focus on advances in 
screening methods to detect adenomas and cancers. CRC is a preventable disease! 
 
Speaker Bio 
Ronald Schoengold has been an active contributor to the medical device, pharmaceutical 
and biomedical environment for over 45 years. His undergraduate studies were at St. John’s 
University (New York) and his graduate studies at Villanova University and Bryn Mawr 
College(PA). As a consultant to both large and small companies, he offers expert advice on 
quality systems, regulatory submissions and resolution of regulatory and quality problems. 
Ron is certified in regulatory affairs and has a proven record of accomplishment for 
integrating quality and regulatory requirements with technical, organizational and business 
development needs. He offers critical advice on the effective commercialization, support and 
maintenance of medical products and services and is an advisor to the National Institutes of 
Health, Commercialization Assistance Program, assisting companies awarded SBIR grants. 
Colorectal cancer screening has been a major focus of Ron’s professional pursuits. He has 
specialized training and hands-on experience in the development of screening and 
diagnostic tests in gastroenterology, notably the Hemoccult® fecal occult blood product 
lines, including guaiac and immunochemical based tests. 
 
*********************************************************** 
WIB, Tuesday Evening, Jan. 7, 2014 
 
Event: WIB-San Francisco Bay Area Speed Networking in the East Bay 
Date and Time: January 7, 2014, 5:30 p.m. – 8:30 p.m. PST 
Location: Children’s Hospital Oakland Research Institute (CHORI) – Main Library, 5700 
Martin Luther King Jr Way, free parking in lot on 58th St, Oakland, CA 94609 
Register by date:  January 6, 2014 
Space is limited so please register early.  Registered guests are welcome. 
Register at 
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https://netforum.avectra.com/eweb/DynamicPage.aspx?Site=WIB&WebCode=EventDetail&
evt_key=574e00be-bbc5-4c01-aac9-302f88a57b19&msm=2590d829-f2f9-4c23-8f5e-
f7563d72b5a6&cst=266f0fc3-f6e8-4f9d-9be3-41080345b8fb&ent=91b58190-7406-434b-
aafd-27255c8f233d 
 
Event Description 
Kick start your professional new year with a fun and productive Speed Networking event at 
the fabulous library at Children’s Hospital Research Institute in Oakland, CA.   Wine and 
food provided. Make new connections and speak about why you do what you do, your 
aspirations and struggles.  Bring your business cards! 
 
At the same location, the WIB-San Francisco Bay Area Mentors, Advisors, and 
Peers (MAPs) Program 
Are you Women In Bio member who is interested in our newly formed Mentors, Advisors 
and Peers (MAPs) Program? WIB-SF Bay Area chapter is proud to announce the first MAPs 
session on January 7, 2014 at 5:30 p.m. at CHORI in Oakland simultaneously with our 
Speed Networking event.  Chris Meda, Chair of WIB-SF Bay Area chapter, and Barbara 
McClung, Legal Consultant and WIB member – both highly accomplished biotech 
professionals, will be present to listen, guide and initiate you into the MAPs program.  If you 
are interested, this is the meeting for you. Please contact us 
at SanFrancisco@WomenInBio.org with any questions.  Please click here to register. 
No worries if you cannot make it to East Bay, events will be planned all across the Bay Area 
so stay tuned! 
Children’s Hospital Oakland Research Institute – Main Library; free parking in lot 
5700 Martin Luther King Jr Way (Parking lot on 58th St.) 
Oakland, CA  94609 
The WIB Speed Networking, first event of 2014, will be underway simultaneously 
at the same location.  
 
**************************************************************** 
SFAWIS, Wednesday Evening, Jan. 8, 2014 
 
Event: “Science and Diagnostics” 
Date and Time: Wednesday, January 8, 2014 from 6:30 PM to 8:30 PM (PST)  
Location: Genentech Building 83-1B, 611 Gateway Boulevard, South San Francisco, CA 
94080 
Cost: Member or student-$5; non-member-$10 plus online registration fee 
Register at https://www.eventbrite.com/e/sfawis-presents-science-and-diagnostics-tickets-
9919130386?ref=enivtefor001&invite=NDg0MDgxMy9hdWRyZXllcmJlc0Bhb2wuY29tLzA%3
D&utm_source=eb_email&utm_medium=email&utm_campaign=inviteformal001&utm_term
=eventpage 
************************************************************** 
MedTech Frontiers, Thursday Evening, Jan. 9, 2013 
 
Topic: “What Every Medical Business Needs to Know About Privacy and Data Breach” 
Speakers:      James F. Monagle and Simone McCormick 
Date and Time:           Thursday, January 9, 2014; 6:00 – 9:00 pm, presentation begin at 
6:45 pm  
Location:     Triple Ring Technologies, 39655 Eureka Drive, Newark 
Cost:            The event is free, but registration is required for planning purposes. If you find 
you are unable to attend after you register, please email mtf@tripleringtech.com. Thank 
you. 
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Send a note to mtf@tripleringtech.com to receive your own invitation and RSVP. All events 
start at 6pm and are held at Triple Ring Technologies, 39655 Eureka Dr., Newark, CA 
94560. 
  
Topic Description 
Businesses for medical device companies and entrepreneurs may be subject to numerous 
privacy, security, and breach notification laws. Learn what laws may apply to you and what 
is generally required to comply with them. What are best practices to avoid and mitigate 
government investigations and litigation? For example, HIPAA requirements have been 
extended to apply to all business associates. Learn if you are a business associate and what 
other federal or state laws may apply to you: GINA, CMIA, ECPA/ SCA/ICRAA, FCRA/FACTA, 
GLBA, COPPA? What is the difference between privacy, security and breach notification 
laws? What must companies do to comply with them? We will share examples of 
government and private citizens’ enforcement actions to illustrate what can happen if these 
laws are not followed. We will also discuss what constitutes a data breach and provide 
general strategies, procedures and mitigation practices to cope with a data breach incident. 
  
  
Speaker Bios 
James F. Monagle holds a Master of Laws (L.L.M.) degree in Intellectual Propoerty, which is 
the primary focus of his practice. Mr. Monagle handles litigation in both state and federal 
courts involving copyright infringement, trademark/ trade dress infringement and unfair 
competition, false advertising, patent disputes, trade secrets, data privacy and computer 
system breaches, and related matters. He regularly counsels and assists on licensing issues, 
contracts, and general business matters. In addition to his intellectual property emphasis, 
Mr. Monagle’s practice also includes business litigation, professional liability litigation, and 
appellate advocacy. 
               
