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Complimentary Service of AudreysNetwork.com 
April 26, 2015 

  
************************************************************* 
Bio2Device Group, Tuesday Morning, April 28, 2015 

 
Topic: “Leveraging Technology to Improve Senior Care in Assisted Living and Aging In 
Place“ 
Speaker: Paddu Govindaraj, Founder & CEO, Carevium 

Date and Time: Tuesday, April 28, 2015, 8:30 – 10:30 am 
Location: Sunnyvale City Council Chambers, 456 West Olive Ave., Sunnyvale, CA  
No registration or fees required for morning meetings 
 

Topic Description 
Innovations in Digital Health, Cloud Computing, and Mobile Devices have enabled service 
providers to offer technology tools at reasonable costs. With the significant increase of 
senior population, Senior living and Aging in place (aka In Home Care) services are under 

tremendous pressure to improve quality of care, control costs, and provide visibility to the 
family. They are looking for technology to help improve the services. 
Carevium is a comprehensive platform to empower caregivers – both professional and 
family members – and enable compassionate care. Paddu Govindaraj, Founder & CEO of 

Carevium, will discuss the current scenario, opportunities and challenges, technology 
innovations, and functions of Carevium to address the requirements of seniors, families and 
elder care providers. 
 
Speaker Bio 

Paddu Govindaraj is the Founder & CEO of Carevium, a cloud based platform for Assisted 
Living Facilities, Elder Care Centers and Home Care Agencies. He is a serial entrepreneur. 
He is also the founder and principal advisor of SV Health Ventures, which serves as an 
accelerator and advisory firm for innovative digital health startups and life sciences 

companies. Prior to Carevium he founded LeadPro247, a lead aggregation and distribution 
platform for ad agencies and leadgen companies. He has worked with Fortune 500 
companies as well as SMBs. He has a BSc (in Chemistry) and MBA (in Systems and 
Marketing). 

 

************************************************************************** 
Biotech Vendor Services, Wednesday Evening, April 29, 2015  
 

Event: Bay Area Life Sciences Community Event  
Date and Time: Wednesday, April 29, 2015, 5:00 pm to 8:00 pm  
Location: Dominic's At Oyster Point, 360 Oyster Point Blvd., South San Francisco, CA 94080  
Cost: Complimentary to life science job related employees (including executives, 

purchasing, scientists, clinical, manufacturing, etc.) at life science companies and 
institutes.  
There is a $50.00 charge for all others, including suppliers, consultants, lawyers, or any 
service provider to the life science industry that are not exhibiting.  

Register at: http://www.bvsweb.com/php/register.php?ShNbr=2979 
Space is Limited!  
 

http://www.bvsweb.com/php/register.php?ShNbr=2979
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Event Description 
We are very excited to announce a special Biotech Community Event in SSF on April 29th 
We are inviting local life science researchers & entrepreneurs in  
South San Francisco & around the Bay to attend. 

This will be a wonderful way for fellow scientists and entrepreneurs to connect and network,  
and visit with the best suppliers in the industry! 
 
- Network with key industry leaders, entrepreneurs, and scientists  
- Scientific Suppliers exhibiting their most cutting edge technologies  

- Great Food, Wine and Beer  
- Special Raffle Prizes  
 
See Attached For Full Event Details:  http://www.bvsweb.com/SFLE.2015-04-29.Flyer.pdf 

 
************************************************************* 
BioScience Forum, Wednesday Evening, April 29, 2015 
 

Title: "Pharmacokinetic & Pharmacodynamic Transformation of a Cytokine (NKTR-214) Into 
an Effective Cancer Immunotherapy" 
Speaker: Seema Kantak, Ph.D. Vice President of Preclinical Development, Nektar 
Therapeutics 

Date and Time: Tuesday, April 29, 2015, 6:00 – 9:00 pm 

6:00 PM -  networking 

7:00 PM -  dinner 

8:00 PM -  presentation 

Location: The Holiday Inn, 275 S Airport Blvd, South San Francisco, California 94080  
Cost: Pre-Registration   $50.00; On-Site Registration   $60.00  
Pre-Registration ends Monday, April 27, at 9 pm 
Cash or check accepted on the day of the event 

$10 discount for full-time students 
$3 service fee will be added to registration fee. 
Register at https://www.cvent.com/events/the-bioscience-forum-seema-kantak-vp-
preclinical-nektar/registration-1dda30eab0384299b0671e64aa0645fb.aspx 

 
Topic Description 
Durability of response is the hallmark of immunotherapy, but only a fraction of patients 
experience this prolonged benefit. Modification of cytokines by covalent attachment of a 

polymer such as polyethylene glycol (PEG) has classically been used to extend exposure and 
reduce renal clearance rate, thereby increasing the potential for a durable response. The 
next generation of polymer conjugation technology developed by Nektar enables more 
complex and profound modification of cytokine activity. 
   
NKTR-214, an engineered form of IL-2 that directly activates cytotoxic T cells by targeting 
the IL-2 receptor beta subunit, has a pharmacokinetic profile more like an antibody than a 
cytokine. The polymer conjugation strategy was designed to improve efficacy and limit 
toxicities by optimizing biodistribution to the tumor, enhancing the PK profile through 

reduced Cmax and increased exposure, and by altering the receptor binding profile to 
enhance tumor killing. Without any changes to the amino acid sequence, this multi-
PEGylated form of IL-2 demonstrates greatly improved efficacy in preclinical tumor models 
relative to IL-2. NKTR-214 directly stimulates cytotoxic T cells and therefore has a 

mechanism of action complementary to that of antibody-mediated checkpoint inhibition. 
Testing that complementary activity in preclinical models of cancer, synergism was achieved 

http://www.bvsweb.com/SFLE.2015-04-29.Flyer.pdf
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by combining NKTR-214 mediated T cell activation with CTLA-4 or PD1 blockade, holding 
the promise for extended, durable responses in patients who may benefit from agents with 
complementary immunological mechanisms. Data and discussion will address how this 
approach may be generalized to enhance other cytokine-based therapies. 

 
Speaker Bio 
Seema Kantak is Vice President of Preclinical Development at Nektar Therapeutics since 
2010 and from 2010-2012 was also the Managing Director of Nektar’s India subsidiary. She 
has 15 years of biopharmaceutical industry experience in discovery and R&D in biologics 

and small molecules for oncology, inflammation, cardiovascular and metabolic disorders as 
well as executive and operational management experience supporting multi-million dollar 
projects. 
 

Prior to joining Nektar Therapeutics, Seema held positions of increasing responsibilities at 
XOMA (US) LLC, Celera Genomics and Axys Pharmaceuticals and participated in IND 
submissions and clinical development of both small molecule and antibody therapeutics. 
 

She completed her post doctoral fellowship at the UCSF Cancer Center. She received her 
M.S and Ph.D. in cancer biology from Wayne State University, Michigan, an MS in biophysics 
from Bombay University, India and B.S. in microbiology from Bombay University, India. 
Seema Kantak has authored several scientific articles and written book chapters. 

********************************************************** 
Palo Alto AWIS, Thursday Evening, April 30, 2015 
 
 

Topic: "What Happened? Inside the World of Engineering and Scientific Consulting" 

Speakers: Meredith Sellers, PhD, is a managing engineer who aids clients in 
materials analysis and incident/accident investigation pertaining to oil and gas 
pipelines, chemical process safety, and consumer and industrial electronics 
Adrienne Higa, PhD, is a senior associate who provides consulting expertise for 
medical device product failures, medical device regulatory affairs, trade secret and 
technology acquisition litigation, 

and vehicle safety. 
Date and Time: Thursday, April 30th, 7-9pm 
Location: Xerox PARC auditorium, 3333 Coyote Rd. Palo Alto, CA 
Cost: Member-free; nonmember-$10 
  

RSVP: http://www.brownpapertickets.com/event/1446776 
 
Topic Description 
Are you thinking about a career in consulting? Are you interested in leveraging your 

scientific expertise to solve real world, applied problems and work with diverse clients from 
the private and public sectors?  Join Exponent scientists and engineers to learn from case 
studies.  
Are you curious how science and engineering have been used to examine the San Bruno 
pipeline rupture, the Space Shuttle Challenger disaster, and Bjork-Shiley heart valve 

failures? Are you interested in learning about a career trajectory in which you can solve real 
world, applied problems and work with clients ranging from private industry to government 
agencies to legal professionals?  
 

