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  Audrey’s Life Science Meeting Picks for Oct. 26 – Dec. 2014 

Complimentary Service of AudreysNetwork.com 
Oct. 26, 2014 

 
*********************************************************** 
 BioCentury This Week, See new program Webcast Starting Sunday, Oct. 26, 2014, 

www.biocenturytv.com, Available anytime starting at 9:00 a.m. EDT 
 
Topic: “Profiles in Innovation: Deep Brain Stimulation Also Crowd Funding” 
Speakers: Dr. Fernando Pagan, Associate Professor of Neurology, Georgetown University 

Hospital; SDr. Mahlon Delong, Professor of Neurology, Emory University; Nikolaos 
Tezapsidis, CEO, Neurotez; Dennis Purcell, Founder, Aisling Capital; Ed Mathers, Partner 
New Enterprise Associates 
 

Topic Description 
This week, our Profiles in Innovation segment tells how a French neurosurgeon applied an 
American neurologist’s discoveries to create one of the most remarkable therapies in 
modern medicine: deep brain stimulation. 

DBS can’t help every Parkinson’s patient, but it has helped tens of thousands of patients 
regain control over their bodies. 
***************************************************************** 
Bio2Device Group, Tuesday Morning, Oct. 28, 2014 

Topic: “Electronic Brachytherapy: the Evolution of a Novel Approach to Localized Radiation 
Therapy Using a Minature X-Ray Source” 
Speaker: Thomas W. Rusch, PhD, Chief Science Officer, Xoft- subsidiary of iCAD 
Date and Time: Tuesday, 10/28/2014 – 8:30am 
Location: Sunnyvale City Council Chambers, 456 West Olive Ave., Sunnyvale, CA 

Cost: Free 
There is no registration required for morning meetings. 
Topic Description 
Brachytherapy traditionally has been a therapeutic radiation procedure in which a capsule or 

seed of radioactive material is placed in close proximity to the tissue being treated. One 
common brachytherapy procedure is the placement of radioactive iodine seeds in the 
prostate to control prostate cancer. Electronic Brachytherapy is a maturing technology 
platform designed to deliver localized radiation treatment using a miniature x-ray source to 

replace the radioactive material. 
The use of an x-ray source allows the radiation for brachytherapy to be turned on and off as 
needed, much as the linear accelerator has allowed electronic control of radiation generation 
for external beam therapy. An electronic source also eliminates the risks of transporting, 

storing and handling radioactive materials which have received increasing scrutiny in the 
last few years. Because the maximum source operating voltage is 50 kV, therapy can be 
given in a minimally-shielded clinical setting which allows radiation therapy to be accessible 
to a much larger number of patients. The Axxent Electronic Brachytherapy System, the 

miniature x-ray source, and associated applicators has received multiple clearances by the 
FDA to deliver radiation therapy where needed in or on the body. 
We’ll explore the rewards, challenges and surprises encountered during the journey from 
treating our first breast cancer patient in 2007 to treating over 9000 patients with breast, 
endometrial, cervical and skin cancers in the ensuing years. 

Speaker Bio 
Thomas Rusch, Ph.D., received undergraduate and graduate degrees in electrical 

http://www.biocenturytv.com/
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engineering and management of technology from the University of Minnesota. Dr. Rusch 
spent 26 years developing electron and ion spectroscopies for surface chemical 
characterization, primarily at 3M and Perkin Elmer Physical Electronics Division. Since co-
founding Xoft, Inc, in 1998, he has been actively involved in miniature x-ray source 

development and dosimetry. More recently he has focused on expanding the clinical 
applications of the Axxent Electronic Brachytherapy System. 
************************************************************************* 
Simon-Kucher, Tuesday, Oct. 28, 2014 
 

Event: “2014 Bay Area Life Sciences Strategy and Marketing Forum” 
Date and Time: Tuesday, Oct. 28, 2014, 10:00 am – 5:00 pm 
Location: Four Seasons, 2050 University Ave., Palo Alto, CA 94303   
RSVP: Participation is free; however, space is limited. To reserve your place at the forum or 

for additional information, please contact us at: LSForumBayArea@ simon-kucher.com 
 
General Session 
10:00 am - 10:30 am: Registration 

10:30 am - 11:00 am: Welcoming address and opening remarks 
11:00 am - 12:00 pm: Crossfire Panel — Cost Pressure and Consolidation in Healthcare 
Management: Navigating changes to deliver continued value in drug and device markets 
12:00 pm - 1:00 pm: Lunch 

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

1:00 pm - 2:00 pm: Bring to Market Yourself, Partner, or Out-license: Identifying the 
optimal global commercialization strategy 
2:00 pm - 3:00 pm: The Evolving US Market: Customizing product marketing to appeal to a 
variety of US payer stakeholders 
3:00 pm - 3:15 pm: Coffee break 

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

1:00 pm - 2:00 pm: Building a Winning Commercial Tender Organization: Tender strategy, 
organization, and execution 
2:00 pm - 3:00 pm: Health IT: Impact of hospital market trends and increasing cost 
pressures on health IT providers 

3:00 pm - 3:15 pm: Coffee break 
3:15 pm - 4:15 pm: Pricing Excellence: Generate quick wins and sustainable profit growth 
 
General Session 

4:15 pm - 5:00 pm: Cocktail reception 
 
Location: Four Seasons, 2050 University Ave., Palo Alto, CA 94303 
Registration 

To register, please use the "register" at www.simon-kucher.com/LSForumBayArea/. 
Participation is free of charge, however space is limited. 
Contact: Please feel free to contact us with any questions. 
Email: LSForumBayArea@simon-kucher.com 
Phone: (650) 641 - 4300 

 
Event Description 

mailto:LSForumBayArea@simon-kucher.com
http://www.simon-kucher.com/LSForumBayArea/
mailto:LSForumBayArea@simon-kucher.com


 

3 

Life Sciences innovations and biotech breakthroughs are constantly challenged by a rapidly 
evolving global pricing and reimbursement landscape. Knowing and anticipating key 
market trends and preparing your innovations for future success is critical. 
In recent years, our Life Sciences Strategy and Marketing Forums have proven an 

insightful and highly valuable tool for industry leaders and executives. Our forums are 
interactive and discussion-based, featuring relevant case studies and commentary from 
our extensive global project experience. 
Build connections with fellow senior leaders in the Bay Area and learn how executives and 
thought leaders are solving some of the most pressing pricing, marketing, and sales 

challenges. There will be networking breaks throughout the event and a reception 
afterwards. 
********************************************************************* 
BioCentury, Tuesday Morning, Oct. 28, 2014 

 
Webcast: “How to Triage your DealFlow: Key Answers You Need” 
Date and Time: 10:00 am PST 
Register free at www.Biocentury.com/Dealflow 

 
Webcast Description 
The biopharma/device merger and acquisitions space is proving extremely lively in 2014, 
and an early read on the magnitude of risk is essential for effectively triaging deal flow. Join 

Avalere and industry experts as we discuss two of the most significant questions that 
companies face when acquiring or in-licensing a drug, biologic or device: will the product 
navigate the regulatory system, and, if so, will it be reimbursed. Our webinar will discuss 
ways to organize and weigh these risks. It will allow you to effectively consider and quantify 

risk, and will give you strategies to manage and mitigate the uncertainties. This information 
will help you gauge risk and reward, assess commercial implications, and efficiently manage 
your deal flow.  
 