Simone McCormick represents businesses and professionals in products liability, malpractice 
claims as well as business disputes and employment matters. Ms. McCormick successfully 
handles disputes at all stages of litigation from inception to conclusion in state and federal 
court as well as in administrative proceedings. Ms. McCormick also counsels clients in 
compliance and risk management matters and in government investigations. Ms. McCormick 
also assists clients in contractual matters, preparation of specifically tailored policies, 
procedures and handbooks and she conducts internal audits, trainings and investigations. 

  

** PLEASE NOTE THAT THIS EVENT IS ON THE SECOND THURSDAY OF JANUARY 
DUE TO HOLIDAYS ** 

For more information visit 

http://www.medtechfrontiers.com 

 
************************************************************ 
CBA, Sunday, Jan. 12, 2014 
Below is the conference information and the link to details. 
 
Event: “BayHelix 11th Annual Conference -- Leading Changes in Life Sciences Across the 
Pacific (probably only slightly ahead of the curve)” 
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Program Highlights: 
BayHelix Lifetime Achievement Award Speech-Gerald Chan, PhD,  Co-founder, Morningside 
Group 
Keynote Speeches  
“Convergence in Healthcare,” Lee Babiss, PhD, Chief Scientific Officer, EVP of Discovery 
Innovation, PPD, Chief Executive officer, X-Rx 
“Recent Trends for Licensing and M&A in the Life Sciences Sector in the US, Europe and 
Asi,;” David Schulman, Partner, Dechert; Emmanuelle Trombe, Partner, Dechert; Lewis Ho, 
Partner, Dechert 
“Title to be confirmed,” Zhi Hong, PhD, Senior Vice President, Head of Infectious Diseases 
Therapy Area Unit, Head of virtual Liver Unit, GSK 
 
Panel Discussions:   
“Leading Changes in Life Sciences Across the Pacific, Right on the Curve” 
“Recent Trends for Investment in the Life Sciences Sector in China” 
Date and Time: January 12, 2014 (Sunday), Public Sessions: 8:30 am – 5:10pm, 
Reception: 5:10pm – 6:10pm 
Location: William J. Rutter Center, San Francisco Mission Bay, 1675 Owens Street, San 
Francisco, California  94158 
Parking: Validated free parking at Alexandria’s 1670 Owens Parking Garage (the one 
opposite to Rutter Center, behind Gladstone Institute).  The garage attached to Rutter 
Center is NOT free. 
Cost: 
BayHelix 11th Annual Conference occurs on Sunday, January 12th, 2014 (just before the 
32nd J.P. Morgan Healthcare Conference). As an active CBA member (annual or lifetime), 
you can get a significant discount by registering at CBA site (www.cbasf.org event page). 
Regular BayHelix registration is at $100 while CBA members can register for $75. For those 
who are subscribers only, please consider joining CBA membership to enjoy the benefit from 
this event as well as those from future activities (annual membership $20 or lifetime 
membership at $100). 
Registration: 
1.  Space is extremely limited.  We’ll have to close registration if we have reached capacity.  
Please register early 
 2.  Please register yourself for the annual conference at www.bayhelix.org 
3.  Please register yourself to the website first.  Create your username and password, and 
use 11thAnnualConf@bayhelix.org or your email address as the email address for the initial 
registration  
4.  Select Member Center -> Events Management -> January 2014, and click 11th BayHelix 
Annual Conference hyperlink on January 12 calendar 4.  Please follow the annual conference 
registration process, and register yourself.  At this stage, you may change the email to your 
own preferred email address (there are several places you need to change to your own 
email address) 
5.  Lunch, tea breaks and reception are provided.   
Please let Iris (irisc_2010@yahoo.com) know if you encounter any issues during 
registration. 
See details at 
http://gallery.mailchimp.com/6f30ddf7ebd6e5a6bc7415fbb/files/2014_BayHelix_Annual_Co
nference_Draft_Program.pdf?utm_source=CBA+Subscribers&utm_campaign=2570b0daab-
_Business_Development_Workshop_I&utm_medium=email&utm_term=0_7d9d146f9b-
2570b0daab-331149517 
******************************************************* 
JP Morgan, Jan. 13-16, 2014 
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Event: 32nd Annual J.P. Morgan Healthcare Conference  
Location: Westin Hotel in San Francisco  
Dates: January 13-16, 2014 
You can download the agenda for conference at http://www.dnabridges.com/JPMorganAgenda2014.pdf 
 
Meeting Description 
The J.P. Morgan 31st Annual Healthcare Conference in San Francisco is the second week in 
January (January 13-16, 2014). JP Morgan is free but by invitation only. Unfortunately, 
getting an invitation to JP is very difficult so many are willing to pay to attend other 
meetings to get access to industry professionals from all over the world who come to San 
Francisco each year to join this large gathering of industry professionals. 
 
Description of JP Morgan Meeting 
There are five tracks of public and one for private companies each day at JP Morgan. 
Typically, CEOs present for 25 minutes in rooms sized for interest by audience of investors 
and then move to smaller breakout room where they answer questions from investors for 
25 minutes. Attendees must select which sessions to attend and miss sessions when they 
attend breakout sessions. Attendees but also nonattendees can listen to audio webcasts of 
most of the presentations. See details below.  
 
JP Morgan Presentation Webcasts 
Public company presentations at JP Morgan are typically webcast live & on-demand (subject 
to company consent). This feature enables you to hear presentations even though 
you weren’t invited to attend. These audio sessions are typically available for three 
months after the conference. I am hoping they are once again available at 
https://events.jpmorgan.com/. Look for listing of conference when it appears starting the 
opening of the conference on Jan. 7th. In the past one didn’t need a username and password 
but you will be prompted for your email address. 
 