Join Exponent scientists and engineers to learn from failure analysis case studies and 
discover ways in which you can leverage your subject matter expertise to figure out "What 

http://www.brownpapertickets.com/event/1446776
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Happened?" in a broad range of professional environments.  
 

Speaker Bios 

Meredith pursued her PhD in Chemical Engineering at the University of Illinois, 

Urbana-Champagne and conducted postdoctoral research at the US Army Engineer 
Research and Development Center. 
 
Adrienne earned her PhD in mechanical engineering from the University of 
California, Berkeley. She has extensive experience with microfabrication processes 
and characterization techniques as well as analytical methods for cell culture. 
  

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

BioDesign, Monday Evening, May 4, 2015 
 
Event: From the Innovator's Workbench  
Speaker: Tim Ring, Chairman and Chief Executive Officer, C.R. Bard 

Date and Time: Monday, May 4, 2015, 5:30 – 7:00 pm 
Location: The Stanford Faculty Club – Main Dining Room, 439 Lagunita Drive, Stanford 
Cost: Community General Admission - $45/60; Stanford Alumni - $35/40 and Biodesign 
Alumni Fellow - $25 
Register at http://biodesign.stanford.edu/bdn/networking/workbench.jsp 

For further information please contact: 
 
Mary Gorman 
Biodesign Program 

(650) 736 1161 
marygorman@stanford.edu 
http://biodesign.stanford.edu/ 
 

*********************************************************************** 
Bio2Device Group, Tuesday Morning, May 5, 2015 
 
Topic: “A Compact Device to Better Diagnose and Manage Epilepsy”  

Speaker: Aswin Gunasekar. Founder & CEO, Zeto, Inc.  
Date and Time: Tuesday, May 5, 2015, 8:30 – 10:30 am 
Location: Sunnyvale City Council Chambers, 456 West Olive Ave., Sunnyvale, CA  
No fee or registration required for morning meetings. 

 
Topic Description 
EEG,or electroencephalogram, is an important technique used to diagnose neurological 
conditions such as epilepsy, ADHD and psychiatric disorders. But EEG is inefficient and 
expensive in its current form. Zeto is building a state of the art EEG device platform which 

presents a tremendous upside to patients, providing both better disease diagnosis and 
improved disease management. This talk will focus on the problem Zeto is solving, and the 
solution we are building to improve the lives of epilepsy patients. 
 

Speaker Bio 
Aswin has over 11 years of experience in the technology industry in design engineering, 
product management and marketing roles from firms such as AMD and Cypress 
Semiconductor. Prior to founding Zeto, as a management consultant at PwC, Aswin helped 

Fortune 500 clients transform their Sales and CRM processes. Aswin holds 4 international 

http://www.brownpapertickets.com/event/1386877
http://www.brownpapertickets.com/event/1386877
tel:%28650%29%20736%201161
mailto:marygorman@stanford.edu
http://biodesign.stanford.edu/
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patents in computing technology and semiconductor design and has authored several IEEE 
publications 
 
************************************************************ 

ShareVault, Wednesday Morning, May 6, 2015 
 
Topic: What's Hot & What's Not in Gene Therapies for Rare Disorders 
Moderator: Michael C. Rice, MS, MBA, Senior Consultant, Defined Health; Matthew Porteus, 
MD 

Associate Professor of Pediatrics (Cancer Biology), Stanford University; Paul Gallagher, MBA 
President, Compass Strategic Consulting; Stewart Abbot, Ph.D 
Executive Director, Integrative Research at Celgene Cellular Therapeutics (CCT) 
Date and Time: Wednesday, May 6, 2015, 2pm EDT / 11am PDT US 

Register at http://resources.sharevault.com/webpanel-gene-therapies-rare-disorders-bio 
 
Webcast Description 
Gene and cell therapy technologies have been among the hottest biotechnology sectors for 

IPOs and licensing deals. This panel will discuss cutting-edge advances in genetic therapies 
likely to provide game-changing treatments, if not cures, for patients with rare inherited 
disorders.  
Discussion topics will cover advanced viral vector platforms likely to reach the market in the 

next couple years, and what is on the horizon with all the excitement around recent 
breakthroughs in gene editing. 
Furthermore, the opportunities, as well as the issues facing commercializing such new 
therapeutic approaches, will be debated from the vantage points of gene therapy pioneers, 

biopharma executives developing business models to deliver therapies to patients, and 
payer perspectives of how such potentially curative one-time treatments are likely to be 
reimbursed in the US and other payer systems.   
If you are interested in rare disorders and how these recent breakthroughs may redefine 
how therapies are provided to patients, you will want to hear these perspectives. 

Throughout the discussion, the panelists will respond to questions from the audience. 
 
Speaker Bios 
At Defined Health, Mike leads projects related to evaluating technology platforms and 

therapeutic opportunities for Rare Disorders and Genetic Diseases and he co-heads the 
Oncology and Cardiometabolics practices.  Prior to Defined Health, Mike was involved in 
entrepreneurial activities advancing non-viral gene therapy and gene editing approaches for 
human diseases and agricultural trait improvement. 

 
Dr. Porteus focuses his research on developing genome editing by homologous 
recombination as curative therapy for children with genetic diseases, but he also has 
interests in the clonal dynamics of heterogeneous populations and the use of genome 

editing to better understand diseases that affect children including infant leukemias and 
genetic diseases that affect the muscle. Clinically, Dr. Porteus attends at the Lucille Packard 
Children’s Hospital where he takes care of pediatric patients undergoing hematopoietic stem 
cell transplantation. 

 
In 1994 Paul Gallagher founded Compass Strategic Consulting, Inc. In its nineteen years, 
Compass has moved from specializing in a full range of business development services in 
the life sciences to one predominantly focused on global market access intelligence and 
strategies. 

Stewart Abbot holds a B.Sc. in Biological Sciences (Edinburgh), M.Sc. in Biomedical 
Engineering (Glasgow) and Ph.D. in Pathology (London). He joined Celgene Cellular 
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Therapeutics in 2007 and now leads the group’s external research programs and 
collaborations to develop novel cell, gene-modified cell and tissue-based therapeutics. 
********************************************************************* 
MedPace Medical Device, Thursday Mid Day, May 7, 2015 

 
Topic: “Lunch and Learn Series: Lessons Learned from Executing Complex Medical Device 
Trials” 
Date and Time: Thursday, May 7, 2015 from 11:30 AM to 1:00 PM (PDT)  
Location: The Westin Palo Alto, 675 El Camino Real Palo Alto, CA 94301 

Cost: Free 
Register at 
https://www.eventbrite.com/register?orderid=414786743315&client_token=8d85cb49a95e
400eac58d2b0e4836597&eid=16323287392 

Topic Description 
Special Focus on Cardiovascular Device 
  
Obtaining approval for complex medical devices can be daunting. In this workshop, Medpace 

will share its insights and best practices for bringing a medical device to market as quickly 
and efficiently as possible. With vast experience in cardiovascular trials, Medpace will use 
this expertise as a backdrop to discuss the critical factors for designing and executing trials 
for complex and  high-risk medical devices including: 

 Navigating the regulatory pathway in the US and EU 
 Development of objective endpoints and blinding patients 
 Considerations for enrollment and consenting 
 Data considerations 

 Working effectively with core labs 
A complimentary lunch and free parking will be provided.  Please reference 
Medpace Medical Device event to valet when parking. 
******************************************************** 
JLABS, Friday Morning, May 8, 2015 

 
Event: “Meet with National Cancer Institute” 
Speaker: Ming Zhao, Ph.D. | Program Director, SBIR Development Center, National Cancer 
Institute 

Date and Time: Friday, May 8, 2015, 10:00 am 
10:00 AM | Registration and Networking  
10:30 AM | Presentation and Q&A  
12:00 PM | Networking Lunch  
1:00 PM | One-on-one Meetings*  
4:30 PM | Close 
Location: JLABS, South San Francisco, CA 
Fees 

Presentation and Lunch $25-General Public 
Includes presentation, Q&A, and lunch. All attendees must pay this fee, regardless of one-on-one 
meeting status. Registration to attend the presentation, Q&A, and lunch will remain open until May 7th (or 
sold out). 
Register at http://www.eventbrite.com/e/meet-with-national-cancer-institute-tickets-
15831140367?aff=blast 

One-on-One Meeting 
FREE | Application 
FREE | Accepted Companies  
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Companies must have applied for a one-on-one meeting ahead of time and be approved. To 
be considered for a one-on-one meeting, please contact Brittany Connors by April 30 with 
your name, company name, and a short executive summary. 