Key Learning Objectives:  

device acquisitions and in-licensing opportunities  
 

ys to mitigate these key risks  

Who Should Attend:  
 

 
 

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

Dorsey and Whitney LLP, Wednesday, Oct. 29, 2014 

Event: “The Dorsey 4D Symposium” 
Confirmed panelists to date include executives from Medtronic, Mayo Clinic, UnitedHealth, 

Piper Jaffray, CardioDx, NeoTract, RMI Partners, Sightline Partners, SilverBow Development, 
Accelemed Management, Specialty Medtech, Corventis, Optum360, Prospect+Health and 
ExploraMed Development. 
Date and Time: Wednesday, Oct. 29, 2014, 8:30 -5:00 pm  

Registration: 8:30 a.m. - 9:00 a.m. 
Conference: 9:00 a.m. - 5:00 p.m. 
Hosted networking: 5:00 p.m. - 7:00 p.m. 
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Location: Palo Alto, CA  
Cost:  
Individual Admission  Oct 27, 2014  $199.00  

 
Learn more at www.dorsey4ds.com. 
 
Event Description 
The cornerstones of the life sciences industry can be grouped into 4Ds: devices, diagnostics, 

drugs, and digital health. Dorsey's 4D Symposium highlights these core areas by bringing 
together the best in the industry to further educate you on important issues facing your 
company today!  
The Dorsey 4D Symposium addresses four key areas of the Life Sciences Industry: Devices, 

Diagnostics, Drugs, and Digital Health. Dedicated panels will dig deep into critical issues, 
current dynamics, and future trends to provide practical take-aways directly applicable to 
your business. 
The target audience includes both emerging and established life sciences companies, 

venture capitalists, and other industry-related executives.  
 
******************************************************************* 
Palo Alto AWIS, Thursday Evening, Oct. 30, 2014 

 
Topic: “THE POWER OF NONVERBAL COMMUNICATION” 
Speaker: Jacqueline Hartman, Co-founder and Lead Instructor of the Stanford Red Barn 
Leadership Program 

Date and Time: Thursday, Oct. 30, 2014, 6:00 – 8:00 pm 
On time arrival and closed-toe shoes are required for equine session. 
Equine session 6:00-6:45 
Networking dinner 6:45-7:00  
Seminar 7:00-8:00 

Location: Stanford Red Barn Clubhouse, 100 Electioneer Road, Stanford, CA 94305 
Cost: Free for PA AWIS members, $10 online RSVP, $15 at door. 
RSVP online: http://www.brownpapertickets.com/event/902939 
 

 
Event Description 
Effective communication is a key leadership skill crucial to your success. Verbal prowess 
alone will only advance you so far. AWIS has invited Jacqueline Hartman to facilitate an 

interactive session on  
 
JACQUELINE HARTMAN, Co-founder and Lead Instructor of the Stanford Red Barn 
Leadership Program, has over 25 years experience in organizational leadership 

development.  
 
THE STANFORD RED BARN LEADERSHIP PROGRAM, founded in 2012, offers innovative 
experiential learning workshops for executives and their teams. 
 
 

************************************************************* 
ASME, Thursday Evening, Oct. 30, 2014 
  

Topic: “Science And Science Policy – Insider’s Perspective” 
Date and Time: Thursday, October 30, 2014 from 6:00 PM to 7:30 PM (PDT) 

http://www.dorsey4ds.com/
http://www.brownpapertickets.com/event/902939
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Location: Cirtec Medical Systems, 104 Cooper Court, Los Gatos, CA 95032 
Cost: ASME Member, Student, Sponsor, or Unemployed-free; general-$10 
Register at EVENTBRIGHT http://goo.gl/iFFPcz 
 

Come Join ASME Silicon Valley Section Technical Dinner Talk where ASME’s Congressional 
Fellows Describes His Capitol Hill Experience 
 
*********************************************************** 

CABS, Saturday Afternoon, Nov. 1, 2014 

 
Event: “CABS Workshop: Careers Beyond R&D in Biotech, Part 2” 
Date and Time: 11/1/2014, Saturday, 1:00 pm to 6:00 pm 
Agenda 

1:00 - 1:30 Registration and networking 
1:30 - 1:45 CAN Program Overview 
1:45 - 4:30 Panel Discussion 
4:30 - 5:00 Graduation Celebration 

5:00 - 6:00 Networking 
Location: Wind Room, Foster City Community Center, 1000 E. Hillsdale Boulevard, Foster 
City  
Cost: Registration:  

This event is free to current Career Advisory Network (CAN) members (mentors and 
mentees). 
  
If you are an active CAN member (different from the CABS membership), you will receive 

an email about the free registration.  
If you are not an active CAN member (different from the CABS membership), please click 
http://www.cabsweb.org/CABSweb/feventslist.jsp?id=1091 to register online.   
Online registration is strongly encouraged. 
Online registration: CAN members: free; Others: $5  

Onsite registration: CAN members: free; Others: $10 
Please go to http://www.cabsweb.org/CABSweb/feventslist.jsp?id=1091 to see and register 
for Careers Beyond R&D in Biotech, Part 2.      
  

Event Description 
This year, we are organizing a 2-part workshop series on "Careers Beyond R&D in Biotech". 
The first one was held successfully on 8/23, and the second one will be held on 11/1. The 
workshops are intended to provide junior professionals an overall view on the industry and 

facilitate their long-term career development. There will be panel discussion on individual 
department/function in a typical biotech or pharma organization. Panelists (5-6 panel 
speakers in each workshop) will give a brief introduction on how each function fits into the 
organization and what the career path is to get on to it  

  
  
Organizers: 
CABS Business & Career Development Committee 

 
 Speaker Bios 
Zhengning Lin, Ph.D. 
Vice President, Statistics, Statistical Programming, and Data Management at InterMune 
Dr. Lin received Ph.D. in statistics from Duke University in 1993.  Since then he has worked 

in the bio-pharmaceutical industry with increasing statistical leadership role.  He has been a 
key contributor and leader for strategic planning and critical input to address regulatory 

http://goo.gl/iFFPcz
http://www.cabsweb.org/CABSweb/feventslist.jsp?id=1091
http://www.cabsweb.org/CABSweb/feventslist.jsp?id=1091
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challenges with multiple regulatory submissions and interactions in US, EU, Japan, and 
other countries.  He developed in depth technical skills and extensive experience in 
identifying and solving challenging statistical problems in clinical development projects 
across a variety of therapeutic areas, with expertise in neuroscience, metabolism and 

respiratory disease.  He has multiple first authored publications and invited presentations 
with application of statistical methods.   He successfully built and managed strong statistics 
teams and departments handling multiple projects and therapeutic areas in regulatory 
submissions, as well as early phase clinical development.  Currently he served as a vice 
president at InterMune Inc. responsible for statistics, statistical programming, and data 

management. 
  