********************************************************************** 
Biotech Showcase, Monday – Wednesday, Jan. 13-15, 2013  
 
See details regarding this conference at www.ebdgroup.com/bts/index.php  
Register at http://www.ebdgroup.com/bts/registration/index.php Or contact: 
Kelly Rogers 
EBD Group 
+1 760 930 0500 
krogers@ebdgroup.com 
Location: Parc 55 Wyndham, Union Square, San Francisco, CA 

 Regular registration fee $1,350 after November 22, 2013 

 Onsite registration fee $1,550 After Jan. 10 
 
Event Description  
Biotech Showcase™ is an investor and partnering conference devoted to providing private 
and public biotechnology and life sciences companies with an opportunity to present to, and 
meet with, investors and pharmaceutical executives in one place during the course of one of 
the industry's largest annual healthcare investor conferences. Investors and 
biopharmaceutical executives from around the world gather in San Francisco during this 
critical week which is widely viewed as setting the tone for the coming year. 
Now in its sixth year, this rapidly growing conference features multiple tracks of presenting 
companies, plenary sessions, workshops, networking, and an opportunity to schedule one-
to-one meetings. 
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In addition to biopharmaceutical and life science company executives, Biotech Showcase 
delegates include investors in private and public companies, sector analysts, bankers and 
industry professionals. 
Biotech Showcase is produced by Demy Colton Life Science Advisors and EBD Group. Both 
organizations have a long history of producing high quality programs that support the 
biotechnology and broader life sciences industry.  
********************************************************************* 
7th Annual OneMedForum SF 2013, Monday – Wednesday, January 13-15th, 2013  
 
Topic: Investing in Healthcare in 2014 
Location: The Westin San Francisco Market Streetl, San Francisco 
See details regarding this conference at http://www.onemedplace.com/forum 
Cost: OneMedForum  
Qualified Investor: $795; Company Executive: $895; Service Provider:$1395 
 
Topic Description 
Where and how to invest in 2014 amid the rapidly changing financial markets and regulator 
landscape.  With the SEC’s passing of Title II of the JOBS Act, the rules for raising capital  
and soliciting investors have dramatically changed, creating new opportunities to fund 
growth companies. Innovation continues and is creating tremendous opportunities for 
investors who are tuned into the major trends. 
The 7th Annual OneMedForum will focus on the new financing strategies made possible by 
the JOBS Act. It will focus on the areas of greatest investment opportunity in therapeutics, 
devices, diagnostics and health information and will also showcase the most promising 
microcap public companies and  
high growth private (pre-IPO) companies.  
 
Meet the companies shaping the future of health and medicine.  
For the first time since the Great Depression companies can generally solicit the public with 
the opportunity to invest. But how do they do that? And how do investors access these 
growth companies?  
At the OneMedForum and at OneMedPlace.  
Presenting companies at the Forum are those recommended by a global network of 
institutional investors and experts that have participated in our conferences over the past 8 
years. They are the little known “discovery firms” that have significant growth potential.  
For sophisticated accredited investors who understand the unique challenges of healthcare, 
the OneMedForum provides a highly efficient means to learn about promising companies 
and meet the management of these firms.  
 
Attend their investor presentation, browse the poster exhibit in the general networking 
room. Meet management directly using OneMedConnect partnering software. Access their 
robust standardized online profile at the OneMedGlobal database (containing over 8000 
companies) where you may  find video and radio interviews with management and articles 
written about the company and a wealth of background information.  
For information visit www.onemedplace.com.  
 
Conference Tickets: (Price Discounts Expire January 5th) Register at 
http://www.onemedplace.com/forum/register-2012 
 Qualified Investors & Research Analysts – $595 $395 

A member of a recognized professional investment group. **Certain institutional 
investors and analysts may qualify for a complementary ticket to the conference. 
Conference producers retain the right of approval.  
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 Company Executives – $795 $595 Non-Presenting Companies. Designed for executives 
of companies in healthcare or life sciences, attending to network with investors and 
others to seek financing or strategic partnerships.  

 Service Provider – $1095 $895 Designed for those attending the conference to meet 
prospective clients and develop new business (e.g. consulting firms, law firms, CROs, 
CMOs, etc…) 

 China Forum – $295 $195 Learn about strategies to enter the growing China market. 
 
 
********************************************************* 
Bio2Device Group, Tuesday Evening, Jan. 14, 2014 
 
Topic: “A New Way of Treating Hypertension through Renal Denervation” 
Speaker: Kevin Taylor, VP of Development and Operations, Recor Medical 
Date and Time: Tuesday, Jan. 14, 2014, 6:00 pm 
Location: Wilson Sonsini Goodrich & Rosati, 650 Page Mill Road, Palo Alto CA 94304-1050  
Cost:  
$6 - Students/In-transition - Members only  
$11 - Early-bird Registration - Members only  
$20 - Late Registration and Non-Members  
$25 - Walk-ins 
Payment Options 
We use PAYPAL to process your online payment. Print and bring a copy of your online 
receipt with you. If you prefer to pay at the door, please pay $25 in cash or with a check. 
To register now, please select the appropriate registration level and your meal preference 
from the pull-down menus below and enter the name and email of the attendee. Then click 
on the "Pay Now" button. This will take you to the PayPal payment page. Each attendee 
must be registered separately. Please register a non-member by logging out first. 
Make sure you enter the attendee's meal choice, name, and email address. 
Register online at Bio2Device Group at http://bio2devicegroup.org/content/new-way-
treating-hypertension-through-renal-denervation-kevin-taylor-01142014-600pm 
 
Speaker Bio 
Kevin Taylor joined ReCor Medical as Vice President of Development and Operations in 
January 2012. 
Mr. Taylor has 20 years of experience in the medical device industry in R&D, product 
development and operation roles. Prior to joining ReCor Medical, Mr. Taylor served as 
Director of Process and Product Development at Acclarent, Inc. During his time, Mr. Taylor 
contributed to development and commercialization of several products and technologies that 
facilitated Acclarent’s rise to a preeminent ENT company. 
Previously, Mr. Taylor served as Manager of R&D and Operations for Guidant Cardiac 
Surgery evolving their beating heart, vessel harvesting and cardiac ablation programs. Mr. 
Taylor was a primary development engineer of Atrionix’s pulmonary vein ultrasound ablation 
technology for the treatment of cardiac arrhythmias. Mr. Taylor received his B.S. in 
Mechanical Engineering from Drexel University and his MBA from The University of Chicago 
Booth School of Business. 
 