Program Overview 
Twice as many people survived cancer in 2012 than did in 1992. Today, the National Cancer 
Institute (NCI) is poised to further accelerate the rate of scientific discovery and reduce the 
burden of cancer in the United States and around the world. 

NCI SBIR & STTR: Advancing the Commercialization of New Cancer Innovations 
The NCI continues to develop new funding opportunities that adapt to changes in the way 
that science is conducted. Supporting the best scientists is paramount. The Federal Small 
Business Innovation Research (SBIR) and Small Business Technology Transfer (STTR) 
programs are a critical source of non-dilutive financing for early stage companies, providing 

over $110M in fiscal year 2014 to develop next generation technologies.    
 
Presenting at this event will be Ming Zhao, Ph.D., Program Director, SBIR Development 
Center, National Cancer Institute. Dr. Zhao will cover:  

• Overview of SBIR/STTR eligibility requirements  
• NIH SBIR/STTR process and new cancer-focused grant funding opportunities from 
NCI  
• New NCI SBIR/STTR initiatives such as NIH Innovation Corps (I-Corps™) Team 

Training Pilot Program  
• NCI Investor Forum to help NCI SBIR-funded companies to connect with investors, 
venture capitalists, strategic partners, and business leaders from the biotech and 
pharmaceutical industries  

• Practical strategies on how to successfully submit competitive research proposals  
Following the presentations selected companies will have the opportunity to meet one-on-
one with directors. To be considered for a one-on-one meeting, please contact Brittany 
Connors by April 30 with your name, company name, and a short executive summar  

 
National Cancer Institute Participating Representative Bio 
Dr. Ming Zhao develops and manages SBIR/STTR programs and contracts focused on cancer 
therapeutics, molecular diagnostics and medical imaging. Prior to his appointment at SBIR, 
Dr. Zhao was a Program Director in the Center to Reduce Cancer Health Disparities 

(CRCHD) at the NCI. During his tenure at CRCHD, he managed various NCI/NIH programs 
such as Community Networks Program Centers (CNPC, a program with a total of $117M & 
23 Centers) and Geographical Management of Cancer Health Disparities Program (GMaP) as 
well as R01/R21 grants. Before Dr Zhao joined NCI, he worked as a senior scientist at the 

GE Global Research Center and as a scientist at Pfizer. Dr. Zhao has broad industrial 
experience in the development of molecular medicine for early diagnosis of cancer, 
molecular imaging, the application of human embryonic stem cells, bioinformatics, DNA 
cloning without cells, biological assay development for bio-compatibility in healthcare 

applications, and drug discovery in cancer, diabetes, obesity, and central nervous system 
diseases.  
*************************************************** 
RAPS San Francisco Bay Area Chapter, Friday, May 8, 2015 

 
Topic: “Managing Mobile Application Development under FDA Regulation” 
Scheduled presenters include:  

 Kim Tyrrell-Knott, Epstein, Becker Green  

 Mike Righter, principal, Righter Consulting Group LLC  
 Kirsten Franco, RAC, project manager, Johnson & Johnson Diabetes Solution  
 Shilpa Mydur, regulatory consultant 

mailto:brittany.connors@nih.gov?subject=Application_to_meet_one-on-one_with_NCI_at_JLABS_Bay_Area
http://iz3.me/D6DL2z5T3BF1
http://iz3.me/E6DL2z5T3BF1
http://iz3.me/F6DL2z5T3BF1
http://iz3.me/G6DL2z5T3BF1
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Date and Time: Friday, May 8, 2015, 11:30 am-5:00 pm 
11:00 am–12:00 pm - Registration & Networking  
12:00–1:00 pm - Luncheon 
12:00–4:45 pm - Presentations and Q/A Session - See more at: 

http://raps.org/EventDetail.aspx?id=21951&utm_source=Email&utm_medium=Informz&ut
m_campaign=Informz%2DEmails#sthash.3L0Bdg1B.dpuf 
 
Location: Biltmore Hotel & Suites, 2151 Laurelwood Road, Santa Clara, CA 95054  
Cost: Registration prior to 1 May 

RAPS Members: $100.00  
Nonmembers: $125.00 
Registration on or after 1 May 
RAPS Members: $120.00  

Nonmembers: $145.00 
More details and registration at 
http://raps.org/EventDetail.aspx?id=21951&utm_source=Email&utm_medium=Informz&ut
m_campaign=Informz%2DEmails   

Advance registration is required for this workshop. Onsite registrations will not be accepted 
the day of the event. 
 
Event Description 

The widespread adoption and use of mobile technologies is opening new and innovative 
ways to improve health and healthcare delivery. Mobile applications (apps) can help people 
manage their own health and wellness, promote healthy living and gain access to useful 
information when and where they need it. These tools are being adopted almost as quickly 

as they can be developed. 
The Food and Drug Administration encourages the development of mobile medical apps that 
improve healthcare and provide consumers and healthcare professionals with valuable 
health information. The agency also has a public health responsibility to oversee the safety 
and effectiveness of medical devices—including mobile medical apps. Join regulatory 

colleagues from across the Bay Area for a day of networking and to learn more about this 
critical topic. 
The workshop is structured to provide the following: 

 Overview of the current FDA MMA and general wellness apps—regulation and 

guidance  
 International (EU, Canada) perspective on the regulation/guidance  
 Data privacy/security concerns in MMA  
 Small and big Industry perspective on navigating the “muddy waters” of the 

regulatory landscape  

A full luncheon will be provided for all meeting registrants and attendees may claim three 
(3) RAC recertification points.  

 

 

 
************************************************************** 
CABS, Saturday, May 9, 2015 
 

Event: BioPacific Conference 2015: “Opportunities, Challenges, and Growth – A New Era in 
Biomedical Innovation and Discovery” 
Confirmed Speakers 

Irv Weissman 

Virginia & D.K. Ludwig Professor 
Stanford University 

 

http://hotelbiltmore.com/home
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Peter Staehr 
Senior Director 

Worldwide Clinical Science, Abbott Vascular 

 

Jerry Shen 
Executive Director of Biology 

BioMarin 

 

Allen Ebens 
Senior Director 

Juno Therapeutics 

 

Aaron Sato 
VP of R&D 

Sutro Biopharma 

Jinlong Chen 
Founder & CSO 

NGM 

 

Ming Zhao 
Program Director, NIH 

SBIR Development Center 

 

Stephen Thau 
Partner 

Morrison & Foerster 

 

Darren Ji 
VP and Global head of Roche Partnering 

Asia and Emerging Markets 

 

Jimmy Zhang 
VP Transaction 

Janssen Innovation China, Johnson & Johnson 

 

Chengbin Wu 
CSO 

Shanghai CP Guojian Pharmaceuticals 

 

Dajun Yang 
President & CEO 

Ascentage Pharma 

 

Lan Huang 
Co-Founder & CEO 

BeyondSpring Pharmaceuticals 

 

Weidong Jiang 
CSO & VP 

Henlius Biopharmaceuticals 

 
Date and Time: May 9th, Saturday, 2015, 9:00AM-9:00PM 

Agenda 
8:00 - 9:00    Registration & Vendor Exhibition 
9:00 - 9:05    Opening Remarks 
                    Jiangwen Majeti, PhD/MBA, CABS President-elect & 2015 BioPacific 
Conference Organizing Committee Chair 

9:05 - 9:15     State of the Society 
                     Alan Hao, PhD, CABS President 
  
9:15 - 10:05   CABS K. Fong Award in Life Sciences & Keynote Speech 

                     Award Winner: Dr. Irv Weissman 
         Irv Weissman, PhD, Virginia & D. K. Ludwig Professor,Stanford University  
         Normal and Neoplastic Stem Cells 

10:05 - 12:20  Developing Novel Therapies through Discovery and Technology Innovation 

                       Allen Ebens, PhD,Senior Director of Research,Juno Therapeutics 
                      Adoptive Cell Therapies for Cancer: Challenges and Opportunities 
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10:40 -11:10   Coffee Break Vendor Exhibition & Networking 
                 Peter Staehr, PhD, Senior Director,Global Trials, Abbott Vascular 

          Development of a coronary bioresorbable scaffold  
          - The next revolution in Interventional Cardiology 

          Jerry Shen, PhD, Executive Director of Biology, BioMarin Pharma 
                      BioMarin, a SF/Bay Area Growth Story 
                      Platinum and Gold Sponsor Presentations 
12:30- 1:30     Lunch 
1:30- 2:50       Celebrating Bay Area Biotech Industry Organic Growth  