Marcus Littman, MBA 
Director, Medical Surveillance & Coding - Risk Management, Drug Safety & Public Health at 

Gilead Sciences, Inc. 
Marcus Littman is currently a director within the Risk Management group of the Drug Safety 
& Public Health department at Gilead Sciences, Inc. He has 16 years of pharmaceutical 
industry experience in all aspects of signal detection and pharmacovigilance, including case 

processing, aggregate reporting, risk management, signal analysis, labeling, and other 
areas spanning from clinical development through postmarketing. Prior to working at Gilead 
Sciences, he held management positions at Bristol-Myers Squibb and Elan Pharmaceuticals 
and was an individual contributor at Warner-Lambert-Parke-Davis. He has worked in various 

therapeutic areas, including liver disease, cardiovascular disease, respiratory disease, 
oncology, and neurological disorders. He received his B.S. in Biology from the University of 
Michigan and his MBA from New York University. 
 

Irene Xie, MS 
Sr. Manager of Clinical Supply Management at Gilead Sciences, Inc.  
Irene Xie is a Sr. Manager of Clinical Supply Management at Gilead Science.  Irene has 13 
years in pharmaceutical supply chain management.  She has a MS degree in Transportation 
and Logistics from Golden Gate University.  At Gilead, Irene is responsible for IMP planning, 

inventory management, as well as distribution.  She also works in operational excellence 
team to provide process improvement. 
  
  

Gary Yeung, MBA 
Head of gRED project management, Genentech/Roche  
Gary is Head of gRED project management, Genentech/Roche, and Senior Director of 
Portfolio Management and Operations at Genentech.  He has 15 years of biotech and health 

care consulting experience.  In his current role, he oversees the project management of 
Genentech drug development portfolio.  His other leadership roles at Genentech include 
Portfolio Planning, Finance and Commercial Operations.  Before Genentech, Gary advised 
health care clients at McKinsey, implemented corporate strategies at GE and raised capital 

and closed multiple partnerships at Cerus.  Gary received his BS in Chemical Engineering 
from UC Berkeley, holds an MBA from UCLA and is a Chartered Finance Analyst (CFA) and 
certified Project Management Professional (PMP). 
  

Haoran Zhao, Ph.D. 
Senior Project Manager at Genentech  
Haoran (Helen) Zhao is a senior Project Manager at Genentech's Research and Early 
Development Portfolio Management and Operations (gRED PMO) group since 2011. Project 
Managers at gRED partner with Team Leaders in all aspects of assigned projects to manage 

project schedule, budget, and processes. Major responsibilities are to facilitate 
communication and decision making therefore ensure timely project development 
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throughout phases from pre-IND to Phase II clinical development. Prior to Genentech, 
Haoran spent 2 years at Hutchison MediPharma, which is a publicly traded small molecule 
and TCM (Traditional Chinese Medicine) drug discovery and development company located 
in Shanghai, China. She headed the Inflammation and Immunology Research Group at 

HMPL and was responsible for providing in vitro and in vivo pharmacology research, 
discovery, and translational science support for both clinical and discovery stage projects. 
From 2000 to 2010, Haoran was at Rigel Inc. and last served as Director of Immunology to 
support activities ranging from drug target identification and validation, in vitro and in vivo 
assay development and implementation, small molecule compound profile assessment, to 

the selection of clinical candidates in inflammation and autoimmune therapeutic areas. 
Haoran received her undergraduate degree in Biochemistry from Peking University and a 
PhD in Molecular Biology/Immunology from University of Iowa. She is PMP certified. 
  

Youling Zou, MS, MBA 
Program Manager at Baidu US 
Youling currently works as a Program Manager at Baidu US office. She oversees the 
business operation of the office. Before joining Baidu, Youling worked in a venture capital 

firm (GSR Ventures) and a biotech company (Epitomics). Youling had a MS in biochemistry 
and obtained her MBA from UC Berkeley, Haas School of Business. She did her MBA intern 
focusing on Global Product Strategy (Oncology) in Genentech. 

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

B108 - Complaint Handling; Instructor: Bill Kurani 

Date: Nov 1, 2014 
Course Description: To discuss the mechanics of conducting a recall with a focus on the 
practical side of this activity and the level of detail the FDA requirements will be. This will 
cover both U.S and International requirements.   Overview: (21 CFR Sections 806 and 

810): How to decide if a recall is necessary, What the FDA expectations will be: Effectively 
following up on the recall; Closing the recall activity; Script development for discussions 
with customers affected by the recall. 

B107 - CAPA & Deviations; Instructor: Bill Kurani 
Date: Nov 7, 2014 
Covers materials that are essential to those individuals who are interested in learning 
Corrective and Preventive Actions (CAPA), Nonconforming Material Reports (NCMR) and 

Deviations associated with product, procedure and processes in any industries. Students will 
learn how to write and manage procedures, forms and how to avoid ISO audit and FDA 
inspection observations.    

B102 - Introduction to Biomedical Industry; Instructor: Marieann Shovlin 
Date: Nov 8, 2014 
Course Description: This is a Primer for career transition from technical industries to the 

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

Regulations: Biomedical devices, Biotechnology, Pharmaceuticals, Health Care & Food; 

Biomedical industry vocabulary; Students will review regulations in the Medical Device, 
Biotech and Pharmaceutical fields; There will be practice in interpreting regulations and 
advice in developing a transitional resume to attract an invitation for an interview. 

B124 - Design V&V; Instructor: Bill Kurani 
Date: Nov 14, 2014 
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Course Description: Covers the elements of process validation and current industry “best 

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

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

• Design verification and validation 
• Process validation planning and installation 
• Operation and performance qualification and Process validation 

B118 - Project Management Tools; Instructor: Michael Gozzo 
Date: Nov 21, 2014 
This is an interactive workshop designed to give participants: 
The basics of project management (what, why and how) 

•Hands on experience with tools to improve how teams can work together to achieve 
project management goals 
•Tools to control problems and avoid common project management pitfalls 
•The opportunity to bring their own project to the workshop as a case study 

Corporate courses tailored to your needs and delivered at your location are available! 
Contact education@asq-silicon-valley.org to be added to our mailing list and for more 
information. 