******************************************************* 
Engineering in Medicine and Biology Society, EBMS, Wed. Evening, Jan. 15, 2014 
 
Title: “Using Technology to Successfully Solve the Problems of the Aging” 
Speaker: Walt Maclay, President, Voler Systems 
Date and Time: Wednesday, January 15, 2014, 7:30 PM 
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Location: Room M-114, Stanford University Medical School 
Optional dinner location: Stanford Hospital Cafeteria, 6:15 PM (no host, no reservations) 
   
Topic Description 
Technology is now making a huge push into home health care. New markets are emerging 
as the traditional "aging in place" market continues to grow. New assistive technologies are 
being developed that will have an impact as well: communication devices, health and 
wellness monitoring, home safety and security. Product design must take in to account user 
capability, medical device regulations, and technology adoption issues. This talk with 
address the major issues for new devices in the home health and aging in place market. It 
will include resources, driving forces and latest trends for new technology development.  
 
Speaker Bio 
Mr. Walt Maclay, President and Chief Engineer of Voler Systems, is committed to delivering 
quality electronic products on time and on budget. Voler Systems provides the integrated 
design, development and risk assessment of new devices for medical, industrial, aerospace 
and instrumentation applications. 
Mr. Maclay is recognized as a domain expert in Silicon Valley technical consulting 
associations. He is an instructor for the Product Realization NPI Program. He has also been 
past President of the Professional and Technical Consultants Association (PATCA). He has 
applied his outstanding leadership to many multidisciplinary teams that have delivered 
quality electronic devices. Mr. Maclay holds a BSEE degree in Electrical Engineering from 
Syracuse University. 
 
**************************************************** 
NCC ACRP Annual Planning Meeting, Saturday Morning, January 18, 2014 
 
Date and Time: Saturday, Jan. 18, 2014, 9:00 AM to 12 noon 
Agenda 
9:00-9:30 AM –Registration sign=in, networking and breakfast buffet 
9:30-10:00 AM - President’s Welcome, Introductions 
10:00-11:30 AM - Program: ACRP, NCC, 2014 Board and Leadership, 2013 Annual Report, 
Sponsors, Volunteering, ‘Open Mic’ 
11:30–Noon- NetworkingFREE EVENT REGISTRATION closes Tues. Jan. 14, 11:59 PM Pacific 
Time 
Register online now to assure admission; AT EVENT if seats available 
http://www.acrpnet.org/GetInfoFor/USChapters/NorthernCalifornia/FeaturedEvents.aspx 

Membership not required for online registration 
Email confirmation upon registration 
No Contact Hours 
This Event serves as New and Renewing Volunteer Orientation 
Event questions or registration cancellation:  Kathleen Chung, NCC Event Manager 
kathleen.chung@cepheid.com 

 
REGISTRATION OPEN!! 
2014 Networking Kickoff 
Location: Crowne Plaza Foster City, 1221 Chess Drive, Foster City, CA   94404 
 
Event Description 
Meet 2014 NCC Board & Leadership 
2014 Calendar of Events 
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2013 Annual Report 
Benefits of Joining NCC ACRP 
Benefits of NCC Volunteering 
Delicious Breakfast Buffet 
 
Open invitation to the Clinical Research Community 
Clinical Research Professionals 
Sponsor Organizations 
Study Site Investigators & Coordinators 
Independent Consultants 
Clinical Research Students 
Academic Medical/Clinical Researchers 
Service Providers/Vendors 
Institutional Review Boards 
Quality Assurance 
************************************************* 
CACO Workshop, Wednesday Afternoon, Jan. 22, 2013 
 
Topic: “WinNonlin for Basic PK and PK/PD Modeling: a step-by-step guide”  
Speaker: Smita Kshirsagar; jointly with BAPKPD  
Registration fee: Regular: $105; For unemployed: $20; For vendor-show reps: $25; 
Webcast: $250; For others, details available upon online login. 
Date and Time: Wednesday, January 22, 2014, 12:45-17:30  
Location: SF Bay Area: Foster City Crowne Plaza  
Registration: http://www.PBSS.org 
Further Information: 
Registration deadline: 1/21/2014 (it will close sooner if the seating cap is reached) 
 
Topic Description 
Tentative outline: 
- Non-compartmental modeling of PK and PD data 
- Simulating various multiple dose regimens using a single dose PK profile 
- Compartmental PK, PD and PK/PD modeling 
- Simulating various multiple dose regimens using PK parameters from compartmental 
modeling 
 
Speaker Bio 
Smita Kshirsagar, PhD, has been a consultant in Clinical Pharmacology and 
Pharmacometrics based in the San Francisco Bay Area and an adjunct faculty member at 
the University of Minnesota (UMN) for the past 3 years. She also teaches at the University 
of California, San Francisco (UCSF) and is the current chair of the Bay Area PKPD Network. 
Her previous positions were as Associate Director at XenoPort Inc. and as Senior Associate 
at Pharsight Corp. Smita received a B.Pharm from the Poona College of Pharmacy, India and 
a PhD in Pharmacology from UMN. She has completed post-doctoral fellowships in the areas 
of Clinical Pharmacology and Pharmacometrics at UMN (Dr.Birnbaum and Dr.Cloyd), 
Stanford (Dr.Blaschke) and UCSF (Dr.Sheiner and Dr.Verotta). 
 
************************************************************ 
 
ASQ NCDG, Wednesday Evening, Jan. 22, 2014 

Topic “Medical Device Design Control: Today’s Design Processes, Tomorrow’s Products” 
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Date and Time: Wednesday, January 22, 2014 from 7:00 PM to 9:00 PM (PST)  
Location: Triple Ring Technologies, 39655 Eureka Drive, Newark, CA 94560 
Cost: See prices and details to register at http://www.eventbrite.com/e/medical-device-
design-control-todays-design-processes-tomorrows-products-tickets-10026450383 
 
Program Description:   
As an introduction to this series of Design Control Roundtable presentations for the 2014 
NCDG year, the January session will be a summary of the associated pivotal and regulated 
processes. This evening, the presenter will lead four sessions, each about 20 minutes in 
length with some follow-on discussion with the attendees.  

 A summary of typical Design Control steps. 
 A brief discussion of the wider array of today evolving related standards. 
 Brainstorming in small groups facilitated with worksheets and some sharing of this 

output. 
 An open forum, guided by the speaker and moderator, with the attendees in a 

“Round Table” setting sharing helpful Design Control process knowledge (what works 
/ has not worked / why). 