                      Jin-long Chen, PhD, Founder & CSO, NGM Biopharma 
                      Building an "Old School" Biotech Company to Discover Novel Biological 
Medicines 
                       Aaron Sato, PhD, VP of R&D,Sutro Biopharma 

                       Sutro Biopharma: A Bay Area Biotech Veteran that Reinvented Itself 
                       Stephen Thau, JD, Partner, Morrison & Foerster LLP 
                      Status update for deals and financings in biotechnology 
                      Platinum and Gold Sponsor Presentations  

3:15 - 3:45      Coffee Break Vendor Exhibition & Networking 
3:45- 5:00       US/China Biomedical Science Funding Trend 
                      Ming Zhao, PhD,Program Director,SBIR Development Center,NCI 
                      NCI SBIR & STTR: Advancing the Commercialization of New Cancer 

Innovation 
                      Darren Ji, PhD, Global Head/VP, Asia and Emerging Markets 
Partnering, Roche  
                      Maximizing the Capital Efficiency for Drug R&D through Creative Partnerships 

                      Jimmy Z. Zhang, PhD/MBA, VP, Transactions, J&J Innovation, Asia Pacific. 
                      New Ways to Source and Fund Innovations 
                      Platinum and Gold Sponsor Presentations 
5:30 - 6:00      Happy Hour 
6:00 - 7:00      Dinner 

7:00 - 8:30      New Therapeutic Development in China 
                      Cheng bin Wu, PhD, CSO and President,Shanghai CP 
Guojian Pharmaceuticals Co. 
                      Developing Therapeutic Antibodies in China: Biosimilars and Beyond 

                      Dechao Yu, PhD,President and CEO, Innovent Biologics, Inc. 
                      Innovative Biologics in China: Challenges and Opportunities 
                      Weidong Jiang, PhD,CSO & VP,Henlius Biopharmaceuticals Inc. 
                      Antibody therapeutics in China: a challenging pathway 

                      Lan Huang, PhD, Co-Founder & CEO,BeyondSpring Pharmaceuticals,Inc. 
                      New US-China Integration Model for Innovative Drug Development for the 
Global Market 
8:30                Conference Adjourned 

 
Location: San Mateo Marriott, 1770 South Amphlett Blvd., San Mateo, CA 94402  

 The official working language of the conference is English 
Early Bird Registration Ends on April 20th (Monday) here 

  
    Please visit www.biopacificconference.com for more details. 
Cost:  
Active member- $40 and nonmember- $70 (see full breakdown of pricing and registration at  
https://www.cabsweb.org/CABSweb/feventdue.jsp 

Conference Description 
Topics include: 

http://r20.rs6.net/tn.jsp?f=0019ylsEt9QLyNNO3FK9Y2ipuu7-0LlbqV3-XstVuAXTdsfmVhULc9cht8eWW_4PnkDC_7N_-V8ADDHgKQOLgv-4Lw2t0UeS1twK20cAkeZsc0Zi2zYyQFjGEty1Hy6l-3jl1YPjrCkllj8hBBTF_WrIakAfqZBJuHHOE3iG-LkMveoWyM5O7k_knSxaNBCB52CwqEofPj8xx6Hh0-p6y4tzd8xbLzIn1JX&c=tMq2Ad2JxEOG7W1k8aSY2aEkgTO_tVLZygVKuyFG-sfmr65_bwMx_g==&ch=XOwmxed-a-1JZQkkTu8r6MgOu9LvVL7UxiUi43g2drP1_3AEWpnjTg==
http://r20.rs6.net/tn.jsp?f=0019ylsEt9QLyNNO3FK9Y2ipuu7-0LlbqV3-XstVuAXTdsfmVhULc9chk7NlTaT7faobp_SkqByfdJbJdX33KRFSCXlE93t0RtZwQYBF7VWksKrUl-eCRANjCJIOVic6w0p3ZGDTJF3R2ifUqF1zmRnqJ9mnz6SwA0mJH6jq2Bdlnxc_HLjUccTeA==&c=tMq2Ad2JxEOG7W1k8aSY2aEkgTO_tVLZygVKuyFG-sfmr65_bwMx_g==&ch=XOwmxed-a-1JZQkkTu8r6MgOu9LvVL7UxiUi43g2drP1_3AEWpnjTg==
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• New breakthroughs and innovations in biomedical science discovery and development in 
the US and China.  
• Stories of organic growth of Bay Area biotech companies. 
• Legal, Banking, Regulatory, cultural considerations in developing drug products in the US 

and China. 
• Emerging business models, new directions, and lessons learned in US/China interactions. 
 
*********************************************************** 
JLABS, Tuesday Morning, May 12, 2015 

 
Event: “Meet With... Canaan Partners” 
Speaker: Julie Papanek | Principal, Canaan Partners 
Date and Time: Tuesday, 05/12/15 at 10:30 am – 12:30 pm 

10:30 AM | Registration and Networking  
11:00 AM | Presentation and Q&A  
11:45 AM | Networking Lunch  
12:30 PM | One-on-one Meetings*  

5:00 PM | Close 
Fee: $25 for general public 
Includes presentation, Q&A, and lunch. All attendees must pay this fee, regardless of one-
on-one meeting status. Registration to attend the presentation, Q&A, and lunch will remain 

open until May 11th (or sold out).  
One-on-One Meeting 
FREE | Application 
FREE | Accepted Companies  

*Companies must have applied for a one-on-one meeting ahead of time and be approved. 
The one-on-one application period ends on April 7th. Your application will be reviewed and 
you will be notified of acceptance by April 21, 2015. Acceptance of a one-on-one meeting is 
not guaranteed as all  
Location: StartX, 2627 Hanover Street, Palo Alto, CA 94304 

APPLICATION DEADLINE for one-on-one meetings: 04/07/15 
Read More > http://jlabsbay-canaan2015-b2d.eventbrite.com 
Register at http://www.eventbrite.com/e/meet-with-canaan-partners-tickets-
14991629367?aff=blast 

 
Event Description 
Julie Papanek, Principal at Canaan Partners, will be on hand to meet one-on-one with a 
handful of companies. With $4.2 billion under management and over 160 exits to date, 

Canaan has funded some of the world's leading technology companies. Canaan recently 
announced Fund X, a $675 million fund focused on early stage IT and healthcare startups. 
The fund's healthcare focus includes biopharma, medical devices, and digital health.  
Participating Representative: Julie Papanek | Principal, Canaan Partners 

 
Speaker Bio 
Julie Papanek brings operational experience from biotechnology and healthIT. Prior to 
Canaan, Julie worked at Genentech in a variety of positions spanning marketing, 

development, and business development. This included creating commercial brand plans, 
forecasting, and recommending modifications to Phase III trials designs for marketed and 
pipeline oncology products. Recently, she interned at Proteus Digital Health, identifying 
market opportunities for their digital health platform and generating business development 
leads. Julie also worked in Bangalore, implementing the pilot electronic medical record 

system at Narayana Hrudayalaya, one of India's largest multispecialty hospital chains. 
If it looks challenging, it's a "maybe." If it's for a good cause, it's a "probably." If it looks 

http://jlabsbay-canaan2015-b2d.eventbrite.com/
http://r20.rs6.net/tn.jsp?f=001HXrgkXSe53njOb0ApLsaWor9XMT-KZKd2xUILXrpcewHPOcbruRQjjC431uQJ1SwYilgFJwntt8wcMUZhOgFm0hc3mEQL6-34Zo2PdJogFtNIJ11oPzeqbPkAUSie6TpNQ9KMtLEnDUvRFOWGdagnuFI0Oc8vNiF-pVjrwbpUH21DXMoMzjM3Q==&c=t2ZqBdhtALybfLhCRo8xjBOBL279TIKPg9SZoJBgtMwslmGRWmfT_Q==&ch=qhN-Jb3XZx7jft-op4XA3iaCF_hLkn-8Ee-6URDDwHROlbwJhLyoag==


 

12 

really challenging and it's for a good cause, you can clear Julie Papanek's calendar. Julie 
biked 4000 miles across the country to raise money for Habitat for Humanity, and has 
competed in triathlons to benefit the Leukemia and Lymphoma Society. It's no secret that 
Julie takes the same approach when investing. Better startups just aren't enough... she 

wants better patient outcomes. 
**************************************************************** 
Northern California Discussion Group of ASQ Biomedical, Wed. Evening, May 13, 
2015 
 

Event: International Medical Device Regulators Forum (Imdrf) And Medical Device Single 
Audit Program (Mdsap) 
Speaker: Ms. Kimberly A. Trautman, Associate Director, International Affairs 
Office of the Center Director, CDRH 

Moderator: Thi Nguyen, Principal Quality Engineer at TheraNova, LLC, will facilitate the 
session. 
Date and time: Wednesday,  May 13, 2015 - 7:00 to 9:00 pm 
Location: Stellartech Research Corporation, 560 Cottonwood Drive, Milpitas, CA 95035. 