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

Event: “The Chief Medical Officer Summit West” 
Dates: Nov. 3-4, 2014, 
Location: Marines Memorial Club & Hotel, San Francisco, CA  
Cost: Standard 2nd Early Bird, through 9/12-$1,295.00; Academic / Govt. 2nd Early Bird, 

through 9/12-$647.50 
Register at http://theconferenceforum.org/conferences/cmo-summit-west/overview/with 
code AUDREY for a 15% discount  
 

Conference Description 
CMO West attendees will gain guidance on investment strategies, exit planning, creating a 
better culture for CMOs and an insight into trends that will change the funding of medical 
research in the emerging life science space. The conference is an opportunity to network 

with professionals who sit at the crux of drug development and raising capital, establishing 
proof of concept, managing safety, planning phase 3, interacting with regulatory bodies and 
driving corporate value.  
Overview 
The Conference Forum’s 2nd Annual Chief Medical Officer Summit West for Emerging 

Life Science Companies is delighted to present a truly distinctive and interactive event for 
CMOs. We are grateful to Dr. Elizabeth Stoner, Managing Director, MPM Capital, for 
suggesting the idea, and to our CMO advisors for their insights on content and agenda 
development. 

We are dedicated to accomplishing two goals: 
1. To bring together CMO executives to address the unique challenges associated with 
directing and managing all R&D functions with limited resources, while raising capital, 
working and meeting with investors, and strategizing for appropriate exits. 

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

mailto:education@asq-silicon-valley.org
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The Role of a CMO in Emerging Life Science Companies 
We understand that the role of a Chief Medical Officer is dramatically different depending on 
the type of organization in which a CMO works. For a CMO in early, emerging and even 
midsize life science companies, the role can be an isolated one. In addition to the 

responsibility of driving clinical development and CRO management, CMOs also need to 
meet the needs of investors and help position for an appropriate exit. We are seeing many 
CMOs play an increasingly larger role in raising funding for their life science companies. All 
these challenges are addressed at the Summit. 

 
  

Further Information, contact: 
Jessica Rothenberg 
Director of Marketing 
The Conference Forum 

P: (646) 490 2712 
New Email Address: jessica@tcfllc.org 
************************************************************************* 
Human Cell Analysis, Tuesday Evening, Nov. 4, 2014 
 
Topic: “Human Cell Analysis: The Technology Behind the World’s Most Common Diagnostic 
Test” 
Speaker: Giacomo Vacca, Kinetic River Corp. 
Date and Time: Tuesday, November 04, 2014 7:00 PM 

Location: Agilent Technologies, Inc. - Aristotle Room, Bldg. 5, 5301 Stevens Creek Blvd., 
Santa Clara, CA 95051 
Cost: Free 
No RSVP needed 

 
Topic Description 
Cell analysis is a bit like the air we breathe: nobody thinks about it much, but try taking it 
away and people take rapid notice. Without cell analysis, it would be impossible to perform 

blood counting - a routine diagnostic test performed about 300 million times a year 
worldwide. 
Each of us has about 6 quarts of blood, which contains some 10^11 white blood cells, 
10^12 platelets, and 10^14 red blood cells. Tweak any of them by some percentage points 

and you get serious disease—anemia and leukemia just to name the best-known ones. 
Accurate counting and identification of the different kinds of cells in blood is therefore 
critical to distinguishing between illness and health. 

http://theconferenceforum.org/wp-content/uploads/2013/06/CMO-Roles.jpg
tel:%28646%29%20490%202712
mailto:jessica@tcfllc.org
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Counting and analyzing blood and other types of cells is absolutely ubiquitous and an 
extremely important aspect of both health care and biomedical research. This talk will show 
how cell analysis is done today, and what exciting innovations are coming out that will 
revolutionize how it will be done tomorrow. 

 
Speaker Bio 
Giacomo Vacca, PhD, is an award-winning physicist and inventor with 17 years of 
experience in commercial R&D. He has been responsible for several 510(k) product 
launches, and is the inventor of 28 patents - both issued and pending. His expertise 

includes optical design, microfluidics and digital signal processing. 
He is the founder of Kinetic River, a biophotonics design and product development company 
with a mission to create innovative tools for life science research and biomedical 
diagnostics. 

 
********************************************************************** 
DxMA, Wednesday Evening, Nov. 5, 2014 
 

Topic: “A Regulatory Perspective on the New Guidance Document for RUOs and Proposed 
Oversight for LDTs” 
Speaker: Michele M. Schoonmaker, PhD, Vice President of Government Affairs at Cepheid, 
Inc.  

Date and Time: Wednesday, November 5, 2014, 5:30 - 7:30 PM PST 
Location: Cepheid Building 5, 1315 Chesapeake Terrace, Sunnyvale, CA 94089 
Cost: $20 
Register for this must-attend event today at https://www.dxma.org/2014-local-networking-

events?previewkey=21fc1c8271 
 
Topic Description 
Please join us for a presentation and some mix and mingle time with your diagnostics 
market colleagues getting to know one another and engaging in some lively conversation 

around challenges and opportunities surrounding the IVD industry. 
 
Speaker Bio 
Michele Schoonmaker is the Vice President of Government Affairs for Cepheid, a company 

that develops, manufactures, and markets systems that perform genetic analysis for the 
clinical molecular diagnostics, industrial, and biothreat markets. Dr. Schoonmaker’s primary 
responsibilities lie in developing and implementing strategic reimbursement plans for 
Cepheid’s molecular diagnostic products, and in working with professional associations, 

federal agencies, and legislative offices on regulatory and reimbursement policies for 
molecular testing that will help facilitate the integration of beneficial new technologies into 
clinical testing. Prior to joining Cepheid, Dr. Schoonmaker was a Specialist in Genetics for 
the Congressional Research Service, a division of the Library of Congress. Dr. Schoonmaker 

also worked for the Food and Drug Administration where she reviewed company 
submissions for clinical laboratory tests in molecular diagnostics, immunology, hematology, 
and chemistry and worked on regulatory policy for molecular testing. Dr. Schoonmaker 
holds a Ph.D. in Health Services Research, Genetics and Public Policy, from Johns Hopkins 

University School of Hygiene and Public Health, and a BA in Biology/Molecular Genetics from 
Goucher College. 
 