A small break between the 2nd  & 3rd sessions & an ending (~8:45 pm) are planned to allow 
time for networking.  
************************************************************ 
Personalized Medicine World Congress  (PMWC), Monday and Tuesday, Jan. 27-28, 
2014 
 
Event: “The Arrival of Actionable Personalized Medicine: The Age of Guided Disease 
Management)  
Date and Time: Monday and Tuesday, Jan. 27-28, 2014 
Location: Silicon Valley 
See program at http://2014sv.pmwcintl.com/program.php 
Price: Registration (through Dec. 15) $1,200.00 
General Registration  Jan 24, 2014  $1,500.00   
Register at. 
http://www.eventbrite.com/e/pmwc-2014-sv-attendees-tickets-5020436260 
 
Event Description 
 
Some of the confirmed speakers are coming from UnitedHealth, NIH, Aetna, Pfizer, 
Novartis...and of course, Lee Hood whos a session chair. For those of you who are repeat 
attendees, we'll continue to feature fresh perspectives about the hottest topics in the field. 
See list of speakers at http://2014sv.pmwcintl.com/speakers.php 
********************************************************************** 
BioScience Forum, Wednesday Evening, January 29th, 2014 
 
 
Topic: "Site Specific Conjugation of Biotherapeutics" 
Speaker: David Rabuka, Ph.D.; President, Chief Scientific Officer and Founder; Redwood 
Bioscience 
Date and Time: Wednesday, Jan. 29, 2013, 6:00 – 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 Franicisco, CA 94080 
Event Registration ($3 service fee will apply) 
General Pre-Registration $45.00 
General On-Site Registration $55.00 
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Student Pre-Registration $35.00 
Student On-Site Registration $45.00 
Pre-Registration ends Monday, Jan. 27, at 9 pm 
Cash or check accepted on the day of the event 
Register at http://biosf.org/ 
Or you can pay with a check made out to "BioScience Forum" and sent to: 
BioScience Forum 
1442A Walnut Street, #308 
Berkeley, CA 94709-1405 
Please do not mail checks later than Thursday, Dec. 12th 
If paying with check, do not complete online registration with Cvent 
 
 
Topic Description 
Proteins offer several advantages over small molecules as therapeutics or diagnostic probes, 
including exquisite target specificity, multiplicity of function, and relatively low off-target 
activity. Chemical modification of proteins can extend these advantages by rendering them 
more potent, stable, or multimodal. The interest in such therapeutic moieties has increased 
dramatically in recent years, with  twice the number of IND applications for antibody-drug 
conjugates (ADCs) submitted in the last 5 years as were in the previous 15 years. The 
promise of ADCs was realized with the approval this year of Genentech’s anti-HER2 
antibody-drug conjugate Trastuzumab linked to DM1 (an antimicrotubule agent) for certain 
breast cancer patients. 
 
However, the traditional approach of covalent modification of nucleophilic amino acids on 
protein surfaces is non-specific, resulting in heterogeneous populations of modified proteins. 
Recent advances in protein engineering and bioconjugation have overcome these difficulties 
by directing the precise formation of selective chemical modifications.  
 
David will highlight methods designed for controlled chemical modification of proteins, with 
an emphasis on the site-specific introduction of chemically defined, unnatural molecules into 
proteins, including technology developed at Redwood Bioscience. The ongoing challenges in 
site-specific protein modification and the opportunities to build the next generation of 
bioconjugates will be discussed. 
 
 
Speaker Bio 
Dr. Rabuka received a Ph.D. in Chemistry at the University of California, Berkeley as a 
Chevron Fellow in the lab of Professor Carolyn Bertozzi. His research included developing 
and applying Redwood’s platform technology to cell surface modification. Prior to joining 
Professor Bertozzi’s lab, David worked at the Burnham Institute synthesizing complex 
glycans and then at Optimer Pharmaceuticals, where as an early employee, he focused on 
the development of glycan and macrolide based antibiotics.  
 
David graduated with a double honors B.S. in Chemistry and Biochemistry from the 
University of Saskatchewan where he received the Dean’s Science Award. He earned his 
M.S. in Chemistry from the University of Alberta. He is an author on over 20 major 
publications, as well as numerous book chapters and patents. 
 
 
********************************************************************* 
Bio2Device Group, Tuesday Evening, Feb. 11, 2014 
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Topic: Magellan Robotics, Catheter System 
Speaker: Francis Macnamara, Hansen Medical 
Date and Time: Tuesday, Feb. 11, 2014, 6:00 pm 
Location: Wilson Sonsini Goodrich & Rosati, 650 Page Mill Road, Palo Alto CA 94304-1050  
Cost:  
$6 - Students/In-transition - Members only  
$11 - Early-bird Registration - Members only  
$20 - Late Registration and Non-Members  
$25 - Walk-ins 
Payment Options 
We use PAYPAL to process your online payment. Print and bring a copy of your online 
receipt with you. If you prefer to pay at the door, please pay $25 in cash or with a check. 
To register now, please select the appropriate registration level and your meal preference 
from the pull-down menus below and enter the name and email of the attendee. Then click 
on the "Pay Now" button. This will take you to the PayPal payment page. Each attendee 
must be registered separately. Please register a non-member by logging out first. 
Make sure you enter the attendee's meal choice, name, and email address. 
Register at www.Bio2DeviceGroup.org a week prior to event 
 
Speaker Bio 
Francis Macnamara is vice-president of Advanced Technology at Hansen Medical 
Inc. in Mountain View. Before joining Hansen Medical five years ago, he was 
with Boston Scientific for the eleven years, serving in various R&D roles, 
first in Ireland and then in Boston. He has launched eight medical devices 
ranging from coronary stents and disposable endoscopes to robotic catheter 
systems. He is the named inventor on five patents. He holds an MBA from 
Santa Clara University and a degree in mechanical engineering from the 
University of Limerick in Ireland. 
 