Fee:  
Online discounted registration  
Register by 5/11 11:59 PM to receive this 
discounted online rate. 

May 11, 2015  $30.00  $0.00  Ticket Quantity Select  

Student & Unemployed discounted online 
registration  
Register by 5/11 11:59 PM to receive this 
online discounted rate.  

May 11, 2015  $20.00  $0.00  Ticket Quantity Select  

Late online & Walk-in  
Online registration on 5/12 & 5/13 as well as registration at 
the door. 

Not Started  $40.00  $0.00  N/A  

NCDG Board member  
NCDG Board Members - Please register if attending event. 

May 13, 2015  Free  
  

Food:Snacks equivalent to a light meal and beverages are provided at each event at no 
additional cost. 
 
Email: To be added to or removed from our email list, contact George Marcel 

(gjmarcel@gmail.com). 
 
Registration Link: ncdgmay2015.eventbrite.com 
 

ONLY Check or Credit Card accepted at door 
 
Topic Description 
This presentation will provide a general overview of IMDRF and its accomplishments along 

with a description of the Medical Device Single Audit Program (MDSAP) and how the pilot 
that started January of 2014 applies to medical device manufacturers. IMDRF has 
recognized the opportunity to audit and monitor manufacturers of medical devices on an 
international scale to improve safety resulting in the development of MDSAP. It is hoped 

that audits conducted under MDSAP will be accepted by other international bodies. 
 
Speaker Bio 
Ms. Trautman is FDA’s expert on Medical Device GMPs and Quality Systems. She was 
responsible for writing the final Quality System regulation and preamble, in addition to 

providing implementation and training programs for the Quality System regulation. She was 
also chair of the Global Harmonization Task Force (GHIF). She received her Bachelor of 
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Science degree in Molecular and Cell Biology from The Pennsylvania State University, and a 
Master of Science degree in Biomedical Engineering from The University of Virginia. 
 
************************************************************* 

CABS, Tuesday Evening, May 14, 2015 
 
Topic: Case Studies - How to Protect Against and Avoid Legal Problems on Intellectual 
Property and Trade Secret in Business Partnerships, Tech Transfers, and Cross-Border Deals 
Speakers: Zheng Liu, Of Counsel, Orrick, Herrington & Sutcliffe 

Tom Nolan, Trial lawyer, NAB Law LLC 
Heather Newberry, Government Agent, FBI-San Francisco Division 
Date and Time: Tuesday, April 14, 2015, 6:30 pm to 9:30 pm 
Location: Orrick Silicon Valley, 1100 Marsh Road, Menlo Park, CA   

Fees: Member: $1, Non-Member: $10 
Online registration will close on April 13th.   
Dinner and refreshments will be served (Note: Dinner will only be served to members and 
non-members who will register online before April 13th).  

Register at https://www.cabsweb.org/CABSweb/feventdue.jsp 
  
 
Workshop Description   

When a trade secrets case in the U.S. involves a foreign country, more than 60% of the 
time that foreign country is China. Among the significant criminal trade secrets cases 
prosecuted by the U.S. Department of Justice (DOJ), more than 80% involve Chinese 
defendant(s). Among the significant criminal export control cases prosecuted by DOJ, more 

than one-third is against Chinese defendant(s). Moreover, on average, Chinese defendant(s) 
get longer sentences. Eli Lilly, Pittsburgh Corning Corp., Motorola, Toray Industries, and 
DuPont Co. are just several companies whose Chinese employees faced high-profile trade 
secrets or export control criminal prosecution, some of which took place in the Bay Area. 
There are many lessons we can learn from those cases that can prevent us from 

inadvertently making mistakes that may violate trade secrets law and export control 
regulations.  
 
This legal workshop will introduce the law on trade secrets; discuss IP & trade secrets issues 

in business partnerships, tech transfers, international travel and cross-border deals.   
 
Speaker Bios 
Zheng Liu, J.D., Of Counsel, Orrick, Herrington & Sutcliffe. Ms. Liu’s practice focuses on 

patent, trade secrets, and unfair competition litigation, intellectual property counseling, due 
diligence and technology transactions across a broad range of industries, including 
biotechnology, pharmaceutical, medical devices, Internet and telecommunications. She 
advises Chinese companies on a wide range of legal issues specific to Chinese companies 

doing business in the United States, particularly in intellectual property, technology law, and 
commercial disputes. She has been active in promoting mutually beneficial legal and 
business relationships between the United States and China, helping Chinese law students 
and junior lawyers succeed in the United States, and lecturing Chinese companies and 

technology associations on legal issues faced by Chinese companies or professionals. She 
was also the recent former President and current board member of Chinese Lawyers' 
Association in the Bay Area (CALOBA). She also writes articles for Chinese language 
publications, such as the prestigious Caijing magazine. 
 

Tom Nolan, J.D., Trial lawyer, NAB Law LLC. Mr. Nolan is a nationally-recognized trial 
attorney who has been certified as a criminal law specialist by the State Bar of California for 
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more than thirty years. He has been selected as one of the 100 Most Influential Lawyers in 
California by the Daily Journal and has been selected every year since 2004 as a Northern 
California Super Lawyer by Super Lawyers. For more than 25 years, Mr. Nolan has been 
listed in The Best Lawyers in America. In 2010, he was designated by Best Lawyers as 

“Lawyer of the Year” in the San Francisco Bay Area for criminal defense. Mr. Nolan is also a 
past President of the California Attorneys for Criminal Justice, and is active in the state and 
local bar associations. He has been a Lawyer Representative for the Ninth Circuit Judicial 
Conference, and is active in both federal and state jurisdictions. In addition to presenting 
many lectures throughout the country, Mr. Nolan taught at Stanford University’s School of 

Law as a lecturer and consulting professor in the field of criminal law for 25 years.  
 
Nickolas Shenkin, J.D., Government Agent, FBI-San Francisco Division. Mr. Shenkin is an 
FBI Special Agent and the Strategic Partnership Coordinator for the FBI’s San Francisco Field 

Office. He is a Counterintelligence specialist and leads a staff of Special Agents and 
Intelligence Analysts responsible for hardening the target of 400+ Cleared Defense 
Contractors, Silicon Valley, U.C. Berkeley, Stanford, Lawrence Livermore National Lab, 
Lawrence Berkeley National Lab, and all businesses and academic institutions in the San 

Francisco division. In 1996, prior to his engagement with the Bureau, Mr. Shenkin started a 
web hosting and online security consultancy for companies transitioning to an online 
business model. He sold that company in 2002 and subsequently became in-house counsel 
focused on M&A matters and on security compliance issues surrounding HIPAA and SOX. Mr. 

Shenkin is a graduate of UCLA and Loyola Law School, Los Angeles, and is a member of the 
California Bar. Heather Newberry, Government Agent, FBI-San Francisco Division. Ms. 
Newberry is an FBI Special Agent and works in the FBI San Francisco Field Office. She 
assists the Strategic Partnership Coordinator for the FBI’s San Francisco Field Office to 

harden targets in the San Francisco division. Prior to joining the FBI, Mr. Newberry received 
a bachelor of science degree from California Polytechnic State University and served in the 
U.S. Army as a helicopter pilot for eleven years, leaving active duty in the rank of Major. 
  

************************************************************************* 
NCC ACRP, Thursday Evening, May 14, 2915 
 
Topic: “State Laws that Impact Good Clinical Practice: Focus on Informed Consent” 
Speaker: Paul Below, Director, GCP Training Specialists  

Date and Time: Thursday, May 14, 2015 6:00 – 9:00 PM 
6:00 – 7:00 PM Registration, Networking, & Dinner Buffet 
7:00 – 7:30 PM President’s Welcome, Raffle, Open Mic 
7:30 – 8:45 PM Educational Presentation 

8:45 – 9:00 PM Networking 1:1 with speaker 
Location: XOMA, 2910 Seventh Street, Berkeley, CA 94710 
Cost: NCC ACRP member $ 5 
ACRP member $25 

Non-member/public $30 
Register at http://www.acrpnet.org/GetInfoFor/USChapters/NorthernCalifornia/Upcoming-
Chapter-Events.aspx 
http://www.acrpnet.org/GetInfoFor/USChapters/NorthernCalifornia/Upcoming... 
 