Whether you work in marketing, sales, or in a technical capacity, you’re bound to make a 
few great new connections and pick up some industry insights to support your professional 

success! 
************************************************************************ 
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BioX, Thursday, Nov. 6, 2014 
 
Event: “Bio-X Symposium – Mechanobiology: Pushing and Pulling on Life” 
Invited Speakers: 

Miriam Goodman, Stanford University 
Margaret Gardel, The University of Chicago 
Krystyn Van Vliet, Massachusetts Institute of Technology 
Cindy Reinhart-King, Cornell University 
Sophie Dumont, University of California, San Francisco  

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

Welcome and Introduction  
9:15am 
Chemoechanical Markers and Modulators of Stem Cells: Pulling It All Together 
Krystyn Van Vliet, Massachusetts Institute of Technology  

10:00am 
Chromosome Segregation: Mechanical Integrity with Dynamic Parts 
Sophie Dumont, University of California, San Francisco  
10:45am 

Coffee Break  
11:15am 
Postdoctoral Fellows Talks  
12:30pm 

Lunch - Students may register in advance for lunch with faculty  
1:45pm 
Touch As a Matter of Fat and Mechanics 
Miriam Goodman, Stanford University  
2:30pm 

A Leaky Pipeline: Matrix Mechanics in Vascular Form and Function 
Cindy Reinhart-King, Cornell University  
3:15pm 
Coffee Break  

3:45pm 
Mechanical Regulation of Cell Adhesion and Migration 
Margaret Gardel, The University of Chicago  
4:30pm-6:00pm 

Poster Session and Refreshments  
Location: James H. Clark Center Auditorium, Stanford  
 
Event Description 

This Symposium aims to educate students, postdoctoral fellows and established scientists 
from different disciplines about Mechanobiology by presenting talks on sensory systems, 
mechanically mediated cellular signaling, and the role of mechanics in homeostasis. Topics 
include mechanisms, methods and mechanical pathways ranging in temporal and spatial 

scales from ion channels and protein conformational changes to cell and tissue mechanics in 
growth, differentiation, disease and regeneration. The Symposium features invited 
speakers, talks from postdoctoral fellows selected from submitted abstracts, a networking 
lunch, and poster reception. Attendees from Bay Area Schools are invited to submit 
abstracts with their registration and participate in the poster session.  

If you would like to present your research at the Poster Session on the topic of 
Mechanobiology at the symposium, please register at the link below by October 6, 2014. 
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Even if you do not plan to present your research, please register at the link below to 
indicate which events you will attend: 
https://docs.google.com/forms/d/1FsYFIyw7SYjYMiQuQmcN6kjz4NG0J2zTi1eseDqW6fU/vie
wform?formkey=dDJldnN6cW00ejJfWFVta2pKRlV3U1E6MA&fromEmail=true 

Symposium Organizers: Beth Pruitt (ME, MCP by courtesy, Bio-X) and W. James Nelson 
(Biology, MCP, Bio-X) 
 
************************************************************************* 
BayBio, Thursday Mid Day, Nov. 6, 2014 

 
Event: BayBio Lunch and Learn: Digital Health 
Date and Time: Thursday, Nov. 6, 2014, 11:00 am – 1:00 pm 

Location: HCP/BayBio Event Center, 250 E. Grand Ave. Suite 26, South San Francisco, CA 
94080 
Cost: Members—Complimentary; Non Members, $75 
Register at https://baybio.org/lunch-and-learn-digital-health-11-6-2014/ 
 

Event Description 
The regular meetings of the BayBio Lunch and Learns focus on emerging trends and best 
industry practices. In order to help companies and individuals learn from each others’ 
experiences, the series covers issues related to therapeutic, medical device, diagnostic and 

other industry segments. Presentations and open dialogue from topic experts engage the 
audience for an intimate conversation. Each Lunch and Learn is generally followed by 
networking. 
********************************************************** 

Medtech Frontiers, Thursday Evening, Nov. 6, 2014 
 
Topic: “Must Women Suffer Lifelong Consequences as a Result of Childbirth?“ 
Speaker: Mark Juravic, CEO, Materna 
Date and Time: Thursday, Nov. 6, 2014, 6:00 – 9:00 pm (talk begins at 6:45 pm) 
Location: Triple Ring Technolgies, 39655 Eureka Dr., Newark, CA 
Cost: No registration fee but you must register. 
Register at 
https://events.r20.constantcontact.com/register/eventReg?oeidk=a07ea0o9px493360989&

oseq=&c=&ch= 
 
Topic Description 
Childbirth creates a tremendous amount of maternal trauma. Over 80% of women who 

deliver vaginally will suffer some degree of tearing, and roughly half of all women will suffer 
permanent pelvic muscle damage that will lead to pelvic disorders later in life. These pelvic 
floor disorders are a much bigger problem than most people realize. Approximately 11% of 
all women in the US will undergo surgery to treat a pelvic floor disorder, and over half of 

women will experience symptoms during their life; damage from childbirth is the main 
reason why. 
To prevent this damage, Materna's device slowly prepares the pelvic tissues, during labor, 
to maximize their stretch and perhaps create an easier and quicker delivery. Materna just 

initiated their second round of clinical studies at Baylor College of Medicine in Houston, TX, 
and El Camino Hospital in Mountain View, CA.  
 
Speaker Bio 
Mark Juravic has over 13 years of experience in the medical device industry. He started his 
career as an R&D engineer at Guidant, eventually leading several project teams in 
interventional cardiology and cardiac surgery. While working for Guidant, Mark took the 
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Biodesign class at Stanford where he founded Materna Medical. Mark left Guidant to become 
Materna's CEO, has raised two rounds of angel funding, hired Materna's team, guided the 
device design, and organized Materna's initial clinical studies. Mark has a BSE in 
Bioengineering from Arizona State, and a MEng in Bioengineering from UCSD.  

 
 
********************************************************* 
 
DuVal and Associates, Friday, November 7, 2014 

 
Event: “Physician Payment Sunshine Act: How To Avoid Sunburn! “ 
Speaker Instructors: Director, Vector Health Inc. as instructors. Both are national experts 
on the Sunshine Act. You will enjoy their practical and insightful presentation. 

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

Early bird  Oct 6, 2014  $599.99  $0.00  
 

Regular rate  Not Started  $699.99  $0.00  
 

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

sunburn-tickets-11694080309 
 
Event Description 
Medical device, drug and biologics executives are required to attest to the accuracy of their 

respective sunshine data before submitting it to CMS. Questions that these executives 
should be thinking about before attesting to the accuracy and completeness of the data 
submitted include: 
Are my data sets correct? 
Are my data sets in violation of applicable laws or our own internal policies? 

Are we monitoring compliance and violations? 
How will our customers react if we submit wrong information? 
Sunshine violations are the tip of the iceberg. Company executives should also be asking 
whether the data they submit to CMS exposes them to state violations, the Anti-Kickback 

Statute and/or the False Claims Act. If companies have elected to follow PhRMA or AdvaMed 
will their data submission reflect that choice? 
Program description 
This Physician Payment Sunshine Act (“Sunshine Act”) program will cover the following: 

Open Payments reporting and registration 
Three levels of sunshine reporting (general payments, research and ownership & investment 
interests) 
What to report/what can be skipped 

Developing a policy 
Educating on the policy 
Data collection and reporting 
Monitoring adherence to policies 

Mitigating risk 
Data validation 
Avoiding reporting disputes 
Auditing 
CMS reserves the right to audit companies for compliance and uses the word “audit” twenty 

times in the Final Rule of the Sunshine Act. Undoubtedly, government litigators will be 
trolling the CMS database containing all payment information disclosed, made public 
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September 30, 2014, for suspect payments and other information about companies. Many 
others will also be interested in this data, including other government agencies (IRS), 
media, consumer advocacy groups and competitors. Fines are $1000-$100,000 per 
violation. Companies must ascertain how and what they will report and when they can 

lawfully avoid reporting.  
Two Parts 
The 1st-half of the program will be devoted to a detailed review of the final regulation and 
how it applies to your company. Not knowing the exceptions and how they apply, will put 
you at a competitive disadvantage in the marketplace so it is important that you understand 

the regulation. The 2nd-half of the program will focus on strategic matters. Marketing needs 
to understand how this may change the face of the sales/marketing interface with 
physicians. They need to understand collateral impacts on customers, e.g., how the fraud 
and abuse laws play a role. Internal policy and procedure development, implementation and 

training will be a focus. 
The course will provide answers to these questions and more: 
What are the common mistakes companies are making when they try to be compliant with 
the Sunshine Act? 