************************************************************ 
 
UC Berkeley Extension, Thursday Evenings, Feb. 13-27, March 6-13 and 27  
 
Topic: “Life Science Product Marketing: It’s All in the Plan” 
Required course for Professional Program in Life Sciences Business (see flyer at 
http://extension.berkeley.edu/upload/lifesciences_business.pdf) 
Instructor: Audrey S. Erbes, Ph.D. 
Guest Speakers: 

 Deb Donovan, Director of Marketing at Avantis Medical Systems 
 Stanley Skrzypczak, M.S., M.B.A., Senior Director, Commercial Development, 

Genomic Health  
 Charles Versaggi, President, Versaggi Biocommunications 
 Steven Wong, Senior Consultant, Plan A 

Dates and Time: Thursdays, Feb. 13-27, March 6-13 and 27; 6:00 – 9:00 pm 
Location: Downtown University of California, Berkeley Extension, 425 Market St., 8th Floor, 
San Francisco, CA 94105 
Cost: Fee is $695 Course identifier is BUS ADM X442.5. 
See more details and register at http://tinyurl.com/k2aq8nr 
 
Course Description 
This science product marketing course introduces industry-relevant product planning 
knowledge and skills required for successfully marketing life science products and, 
specifically, explores the development of strategic and tactical marketing programs for their 
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launch. Topics include learning about different market research approaches; information 
resources critical for developing a successful plan, product strategy and positioning with 
differentiated claims; and how to identify the most lucrative target audience. Course 
activities include a team-developed preliminary marketing plan. 
The course is appropriate for professionals at all levels in life science marketing research, 
product planning and management, product sales, promotion, business development and 
licensing, public and corporate relations, as well as other company functions involved in the 
development and commercialization of a product and its labeling, including clinical and 
regulatory. 
Course participants will learn about the development of a marketing strategy, product 
positioning, differentiated claim structure and selection of target audience as members of a 
class-based product team that replicates a company-based team. They will understand what 
goes into successful tactical marketing and promotional programs and gain insights into 
what it takes to gain management approval and resources for implementation. 
 
Course Instructor 
Audrey Erbes, Ph.D., Principal, Erbes & Associates and www.audreysnetwork.com, is a 
life-science business development and marketing consultant and developer of 
customized executive education. With more than 30 years of managerial experience in 
the biotech and pharmaceutical industry, she was Executive Vice President and 
cofounder of Kowa Research Institute, a biopharmaceutical licensing and investment 
subsidiary of Kowa Company Ltd., Japan and before that held U.S. and global 
management positions at Syntex Corp. (acquired by Roche) in market research, product 
management, strategic marketing and planning, and business development.  
 
Guest Speakers and Their Topics 
Debbie Donovan, B.A., an expert in medical device marketing, is focused on developing 
digital marketing programs for medical technology companies—including the integration of 
social media channels. Currently, Debbie is the Director of Marketing at Avantis Medical 
Systems supporting market adoption of Third Eye® Retroscope. Previously, she was a 
Senior Manager at Intuitive Surgical and, addition, had experience serving Ob/Gyn, 
Orthopedics/Spine and ENT physicians at Conceptus, Kyphon and Somnus. Her expertise is 
in developing effective strategies and leading teams in marketing communications, public 
relations and event programs. Before heading to the client side, Debbie began her career at 
a medical advertising and public relations agency. “e-Marketing: Connecting with Providers 
and Patients” 
 
Stanley Skrzypczak, M.S., M.B.A., currently leads Business Development at Invitae 
across the U.S. and ex-US markets. He has over 25 years of business experience across 
commercial and product development while at Genentech (biotechnology) and Genomic 
Health (gene expression profiling). Prior to Invitae, Stan was Sr. Director for Breast Cancer 
Marketing and led the Breast Cancer Core Team for Global Strategy and Lifecycle 
Management at Genomic Health. He has held leadership roles and led teams across 
marketing, commercial development, managed care and market access, sales management, 
government affairs, pricing, and reimbursement. He holds a B.A. in Biology, an M.B.A. in 
Marketing, and an M.S. in Immunology & Microbiology.  
 “Product Management 101 – Developing/Executing The Tactical Plan”  
 
Charles S. Versaggi, Ph.D., is President, Versaggi Biocommunications®, a marketing 
consultancy specializing in corporate and marketing communications for the global life-
science industry. Based in the San Francisco Bay Area, the firm serves clients in every stage 
of development — from seed funding through research and development, clinical trials, 
regulatory approval and worldwide product marketing. With nearly 30 years of strategic 
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marketing and communications experience, Dr. Versaggi has directed marketing and 
communications initiatives for life science companies ranging from startups to Fortune—100 
global leaders. These include the launch of the first genetically engineered vaccine and 
genomic disease management products, and the first applications of minimally invasive 
surgery. "Building Value through Strategic Marketing Planning and Communications." 
Steven Wong, B.A., is a Senior Consultant at Plan A, a strategic marketing consulting firm 
servicing biotechnology and pharmaceutical companies. He specializes in developing 
patient-based forecast models and prioritizing marketing opportunities in therapeutic areas 
such as oncology and infectious diseases. At Plan A, he has directed numerous consulting 
engagements, including opportunity assessments, complex population modeling, and 
therapeutic area strategy. Additionally, Mr. Wong co-authored several editions of Plan A’s 
ONCOSight and Innovations in Anticancer Drugs multiclient report series. "Market Research 
Information Resources” 
 
Course Content Outline 
Strategic Marketing Research, Analysis and Creativity 

 Marketing plan outline 
 Market research tasks and methodology for implementation 
 Analysis of market research results for input to planning 
 Development of market strategy 
 Selection of best market segment and target audience focus 
 Development of product positioning and claim structure 

The Marketing Program  
 Development of tactical marketing program: steps and content 
 Development of information about the product and its competitive market needed for 

hiring vendors and providing direction that would assist in selection and 
implementation of tactical programs 

 Selection of tactical marketing activities and programs for plan implementation 
Writing the Product Marketing and Sales Plan 

 Putting all the elements together in draft plan 
 Writing final preliminary plan for implementation 
 Selling the plan and obtaining prospective “company commitment” to proposed 

plan, marketing programs and related budget with guest Marketing Committee 
Presentation of Team Marketing Plans 
 
******************************************************************* 
Bio2Device Group, Tuesday Morning, Feb. 18, 2014 
 
Topic: "Developing Medical Devices Intended for Smartphone Applications"  
Speaker: Sanjiv Tanna  
Date and Time: Tuesday, Feb. 18, 2014, 8:30am – 10:30 am 
Location: Sunnyvale City Council Chambers, 456 West Olive Ave., Sunnyvale, CA  
No registration required 
******************************************************************** 
CACO, Friday Mid Day, Feb. 28, 2014 
 