Topic Description 
What is state law and why is this important? State laws are bills passed by state legislature 
and signed by the governor. Compliance with Good Clinical Practice includes adhering to the 
federal regulations and all applicable regulations, including state laws. Therefore, health 
practitioners conducting clinical trials under a state licensure must be compliant with state 
law to be GCP compliant and maintain licensure.  

http://www.acrpnet.org/GetInfoFor/USChapters/NorthernCalifornia/Upcoming-Chapter-Events.aspx
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What is informed consent (IC)? Informed consent is more than just a signature on a form. It 
is a process of information exchange that may include, in addition to reading and signing 
the IC document, subject recruitment materials, verbal instructions, question/answer 
sessions and measures of subject understanding. 

This interactive session will describe major areas where state law may impact IC 
requirements such as minimum age for consent, special rules impacting healthcare consent, 
and obtaining IC in vulnerable populations. It will also describe how the definition of Legally 
Authorized Representative (LAR) varies across states for incapacitated adults as well as 
explain differences in the order of priority for LARs. The specific case of Terri Schiavo will be 

utilized as a case study, and other cited case law examples will also be provided. Special IC 
state requirements for mental health patients, prisoners and juveniles will be presented. 
Additionally, state specific case law decisions outlining duty to obtain and duty to disclose IC 
will be covered as well as state laws on the expiration of IC. Lastly, the speaker will review 

additional resources for obtaining information on state laws and IC.  
Learning Objectives: 
1.Define what state law is and why it is important to understand 
2.Review the major areas that state law impacts informed consent including: 

a.Minimum age of consent 
b.Who can function as a legally authorized representative 
3.Cite examples of unique state laws for informed consent such as: 
a.Special requirements for content 

b.Penalties for failure to obtain consent 
c.Expiration of consent for certain kinds of studies 
4.Critique resources for obtaining additional information 
Speaker Bio: Paul Below 

•Director, GCP Training Specialists 
•Clinical Project Manager for American Medical Systems 
•Adjunct Instructor for St. Cloud State University 
Master’s Degree Program in Applied Clinical Research 
•Former President Minnesota Chapter ACRP (2004, 2010) 

•ACRP Professional Development Committee (2013-2014) 
•CCRA Certified since 2001 
•Masters Graduate of University of Texas at Austin  
Target Audience: 

•Clinical Research Professionals 
•Sponsors 
•Study Sites, Physicians, Nurses 
•Students 

•Vendors/Service Providers/CROs, Consultants 
•Institutional Review Boards 
•Related–Clinical Quality Assurance, Project Management, Account Rep, HR, 
Recruiters/Staffing, Finance, Biometrics, Regulatory  

EVENT REGISTRATION closes Thursday, May 07 2014, 11:59PM Pacific Time 
Online register NOW to assure admission 
Walk-in registration: if seats available, add $5 to below registration fee, cash or check only  
http://www.acrpnet.org/GetInfoFor/USChapters/NorthernCalifornia/Upcoming... 

1.5 ACRP, CBRN, and CME CONTACT HOURS are approved 
Purchase with online registration or up to 14 days after event  
Bring your email confirmation to the event. Please notify Event Manager of cancellation. No 
refunds or transfers.  
To receive contact hours: Purchase the contact hours online only with registration or up to 

14 days after the event, sign-in at event registration, and attend the program. Go to 
http://www.acrpnet.org/, logon as member or guest, go to “My Tests, Evaluations, and 

http://www.acrpnet.org/GetInfoFor/USChapters/NorthernCalifornia/Upcoming-Chapter-Events.aspx
http://www.acrpnet.org/
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Certificates” (TEC) 1-30 days after the event, complete the evaluation and receive the 
certificate. 
ACRP online registration/contact hour purchase questions: chapters@acrpnet.org 
NCC Event questions: Kakali Hossain KakaliHossain@gmail.com  

Look for balloons and signage. Free parking in front of XOMA main entrance 
and behind building if front lot is full. 
Please see our website for 2014 calendar and information about our Chapter 
http://www.acrpnet.org/GetInfoFor/USChapters/NorthernCalifornia  
 

******************************************************************* 
PBSS Workshop, Friday Afternoon, May 15, 2015 
 
Topic: “Genotoxic Impurities Assessment, Control Strategies and the Regulatory Perspective: Update on 
ICH M7 Guideline” 

Speakers: Bo Shen (Amgen), Mark Powley (FDA), Larry Wigman (Genentech) 
Date and Time: Friday, May, 25, 2015, 12:45 – 5:30 pm 
Location: SF Bay Area: Foster City Crowne Plaza 
Details and registration at http://pbss.org/aspx/homeSF.aspx 
 
Topic Description 

The control of genotoxic impurities in drug substances and products is an increasing concern 

among regulatory agencies. In order to further define regulatory expectations, ICH recently 
has published the M7 Guideline “Assessment and Control of DNA Reactive (Mutagenic) 
Impurities in Pharmaceuticals to Limit Potential Carcinogenic Risk” for implementation within 
the pharmaceutical industry. Pharmaceutical Manufacturers are responsible to develop 
strategies to identify, categorize, qualify and control low-level genotoxic impurities during 

clinical development and subsequent applications for marketing. 
  
This workshop will provide a forum for discussion among regulatory agencies and scientists 
engaged in analytical/process chemistry/toxicology from leading pharmaceutical companies 

and their approach in light of this new guidance. 
  
The following topics will be covered: 
 

    Global overview of Genotoxic Impurities and key elements of ICH M7 
    Genotoxic impurities perspective from an FDA Pharmacology/Toxicology Reviewer 
    Staged TTC (threshold of toxicological concern) and use of structural alert software 
    Strategies to control Genotoxic impurities in API’ 

********************************************************************** 
TiECON 2015, Friday-Saturday, May 15-16, 2015 
 
Conference Topic: “Disruptive Entrepeurship” 

Location: Santa Clara Convention Center, Santa Clara, CA 
Learn more about healthcare track and registration costs at http://tiecon.org/healthcare 
Special registration code—Outreach-27 
 
Health Tech Track 

In this track, we will explore what made Health Tech one of the hottest areas to invest in 
through discussions of the 3Ds: Data, Diagnostics and Digital Devices. As cutting-edge tools 
are informing better medical diagnoses and Wearables are becoming natural extensions of 
the human body, we’ve only begun to scratch the surface on how analytics and big data will 

transform the way we approach health.  

mailto:chapters@acrpnet.org
mailto:KakaliHossain@gmail.com
http://www.acrpnet.org/GetInfoFor/USChapters/NorthernCalifornia
http://tiecon.org/healthcare
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Come hear the latest on Health Tech from industry experts, see promising startups that are 
already making waves in Health Tech, understand where the opportunities are, and the 
meet people interested in entering and growing the field.  
 

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

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

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

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

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

San Francisco, CA  
Fees:  
$35 | General Public 
$20 | Student/Academic 
$45 | At the door  

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

You've got your cutting-edge technology, you've raised money, and your company is 
making some great headway on the R&D front. You're ready to bring your company out of 
stealth mode and into the limelight, but you don't know how. In this three-part workshop 
event, we'll explore how to take your story out of the laboratory and into the headlines:  

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

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

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

 Finally you'll have a chance to pitch the reporters in attendance who will each select 
one company that will be the subject of a one-on-one backgrounder interview at a later 

date. 
 