What do I have to report? What are the reporting exceptions? 
How do I report? When do I have to report by? How the does the review data process work? 
What if a physician disagrees with my information? 
How do I prepare an assumptions document? Should I submit it to CMS? 

What companies are exempt from reporting? Does my parent company report? What about 
our distributors? 
Do all meals and gifts have to be tracked? What if I am working on a joint venture? Who 
reports then? 

How the Anti-Kickback Statute and False Claims Act play a role in the Sunshine Act? 
What state laws (e.g., Massachusetts, Vermont, Minnesota, West Virginia, D.C., 
Connecticut, Nevada, California, etc.) do I have to follow now that the Sunshine Act is in 
effect? 
What sort of policies and procedures and tracking systems should I have in place? 

How do I train employees and management on the Sunshine Act? 
What are emerging as best practices? 
What indirect payments must be reported and which ones can I avoid reporting? 
What are the nuances for drug companies? What about device companies? 

What are the latest regulatory interpretations and reporting requirements from CMS? 
Mark Gardner has helped over 75 device, drug, and biologic companies, ranging in size from 
Fortune 500 to start-ups, get compliant with the Sunshine Act. He worked in the medical 
device industry in sales and marketing for 10-years before becoming an attorney 

specializing in representing FDA-regulated companies with DuVal & Associates, P.A. He will 
walk you through real-world examples. Come prepared with your questions.  
Marc Ussini, Director at Vector Health, will provide insights on how organizations have 
implemented web-based solutions to help organize and report their information in a 

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

Compliance 
Finance 
Marketing 
 
Detailed Speaker Bios 

Mark Gardner, M.B.A., J.D., DuVal & Associates, P.A. 
Mark Gardner, M.B.A., J.D., is an Associate Attorney at DuVal & Associates, P.A., a law firm 
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dedicated to counseling companies in the medical device, pharmaceutical, biotech, food, and 
nutritional supplement industries. Mark’s areas of expertise include FDA regulation; state 
and federal sunshine laws; FDA enforcement actions; health care fraud and compliance 
under the Anti-Kickback Statute, Stark, the False Claims Act, and HIPAA; design and 

implementation of regulatory compliance programs; and promotional review and marketing 
strategy. Prior to his legal career Mark worked in sales and product management at three 
medical device companies over a 10-year span focusing on commercializing and developing 
products and services in the interventional, wound care, diagnostic and laboratory spaces. 
Mark teaches FDA law and is the Health Law Regulatory Compliance Competition Coach at 

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

Marc Ussini, M.S., Vector Health Inc. 
Marc Ussini is a Director at Vector Health, a provider of Commercial Operations and 
Compliance technology and consulting solutions for pharmaceutical and medical device 
manufacturers. In his current role, Marc oversees the delivery of strategic and operational 

components of various Vector Health operations and compliance products and services. He 
has led the implementation of numerous projects impacting spend transparency with small 
to large-sized manufactures. Additionally, Marc is a frequent presenter at national 
conferences on aggregate spend transparency and commercial operations related topics. 

Prior to joining Vector Health, Marc has held various management positions in operations 
and brand management at Genentech, Johnson & Johnson, and Merck & Co. over his 17 
year biopharma career. Marc holds an undergraduate degree from Univ. of California and 
master’s degrees in Biophysics and Physiology from Georgetown 

University.www.vectorhealth.net . 
For registration questions, or if you prefer to pay by check, please contact Abbey or Michele 
at 612-338-7170 or afeldkamp@duvalfdalaw.com 
************************************************************************* 
Golden Gate Polymer Forum November Dinner Lecture, Monday Evening, Nov. 10, 

2014 
 
Topic: "Breakthroughs in Imprint Lithography and 3D Additive Fabrication to Advance 
NextGen Drug Delivery Technologies" 

Speaker: Joseph M. DeSimone, Departments of Chemistry and Pharmacology, University of 
North Carolina at Chapel Hill and Department of Chemical and Biomolecular Engineering, 
North Carolina State University 
Date and Time: Monday, Nov. 10, 2014, 6:00 pm  

6:00 PM  social hour 
7:00 PM  dinner 
8:00 PM  presentation 
Location: Michael's Restaurant, Shoreline Park, 2960 N Shoreline Blvd., Mountain View 

Cost: 
Employed/postdocs:  $30 early registration, $35 regular registration 
Unemployed/retired/students:  $15 early registration, $20 regular registration 
Free if you attend just the lectures at 8:00 PM (but please let us know for headcount) 

After deadline: 
Registration not guaranteed, so contact us 
Late fee applies if space available -- $40 regular/employed, $25 
unemployed/student/retired 
Deadlines for registration: 

End of discounted advance registration: Sunday, Nov. 2, 11:59 pm 
End of regular (full-price) registration:  Sunday, Nov. 9, 5:00 PM 

mailto:afeldkamp@duvalfdalaw.com
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Discounted advance registration ends 11:59 pm Sunday Nov. 2 
Final full-price registration ends 5pm Sunday Nov. 9 
Register at www.GGPF.org<http://www.GGPF.org> 
 

Topic Description 
There is a renaissance underway today in research that is being fueled by the DIY (do-it-
yourself) culture that is generally referred to as the "Makers Movement".  The maker culture 
exploits new tools for fabrication and encourages invention and rapid prototyping.  Such 
tools in combination with an innovative mindset will make major impacts on drug delivery 

technologes going forward.  This lecture will describe breakthroughs in the Makers 
Movement-including an off-shoot of imprint lithography used to mold individual drug 
particles and drug delivery vehicles, and a pioneering advance in 3D additive manufacturing 
that is continuous, moldless and no longer layer-by-layer. 

 
Speaker Background 
Joseph DeSimone is the Chancellor's Eminent Professor of Chemistry at the University of 
North Carolina at Chapel Hill, and William R. Kenan, Jr. Distinguished Professor of Chemical 

Engineering at North Carolina State University and of Chemistry at UNC. DeSimone is also 
an adjunct member at Memorial Sloan-Kettering Cancer Center. DeSimone has published 
over 300 scientific articles and has over 150 issued patents in his name with over 80 
patents pending. 