Luncheon Topic: “PK/PD in forensic science: the science of anesthesiology in the court case 
of Michael Jackson's propofol overdose” 
Speaker: Professor Steven Shafer (Stanford University) 
Date and Time: Friday, Feb. 28, 2014, 11:00 am – 1:30 pm 
Location: SF Bay Area: Foster City Crowne Plaza 
Register at http://www.pbss.org/aspx/login01.aspx?iURL= 
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************************************************************** 
 
CACO-PBSS Workshop, Monday, March 10, 2014 
 
Topic: “Clinical Trials Design & Management Intensive Workshop” 
Date and Time: Monday, March 10, 2014, 8:30 am -5:30 pm 
See details at http://www.caco-ca.org/aspx/homeSF.aspx when they appear 
**************************************************************************************************************** 
CACO-PBSS Workshop, Monday Afternoon, March 17, 2014 
 
Workshop: “Drug-Device Combination Products” 
Speakers: Deepa Deshpande (Universal Regulatory, Inc.), Ed Smith (Zogenix), Igor Gonda 
(Aradigm Corporation), Peter Staehr (Abott Vascular Inc.)  
Date and Time: Monday, March 17, 2014, 12:45-17:30  
Location: SF Bay Area: Foster City Crowne Plaza 
Registration fee (US$): Regular: $105; For vendor-show reps: $25; For unemployed: $20; 
For others, details available upon online login. 
Registration: http://www.PBSS.org 
Registration deadline: 3/14/2014 (it will close sooner if the seating cap is reached) 
 
Topic Description 
We have scheduled the following Workshop and would like to invite you to register at the 
CACO-PBSS website. 
Over the past decades, drug-device combination products of increasing complexity are 
being developed and commercialized. Regulatory authorities have reacted and developed 
specific processes, and regulations to facilitate the increasing integration of drugs and 
devices. For example, the Food and Drug Administration (FDA) established the Office of 
Combination Products in 2002, according to the Congress enactment. Combination products 
present new technological and organizational challenges: they require new product 
development strategies and a different regulatory approach compared to traditional 
combination products, drugs, and devices. 
This short course will provide the audience with an understanding of the regulatory 
frameworks for drug/device combinations. It will focus on the differences between device 
and drug development processes and regulations, and will highlight development challenges 
facing developers through presentation of case studies. FDA will provide updates on 
regulatory developments and guidance. 
 
Session 1: Introduction to Drug-Device Combinations, Overview of Regulatory Landscape 
and GMP development considerations 
Deepa Deshpande, PhD, RA, President, Universal Regulatory, Inc 
Session 2: Needle-free Injection devices 
Ed Smith, PhD, RAC, Vice President, Regulatory Affair, Zogenix 
Session 3: Development of Inhaled Drug Device Combination Product 
Igor Gonda, PhD, CEO, Aradigm Corporation 
Session 4: Beyond Drug-Eluting Metallic Stents: the next generation of a fully Bioresorbable 
Vascular Scaffold System 
Peter Staehr, MD, Senior Director, Worldwide Clinical Science, Abott Vascular Inc. 
Panel Discussion 
 
**************************************************************** 
CACO, Monday, March 31, 2014 
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Workshop Topic:” Applications of PK-PD and TK-TD Modeling in Drug Discovery and 
Development” 
Speakers: Wade Adams, Harvey Wong (Genentech), Weijan Pan (Alexion) 
Date and Time: Monday, March 21, 2014, 12:45 pm – 5:30 pm 
Location:: SF Bay Area: Foster City Crowne Plaza 
See details at http://www.caco-ca.org/aspx/homeSF.aspx as they are announced 
 
************************************************************* 
UC Berkeley Extension Course, Thursday and Friday, April 10-11, 2014 
 
Course: “Life Science Business and Marketing: Their Integral Role for Success”  
Applies for credit toward Professional Program in Life Sciences Business (see flyer at 
http://extension.berkeley.edu/upload/lifesciences_business.pdf) 
Dates and Time: Thursday and Friday, April 10-11, 2014; 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 
Fee: $795, course ID is BUS ADM X442.4 
See more details and register now. You can locate course online and register at 
http://tinyurl.com/kqbu2rx 
 
Course Description 
The life science industry presents very different challenges found in other industries and 
requires specialized knowledge and skills to navigate the unique regulatory path 
requirements, lengthy development times, expensive clinical trial process, FDA control of 
advertising and labeling, and impact of managed care on reimbursement and pricing. This 
course conveys the foundational research and analysis skills needed on the job to make 
good marketing and business recommendations and decisions across company functions.  
 
Course includes two days of intensive classroom work and mentoring by instructor available 
for balance of term while completing optional term project.  Students will learn how to 
research and analyze markets and environments for making recommendations and 
decisions useful for all professional functions in bioscience companies. They will learn how to 
do typical business and marketing assignments common to the workplace and receive 
templates/outlines for documents. In the process students will develop a basic 
understanding of the role and benefits of various business and marketing functions involved 
in company’s success, underscoring their roles across all stages of company and product 
lifecycle. Participants will learn what makes the industry “tick,” identify challenges and 
opportunities critical to the success of a company and its products that might otherwise be 
overlooked until too late in the development process. Students will complete business 
investment analysis of a company and its technology/products of their choice for term 
project. 
 
Deliverables 
Students receive an extensive student reader with lecture slides for note taking, lists of 
Internet-accessible information resources and gratis access to selected otherwise paid 
Elsevier subscription databases to assist in researching their optional term project.   
 
Who Will Benefit from This Course 
Experienced and newer business and marketing professionals--as well as scientific, clinical, 
regulatory, and legal professionals--can benefit from this introduction to the important 
business and marketing aspects of the life science industry and how to research and 
develop solutions to handle its challenges.  
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Course Director 
Audrey Erbes, Ph.D., is a global life-science business development and marketing consul-
tant, industry blogger at www.AudreysNetwork.com, organization leader, public speaker and 
developer of customized executive education. She is known for her industry blog 
publications on Audreysnetwork.com. She had 25 years of corporate 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. Before that she held both U.S. and international management 
positions at Syntex Corp. (acquired by Roche) 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 
 