Key topics will include: 

 What makes a story "newsworthy" 
 What's the best way to pitch a reporter 

 How to translate complex science into a story others can understand 
 Tips for your interview 

http://tiecon.org/healthcare
http://www.eventbrite.com/e/out-of-the-lab-and-into-the-newsroom-tickets-16335121789?aff=b2d#s1
http://www.eventbrite.com/e/out-of-the-lab-and-into-the-newsroom-tickets-16335121789?aff=b2d#s2
http://www.eventbrite.com/e/out-of-the-lab-and-into-the-newsroom-tickets-16335121789?aff=b2d#s3


 

18 

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

 
 
Speaker Bios  
 
Michael Fitzhugh | Staff Writer, BioWorld Today  

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

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

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

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

Connect with Stephanie:    
 
Susan Schaeffer | Editor, BioCentury  
 

******************************************************* 
PBSS Workshop, Thursday Afternoon, May 28, 2015 
 
 
Topic: “Preclinical Development & IND/CTA Filing: DMPK, Safety, CMC, Clinical Plans & Regulatory 
Issues” 
Speakers: Tracy Chen, Bert Ho, Kathleen Meyer, Peter Staehr 
Date and Time: Thursday, May 28, 2015, 8:45 am – 5:00 pm 
Location: SF Bay Area: Foster City Crowne Plaza 
Details and registration at http://pbss.org/aspx/homeSF.aspx 
 
Topic Description 
 
Investigational new drug (IND) application is an important milestone that marks the entry of a molecule 
into clinical development. Knowing the objectives, expectations, and processes of assembling and filing 
an IND is the key to not only a successful filing but also a promising clinical development path forward. 
Often, there are cases where too many nice-to-have studies crowd in the package but critical 
studies/issues are not addressed, and this can lead to significant delays in clinical development.  
Additionally, the regulatory environment is changing as rapidly as the industry. Therefore, keeping up to 
date on the regulatory requirements and the industry’s best practices in different aspects including non-
clinical safety, PK, CMC, and clinical plan is paramount.  
 
In this workshop, our speakers highly experienced with IND filings will discuss systemically the preclinical 
studies required for small molecule IND filings and the nuts, bolts, and best practices for putting together 

http://www.linkedin.com/in/stephmlee/en
https://twitter.com/stephaniemlee
http://pbss.org/aspx/homeSF.aspx
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a high-quality IND package, as well as how to interact with various regulatory agencies. Below are the 
topics to be covered: 
 
    Overview of preclinical development and IND/CTA filing 
    Preclinical studies required for IND filing: Safety, DMPK & CMC 
    Clinical Development plans 
    Interfacing with regulatory agencies including FDA 
*************************************************************************** 

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

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

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

$35 General Public 

$20 Student/Academic 
$45 Onsite 

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

 
 

 Ticket Information 
Ticket Type  Sales End Price  Fee Quantity 

General Public  Jun 9, 2015  $35.00  $2.92  Ticket Quantity Select  
Student/Academic  Jun 9, 2015  $20.00  $2.09  Ticket Quantity Select  
Volunteer   more info  
Jun 3, 2015  Free  $0.00  Sold Out  
Media/Press   more info  
Jun 9, 2015  Free  $0.00  Ticket Quantity Select  
 
Who's Going 
Connect to see which of your Facebook friends are going to How To… Set a Regulatory 
Roadmap.  
Connect with Facebook  
Share How To… Set a Regulatory Roadmap 
Email Share Tweet  

Event Details  
 

Program Overview:  
Second to funding, navigating the regulatory process can be the most challenging aspect of 

running your start-up. This session will help you pinpoint the information you need to 
develop a regulatory roadmap, and then hit the ground running. You will learn what 
healthcare startups need to know about regulatory affairs and how to locate the 
information. This "how to" workshop is geared towards pharmaceutical, biotech, and 

medical device start-ups.  
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Key topics will include:  
Common regulatory questions and challenges in early development  
Publicly available info  
Evaluating consultants  

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

organizations to Fortune 500 healthcare corporations.  
 
The "How to... Workshop" series is dedicated to giving you the keys to a successful 
business, from creation to exit. As with all our events, the "How to... Workshop" is 

interactive and informal so bring your questions with you!  
 
Speaker Bio  
Kathleen Gibbon is a Director of Global Regulatory Affairs at Janssen Research & 

Development, (a division of Johnson & Johnson), a position she has held since 2008. She 
has over 20 years of industry experience - 16 of those in Regulatory Affairs. Kathleen has 
held leadership positions at companies ranging from start-up biotechnology organizations to 
Fortune 500 healthcare corporations. She has contributed to the development of 

investigational and marketed drugs, vaccines, and medical devices. Her particular expertise 
is in the early development of small molecule compounds. Kathleen obtained her Bachelor’s 
degree in Physiology from U.C. Berkeley.  
 

Have questions about How To… Set a Regulatory Roadmap? Contact JLABS Bay Area  
************************************************************************************************************ 

The 23rd Annual Medical Device Dinner and Next Day Conference, Thursday and 
Friday, June 25-26, 2015 
 

Medical Device Dinner And Interview  with Steve Blank 
Thursday June 25, 2015, 6:00 – 9:00 pm 
Location: Sharon Heights Golf and Country Club, 2900 Sand Hill Road, Menlo Park, CA 
 

Dinner Program Description 
Join David Cassak in conversation with Steve Blank on the Lean LaunchPad approach to 
building Medtech startups. Steve is an entrepreneur with eight tech startups under his belt. 
He retired to become a writer and educator, and in the process launched the “Lean Startup” 

movement. Today Steve lectures on entrepreneurship at Berkeley, Stanford, Columbia, NYU 
and UCSF, and in 2009 was awarded the Stanford University Undergraduate Teaching Award 
in Management Science. 
Registration at: http://goo.gl/7PHzGk 

 
Medical Device Conference 
Date and Time: June 26, 2015, 8:00am  
Location: Palace Hotel 2 New Montgomery Street San Francisco, CA  

Conference Description 
The 23rd Annual Medical Device Conference will address issues of 
critical importance to today's medical device companies 
Registration at: http://goo.gl/7PHzGk 
Agenda 

Friday, June 26, 2015 8:00 a.m. – 5:00 p.m. 
Location: Palace Hotel 

http://www.eventbrite.com/e/how-to-set-a-regulatory-roadmap-tickets-15871823050?aff=b2d#lightbox_contact
http://goo.gl/7PHzGk
http://goo.gl/7PHzGk
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2 New Montgomery Street 
San Francisco, California 
 
Conference Description 

This year's conference will focus on understanding the challenges facing the Medtech start-
up today, and the strategies that are emerging to respond to these challenges. In a series 
of topical panels presented over the course of one day, you will hear from industry CEOs, 
venture capitalists, industry strategists, investment bankers, and market analysts. 
Topics to be covered in depth: 

• Venture Capital Today 
• Innovative Deal Structures 
• Collaborations Between Japan and Silicon Valley 
• Important M&A Deals 

• Corporate Investors and Buyer 
• A Case Study in Payer/Provider/Medtech Collaboration • Successful De Novo 510K 
Strategies 
• Commercialization Strategies 

• International Funding Strategies – China 
• Lean LaunchPad 
• Medtech IPO’s Are Back 
• USPTO Comes to Silicon Valley 

• Medtech Innovator 2015 
Registration at: http://goo.gl/7PHzGk 
 
7:00 – 8:00 a.m. Conference Registration and Continental Breakfast 

8:00 – 8:10 a.m. Welcome, Casey McGlynn, Wilson Sonsini Goodrich & Rosati 
8:10 – 9:10 a.m. Venture Capital Today 
Getting a new medical device company funded is harder today. An ever-shrinking pool of 
investors interested in early-stage life science investing, larger capital requirements due to 
prolonged regulatory and reimbursement timelines, and the need for true sales traction to 

garner the attention of potential corporate acquirers have all become the hallmarks of the 
current financing environment. How are investors adapting their financing strategies and 
business models to accommodate these realities and position themselves for long-term 
success? Join a panel of Medtech investors to explore their approaches to investing in these 

changing times. 
9:10 – 9:30 a.m. BREAK 
9:30 – 10:30 a.m. Breakout Session 1 
Innovative Deal Structures 

Several Investors, Corporate Development Executives, and CEOs will review recent 
corporate partnering transactions. Learn about how young venture backed companies 
worked with large Medtech consolidators to create win-win structures. Listen to a discussion 
on key business terms in early and late stage deals. Join a discussion about the differing 

structures and key terms involved in these transactions. 
Collaborations Between Japan and Silicon Valley 
There is growing interest from Japan to invest in and collaborate with US Medtech 
companies, venture funds and incubators, many of which are located in Silicon Valley. For 

the first time in many years the major Japanese trading companies are focusing on 
reenergizing their Medtech businesses. This represents a major opportunity for Silicon 
Valley startups to seek investments from and partnerships with Japanese businesses. Join 
this panel to learn about the ways in which Japan and Silicon Valley startups are 
collaborating to finance and develop advanced medical technologies. 