 
DeSimone is a member of both the National Academy of Sciences (2012) and the National 
Academy of Engineering (2005). He is also a member of the American Academy of Arts and 
Sciences (2005). DeSimone has received over 50 major awards and recognitions. 

DeSimone, an innovative polymer chemist, has made breakthrough contributions in 
fluoropolymer synthesis, colloid science, nano-biomaterials, green chemistry and most 
recently 3D printing. DeSimone is the co-founder of several companies including Micell 
Technologies, Biostent, Liquidia Technologies and EIPI Systems.  DeSimone received his BS 
in Chemistry in 1986 from Ursinus College in Collegeville, PA and his Ph.D. in Chemistry in 

1990 from Virginia Tech.  Currently DeSimone is on leave from the university and has 
assumed the CEO role at Carbon3D in Silicon Valley. 
 

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

Bio2Device Group, Tuesday Evening, Nov. 11, 2014 
 
Topic: “The Lean Launchpad Program: What it is and how it benefits the life science field.” 
Speakers: Karl Handelslman, Codon Capital Founder, and Allan May, Chairman, Life Science 

Angels, Vice Chairman, Angel Resource Institute 
Date and Time: Tuesday, Nov. 11, 2014, 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  

  
Topic Description 
The Lean LaunchPad is an entrepreneurship curriculum that evolved to address the unique 
development needs of startups. In place of traditional business school models, the Lean 
LaunchPad classes teach students how to identify and deal with the uncertainties and 

unknowns inherent in the startup world. 
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In life sciences, the Lean LaunchPad program teaches scientists and clinicians in startups 
how to do a real-world assessment of their idea or technology to see if it can actually serve 
as the basis for a business. Students are trained to determine their product’s market 
viability, regulatory risk, potential clinical utility, and likely financing vehicles before making 

actual investments in research, design, and manufacturing. As in science, Lean LaunchPad 
serves to validate the product before commercial development is considered. 

Our speakers, Karl Handelsman and Allan May, are instructors in the Lean LaunchPad for 

Life Sciences program at UCSF and will also teach the course at NIH this fall; Karl in the 
Therapeutics cohort and Allan in the Medical Device cohort. Both Karl and Allan are 
seasoned, accomplished life science entrepreneurs with many years of experience, and they 
will join us to discuss their experiences teaching the Lean LaunchPad program. 

 

Speaker Bios 

Karl Handelslman, Codon Capital Founder  

Formerly the General Partner Emeritus at CMEA Capital, Karl has a great passion for science 

and innovation and has been privileged to work alongside many talented entrepreneurs. The 
management teams at Ambrx, Ensemble Discovery, Ilypsa, Intellikine, Kalypsys, Maxygen, 
Phenomix, Rigel, Syrrx, Tetraphase, and Xenoport – all have contributed to Karl’s wealth of 
experience executing visionary plans. Prior to joining CMEA, Karl worked in biotech business 
development at Millennium. He was one of the first employees of Tularik, and the Whitehead 

Institute. 

Allan May, Chairman, Life Science Angels, Vice Chairman, Angel Resource Institute 

Allan is a founder of Life Science Angels, the largest angel investment group in the U.S. 
focused solely on early stage medical device and life science start-ups, and comprised solely 
of high net worth individuals from the medical device or biotech fields. LSA has invested 
over $40M in 45 startups and achieved 7 positive exits to date. 

In 2007, Allan joined renowned inventor, entrepreneur and cardiac surgeon, Dr. Thomas 
Fogarty, in co-founding Emergent Medical Partners, a venture fund focused on early stage 
medical device company creation and investing. 

Allan is a member of the board of both the Kauffman Foundation’s Angel Capital Association 
and Angel Resource Institute, and was instrumental in the creation of the Halo Report, the 
first detailed data tracking early stage investment by angel groups. 

************************************************************************* 
NCI and SBIR, Thursday, Nov. 13, 2014 
 
Event: 2014 NCI SBIR Investor Forum 
Date: Thursday, Nov. 13, 2014 
Location: Bay Area, CA 
Registration is free, but space is limited. Register today to request a space. Registrations 
will be confirmed via email based on space availability.Register at 
http://sbir.cancer.gov/investorforum/register.asp 

http://sbir.cancer.gov/investorforum/register.asp
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Event Description 
The National Cancer Institute (NCI) Small Business Innovation Research (SBIR) 
Development Center will host the day-long 2014 NCI SBIR Investor Forum on November 13, 

2014 in California’s Bay Area. 
Join top SBIR-funded companies and nearly 200 investors, venture capitalists, strategic 
partners, and business leaders from the biotech and pharmaceutical industries to meet, 
network, and attend featured presentations from top SBIR-funded companies with 
innovative cancer-related technologies on the brink of commercialization. 

Relationships established at previous NCI SBIR Investor Forum events have resulted in 
successful partnerships that have the potential to significantly improve the prevention, 
diagnosis, and treatment of cancer and other diseases. This event provides a unique 
opportunity to establish new collaborations that will help expedite the commercialization of 

cancer-fighting innovations and technologies. 
The NCI SBIR & Small Business Technology Transfer (STTR) Programs represent an active 
portfolio of more than 350 projects and an annual budget of more than $119 million. The 
NCI SBIR & STTR Programs are an integral source of capital that enables small businesses 

to move promising technologies through development and toward commercialization, and 
remains one of the largest sources of early stage, non-dilutive technology financing 
available in the United States. 
Stay tuned for more information on the agenda for the 2014 NCI SBIR Investor 

Forum. Please continue to check back for updates. 
********************************************************************* 
BayBio, Thursday Evening, Nov. 13, 2014 
 

Event: BayBio Pub Night 
Date: Thursday, Nov. 13, 2014, 5:30 – 7:30 pm 
Location: BayBio, 250 E. Grand, South San Francisco, CA 
 
Bring your bioscience business card for 1 free drink! 

 
************************************************************* 
Project Management Institute, Wine Country Chapter, Nov. 13, 2014 
 

Topic: “Project Management in the Medical Device Industry” 
Date and Time: Thursday, Nov. 13, 2014 
Meeting Agenda: 
5:30-6:30 p.m. – Registration, Social Hour (no-host bar) 

6:30-6:50 p.m. – Introductions 
6:50-7:00 p.m. – Chapter Business 
7:00-7:40 p.m. – Dinner   
7:45-8:45 p.m. – Presentation 

8:45-9:00 p.m. – Questions, final announcements, door prize raffle 
Location: Palms Grille, 100 S. McDowell Blvd , Petaluma, CA 
Doors open at 5:30PM 
Cost: Registration: 

Regular registration is $40 for members of PMI-WCC and $45 for non-members.  
Early bird register by Thursday, October 31st and and take another $5 off. 
On-line registration ends 5:00 pm, November 12th.  Walk-ins will be welcome if space is 
available.  
Register at http://www.pmi-

wcc.org/index.php?option=com_dtregister&Itemid=104&eventId=2263&controller=event&t
ask=individualRegister 
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PDUs:  Attendees can claim 1 PDU for this event. 
Questions? contact Melissa Linn, our Event Registration Manager 
NEW Cancellation and No-Show policy 
If you have made a reservation and find that you will be unable to attend please send an 

email to Finance and cancel as early as possible. All cancellations are subject to a $5 fee if 
done at least 5 days before the event. Cancellations after November 7, 2014 are subject to 
the full charge to ensure the Chapter does not incur excessive expenses. 
 