Joyce L Chiarenza, Chiarenza Consulting, L.L.C. is a regulatory affairs, labeling expert and 
clinical compliance certified professional with over 40 years of pharmaceutical and biotech 
experience. She held managerial positions in quality control, quality assurance, compliance 
and regulatory affairs. After more than 16 years at Genentech, Inc., she became a 
regulatory affairs consultant, specializing in labeling, advertising and promotion, and clinical 
compliance. Prior to Genentech she worked in quality with Abbott Laboratories and for three 
years worked in area of vitamins, food supplements and cosmetics.  
Joyce holds a B.S. degree in Child Psychology and Special Education Credentials from 
California State University at Northridge. In 2010, she received her certification as a Clinical 
Compliance Professional. Topic: “Operating in the U.S. Regulatory Environment: Is Product 
Approvable” 
 
Linda L. Schock is the Director of Commercial Compliance & Government Programs at 
Compliance Implementation Services (CIS) and responsible for opening the CIS West Coast 
office in Burlingame, California.   Ms. Schock brings over 20 years of industry experience 
ranging from distribution, pricing, Commercial and Government contracting, reimbursement 
and Patient Support Programs. Prior to joining CIS, Ms. Schock worked at NeurogesX as 
Director, Commercial Operations from 2009-2011 and CV Therapeutics from 2005 2009. 
From 2001 to 2005 Ms. Schock was Associate Director, Distribution and Reimbursement 
within Commercial Operations at Actelion Pharmaceuticals where she was involved in the 
launch of Tracleer® and the risk management program T.A.P.   Ms. Schock began her career 
at Genentech, Inc. where she worked in Commercial Operation positions of increasing 
responsibility from 1987 to 2001. Topic: “Building Effective & Compliant Commercial and 
Government Contracting Operations: A Case Study” 

 
Bev Hudson, MBA, is Executive Director/SVP of Clinical Research, Oklahoma Foundation 
for Cardiovascular Research (OFCR). Previously, she was Senior Vice President, Business 
Development, Omnicomm Systems, Inc., a Web-based electronic data capture (EDC) and 
eClinical (eClinical) software and services company; VP and General Manager of Clinical 
Research Services at MedPoint Communications, Inc.;  and earlier ran sales and operations 
for Mayo Clinical Trial Services. She spent eleven years at Genentech in sales and marketing 
management roles. Topic: "The Impact of U.S. Health Care System on Marketing Life 
Science Products" 
 
Julie Tompkins, MBA, is Sr. Vice President at Timely Data Resources (TDR), a healthcare 
market research and consulting firm.  She has more than 30 years experience in the 
pharmaceutical and biotech arenas, including 12 years in industry and more than 20 years 
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in market research consulting, and has worked with pharmaceuticals, diagnostics, and drug 
delivery systems.  At Syntex (acquired by Roche), Julie worked in both R&D and Marketing, 
including positions as Analytical Chemist, Market Research Analyst, Manager of New Product 
Planning, and Manager of Market Analysis.  She spent most of her time in Marketing as the 
primary liaison between Marketing and R&D, serving as a key member on multi-disciplinary 
project teams and strategic planning committees.  After leaving Syntex, Julie was President 
and Founder of MedSearch, a primary market research company that merged with TDR in 
January 2000.  She holds a B.A. in Human Biology from Stanford University and an MBA 
from Santa Clara University. Topic: “The Role of Market Research in Product Planning, 
Development and Marketing" 
 
Course Content Outline 

The Discipline of Marketing in the Bioscience Industry 
 Unique bioscience industry marketing characteristics 
 The core marketing functions 
 Pivotal documents associated with marketing functions  
 The critical role of marketing at all stages of a product’s development  

Marketing Research and Analysis  
 Use of market research to optimize product planning, development and marketing 
 Role of market research throughout development of company and product 
 Defining the objectives, planning and implementation of the research 
 Types of market research and methodologies 

Impact of Managed Care System on Marketing Bioscience Products 
 Review healthcare industry trends/data that impact cost and reimbursement  
 Define “who/what is the U.S. healthcare system” and how it influences the 

commercialization process 
 Define reimbursement from Managed Care perspective 

Success Parameters for Products and Companies 

Dealing with regulatory Environment and Product’s Approvability 

The Role, Function, Objective of Selected Major Marketing Functions 
 Business Development and Licensing Process, Contract and Terms 
 Product/Technology Opportunity Assessment Research and Recommendation 
 Strategic Planning and Strategic Plan  
 Product Management and Product Marketing Plan 
 Sales and Distribution 

 
************************************************************************* 
CACO-PBSS, Wednesday, April 23, 2014 
 
Topic:”Nano-therapeutics: Pharmacokinetics, Pharmacology, New Technologies and Clinical 
Development for Cancer Targeting” 
Date and Time: Wednesday, April 23, 2014, 12:45 pm – 5:30 pm 
Location: SF Bay Area: Foster City Crowne Plaza 
See details at http://www.caco-ca.org/aspx/homeSF.aspx as they are announced 
************************************************************************* 
CACO-PBSS Luncheon, Friday Mid Day, May 16, 2014 
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Topic: “3-D printing in the creation of functional human tissues: advances and potential 
applications in medical research, drug discovery, preclinical drug evaluation and the future 
of patient care” 
Speaker provided by Organovo 
Date and Time: Friday, May 16, 2014, 11:00 am – 1:30 pm 
Location Crowne Plaza Hotel, Foster City, CA 
See details at http://www.caco-ca.org/aspx/homeSF.aspx as they are announced 
******************************************************************** 
PBSS, Wednesday Afternoon, May 28, 2014 
 
Topic: BCS system / Dissolution and Solid Form Technologies: Advances, Impact on Drug 
Absorption, and Applications in Drug Development” 
Speakers: Gordon Amidon, Gregory Amidon (U Michigan), Larry Wigman (Genentech) 
Date and Time: Wednesday, May 28, 2014, 12:45 -5:30 pm 
Location: Crowne Plaza Hotel, Foster City, CA 
See details at http://www.caco-ca.org/aspx/homeSF.aspx as they are announced 
*************************************************************************
PBSS, Friday Afternoon June 13, 2014 
 
Topic: “Transporter ITC update: latest development in transporter science” 
Speakers: Kathy Giacomini (UCSF), Xiaoyang Chu (Merck), Maciej Zamek-Gliszczynski 
(Lilly) 
Date and Time: Friday, June 13, 2014, 12:45 pm – 5:30 pm  
Location: Crowne Plaza Hotel, Foster City, CA 
See details at http://www.caco-ca.org/aspx/homeSF.aspx as they are announced 
***************************************************************** 