Important M&A Deals 
An investment banker, two successful CEOs, and a corporate development executive from a 

http://goo.gl/7PHzGk
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Medtech consolidator will join this panel to explore structured M&A transactions--deals 
involving earnouts and milestones. Recent deal terms will be explored as well as a 
retrospective look at how successful these transactions are in delivering value to 
shareholders and acquirers. Join us for a lively discussion about these transactions from the 

view of both the buyer and seller. 
10:30 – 10:50 a.m. BREAK 
10:50 – 11:50 a.m. Breakout Session 2 
Corporate Investors and Buyers 
Meet corporate investors from two large Medtech consolidators. Learn about the interests of 

each company in corporate partnering with emerging Medtech companies. Hear about the 
typical arrangements corporate acquirers like to structure and the therapeutic areas of 
interest to them today. This panel will also include information on how these arrangements 
can come undone and ways to make sure the deal ends up as a win-win transaction that will 

benefit management, investors and the acquirers. 
A Case Study in Payer/Provider/Medtech Collaboration 
Highmark Blue Cross Blue Shield and its major provider system, the Allegheny Health 
Network, have created a unique innovation program that is designed to accelerate the 

adoption of exciting medical devices. The VITAL Innovation program is targeted to FDA 
approved but unreimbursed devices that are expected to drive quality up at the right cost. 
The program is attractive to young companies in that they can test their devices, define and 
measure outcome, clarify the concept of value, explore paths to reimbursement and develop 

a path to mutual success. This session will share how the program operates from the 
perspectives of the payor, provider and the companies and explore how this alignment of 
interests can have relevance for the Medtech industry as a whole. VITAL is a new model 
that aligns and unites the interests of previously misaligned groups that all seek to improve 

the health of patients. 
Successful De Novo 510K Strategies 
Learn the secrets of the De Novo 510k Pathway. Interestingly this alternative to the lengthy 
premarket approval process has never quite caught on among device makers. In fact, it 
remains one of the least traveled routes to market for new devices. Meet the executives 

from emerging Medtech companies as they explain their experience with this pathway and 
today’s slimmed down process to approval. Is the De Novo Pathway right for your device? 
Ask the experts on this panel. 
11:50 a.m. – 12:10 p.m. BREAK 

12:10 – 1:10 p.m. Breakout Session 3 
Commercialization Strategies 
Historically building a large sales force to sell important breakthrough Medtech products has 
been the recipe for a successful acquisition. But has the world changed? What new kind of 

sales structures will be required in the future? Will sales forces get smaller as the buy 
decision is increasingly made by the finance department instead of the doctor? Join a panel 
of CEOs who have launched new products, build sales organizations and created very 
successful businesses in the past as they look at the evolving commercialization strategies 

required for product adoption. 
International Funding Strategies – China 
Join a panel of experienced Chinese investors and advisors who can help you fund your 
company or help you to establish and fund a business unit of your company in China. Learn 

how these transactions are structured and the reasons that draw Chinese investor to the US 
and US entrepreneurs to China. 
Lean LaunchPad 
In today’s tough funding climate, innovation in science and technology is not enough. The 
Lean LaunchPad approach to building Medtech startups focuses on getting founders “out of 

the building” to solicit direct feedback from customers and critical stakeholders, providing 
an early testing of core hypotheses and allowing immediate refinements in critical business 



 

23 

model assumptions. This “Lean” approach shifts startup thinking from writing business plans 
and immediate execution to the early testing of critical hypotheses about business, allowing 
adjustments or pivots on little or no capital. Join Steve Bank and Allan May and several 
CEOs as they discuss the Lean LaunchPad Concept and the things that entrepreneurs need 

to have in place before they start to look for money. 
1:10 – 2:40 p.m. Lunch Interview: JNJ and Google Collaborate on Advanced Surgical 
Robotics 
Perhaps you saw the recent announcement that Johnson & Johnson and Google were 
collaborating on an Advanced Surgical Robot to give surgeons greater control, access and 

accuracy during the surgical procedure while benefitting patients by minimizing trauma and 
scarring, enabling accelerated post-surgical healing. Join this lunch panel as David Cassak 
discusses the project with Ken Drazon M.D., Head of Johnson & Johnson Innovation in Menlo 
Park. 

2:40 – 3:40 p.m. Breakout Session 4 
Medtech IPO’s Are Back 
Several Medtech companies have completed IPOs this year and underwriters are actively 
pitching IPOs to mature Medtech companies. From this vantage point we reach mid-year 

2015 with an expanding IPO market for high quality Medtech companies. With this as a 
background, our panel will explore current investor appetite for Medtech IPOs, the status of 
the emerging window for public offerings and the likely minimum requirements to be 
considered an attractive Medtech IPO candidate. 

Patient Monitoring – Cutting Through the Hype 
There is so much hype surrounding remote patient monitoring (RPM) and related buzz 
terms--like wearables, mobile apps, big data, the Internet of Things (IoT), and mHealth--
that sometimes it is difficult to separate hyperbole from reality. What opportunities does 

RPM really afford medical device makers? What should they do to take advantage? How do 
wearables fit into the equation? Should the Medtech industry fear or embrace the 
involvement of tech titans like Google and Apple? Join a panel of experts from tech and 
Medtech as they explore the role of remote patient monitoring in our future. 
The USPTO Comes to the Silicon Valley 

Obtaining patents is crucial for medical technology companies. Join a panel including the 
new head of the USPTO Silicon Valley satellite office and a USPTO Supervisory Patent 
Examiner experienced in medical technologies, as well as experienced patent counsel and a 
seasoned entrepreneur as they discuss working for and with the PTO. The panel will explore 

successful strategies for prosecuting and expediting patent applications in the US, as well as 
utilizing the resources of the new Silicon Valley satellite PTO office. 
3:40 – 4:00 p.m. BREAK 
4:00– 5:00 p.m. Medtech Innovator 

A group of early stage companies will present their pitch to a group of active medical device 
investors. These companies will vie for the title of Medtech Innovator. The investors will 
evaluate each of the presentations and give feedback to each of the companies that 
present, and the audience will select the winner using electronic polling. The winner will 

receive recognition at an awards ceremony during the conference. They will also get a 
presenting slot at the upcoming AVAMED Annual Meeting. For those interested in applying, 
please submit an application at https://www.medtechinnovator.com. 
5:00 – 6:30 p.m. Venture Capital Uncorked 

Join Wilson Sonsini Goodrich & Rosati for wine tasting after the conference. We will be 
sampling wines from various wineries, with venture capitalists serving as your sommeliers 
for the event. This is your chance to try some great wine and learn a little bit more about 
what each of our local venture firms is looking for in its next deal. It's a great pairing—wine 
with a venture capital twist. 
 
**************************************************************************************************** 

https://www.medtechinnovator.com/
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Bio2Device Group, Tuesday Evening, Dec. 8, 2015 

 
Topic: “Vaccines, Canaries and Coalmines: What lessons for Biopharma from the Oldest 
Class of Biologics?” 

Speaker: Piers Whitehead, Special Advisor to the CEO, Acquisitions, PaxVax 
Date and Time: Tuesday, Dec. 8, 2015, 6:00 pm 
Location: Wilson Sonsini Goodrich & Rosati, 650 Page Mill Road, Palo Alto CA  
Cost:  
$6 - Students/In-transition - Members only  

$11 - Early-bird Registration - Members only  
$20 - Late Registration and Non-Members  
$25 - Walk-ins  
Register at www.Bio2DeviceGroup.org 

  
Topic Description 
Since at least the 15th Century, people have been vaccinating against infectious disease.  As 
the most “mature” biopharma sector, what can we learn from it about broader biopharma 

trends, such as industry concentration, the role of developing country producers, achieving 
global access, industry cycles and more? 
 
Speaker Bio 

Mr. Whitehead joined PaxVax in early 2013 and brings 20 years of experience in the 
vaccines and biopharmaceutical industries. He previously served as Vice President of 
Corporate Development for Paris-based Neovacs. Prior to that, he was Vice President of 
Corporate and Business Development for vaccine company, VaxGen. At VaxGen, he 

negotiated several important partnerships and led the company’s commercial strategy, 
resulting in the award of a nearly one billion dollar Project Bioshield Act contract. He also 
spent 10 years at Mercer Management Consulting, where he headed the San Francisco office 
and led marketing, strategy, and manufacturing projects for clients including the Global 
Alliance for Vaccines and Immunization (GAVI), UNICEF, and several private-sector 

pharmaceutical and biopharmaceutical companies. Mr. Whitehead has published extensively 
on the vaccine industry and related public policy matters and holds an A.B. from Oriel 
College, Oxford University, England. 
 

 