Topic Description 

Fadwa Elamin will discuss how the Project Management processes and how it is applied in a 
Medical Device company.  Fadwa will give us a step by step explanation on why a Medical 
Device Company is different from other regulated industries, and what it takes to complete 
a Product Development lifecycle using Project Management principals. 

 
Speaker Bio: 

 Over 17 years of regulated industries experience; Healthcare and Medical Device 
 Over 12 years of Project Management experience 

 Over 7 years of people management and talent development experience 
 Experience in product commercialization from concept to market release; complex 

product development environments 
 Experience with three Medtronic Business Units; Neuromodulation, CRDM, and 

Cardiovascular: Product Development (Research, Design, Design Assurance), System 
Engineering, Human Factors Engineering, Field Clinical Support, Regulatory 
Submissions, and Quality (CAPA) 

 Demonstrated record of successful delivery of complex programs on time and within 

budget; handling multiple deadline-driven projects simultaneously 
 Education:  

 Project Management Professional (PMP); 2009 - 2018 
 Master of Science in Technology Management (MSTM), School of Engineering, 

University of St. Thomas, Minnesota, USA 

 Bachelor of Science; Major: Computer Science, Minor: Statistics, School of 
Mathematical Sciences, University of Khartoum, Sudan 

 
Dinner Menu: The following options will be available for you to choose upon registering 

Main Course: 
 Pesto Pasta 
 Herb Crusted Salmon 
 Charbrolied Sirloin 

 Chicken Piccata 
Salad: 

 Caesar Salad 
 Dinner Salad 

Dessert 
 Lemon Merinque Pie 
 Apple Pie 
 Bread Pudding 

 
************************************************************* 
PBSS, Monday Afternoon, Nov. 17, 2014 
 
Topic: “Formulation development for therapeutic proteins and antibodies, from preclinical to 

post-marketing” 

http://www.pmi-wcc.org/index.php?option=com_contact&view=contact&catid=120:key-volunteers&id=18-melissa-linn
http://www.pmi-wcc.org/index.php?option=com_contact&view=contact&id=4&catid=174&Itemid=322
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Speakers: Robert Kelley (Genentech), Aditya Wakankar (Stem CentRx), Hung-wei Chih 
(Genentech) 
Date and Time: Monday, Nov. 17, 2014, 12:30-5:30 pm 
Location: SF Bay Area: Foster City Crowne Plaza 

Register at http://www.caco-ca.org/aspx/homeSF.aspx 
 
Workshop Description 
This workshop provides an overview of fundamentals and challenges for formulation 
development spanning from preclinical optimization to post marketing manufacturing.   Key 

concepts such as protein design and characterization, early formulation screening, stability 
evaluation including aggregation and  subvisible particles, analytical methodologies, high-
concentration formulation and device interface, and formulation/process robustness using 
Quality-by-Design principles.  It features case studies and interactive discussions on a wide-

range topics and issues encountered during protein optimization, formulation design to 
technology transfer and commercialization. 
  
This workshop will benefit scientists, analysts, research associates, managers, directors, 

regulatory affairs, quality control, quality assurance, and device and process engineers 
currently working in the biotechnology industry who want to improve their understanding of 
the best practices in formulation development for proteins. This workshop is also useful for 
non-pharma scientists who seek better technical understanding of processes, challenges and 

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

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

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

registration 
 Challenges encountered during commercial manufacturing and lessons for 

formulation design 

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

research groups in the Protein Engineering and Antibody Engineering Depts at Genentech.  
While in Antibody Engineering, Bob led the engineering efforts on 5 projects that 
successfully transitioned to early development.  He holds a Ph.D. in Biochemistry from Univ. 
of Iowa, with thesis work on protein folding in the lab of Dr. Earle Stellwagen, and was a 

NRSA postdoctoral fellow with Dr. Fred Richards at Yale University.  Bob has ~30 years 
experience in protein engineering and biophysics, has authored >80 publications, and is an 
inventor on 14 issued US patents. 
Dr. Aditya Wakankar is currently the Associate Director of Formulation and Analytical 

Development at Stem CentRx Inc. Prior to joining Stem CentRx, Aditya was a Scientist and 
CMC Team Leader at Genentech for 6+ years and was responsible for developing the 
commercial formulation for Kadcyla® (T-DM1). Also serving as an Assay Sub-Team leader 
for the T-DM1 program, his team was responsible for developing the analytical control 

system for the Kadcyla® BLA filing. Aditya has obtained his M.S. and Ph.D. from The 
University of Kansas in the department of Pharmaceutical Chemistry. 
Dr. Hung-wei Chih is currently the Associate Director in Late-Stage Pharmaceutical 
Development at Genentech.  Hung-wei has more than 13 years of industrial experience. He 
is a known expert in pharmaceutical development of protein therapeutics. He also has 

substantial experience in technical regulatory and has extensive interactions with health 
authorities globally.  Hung-wei received his Ph.D. degree in Chemistry from University of 
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Michigan in 2001. He was a staff investigator at ArQule and a scientist at ImmunoGen. 
Hung-wei joined Genentech in 2005. 
 
********************************************************************* 

Janssen Labs, Thurday, Nov. 20, 2014 
 
Topic: “Meet with… Poliwogg” 
Poliwogg Participating Representatives: Rania Nasis, MD, Managing Director, Poliwogg | 
Todd Meyerrose, PhD, Portfolio Manager, Poliwogg 

Date and Time: Thursday, Nov. 20, 2014 
Agenda: 10:30am Registration and Networking | 11:00am Presentation and Q&A | 11:45am 
Networking Lunch | 12:30-4:00pm One-on-one Meetings (Companies must apply ahead of 
time and be approved for a one-on-one meeting. The application period ends October 17.) 

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

Location: StartX | 2627 Hanover Street | Palo Alto, CA 94304 
Read More, Apply, Register: http://jlabsbay-poliwogg2014-b2d.eventbrite.com 
 
Topic Description 

The rise of alternative funding has forever changed the way money is being raised, and 
Poliwogg is capitalizing on that shift to help life science startups and transform healthcare 
investing. Poliwogg is interested in innovative early stage companies across all areas of 
healthcare and life sciences, including biopharmaceuticals, diagnostics, devices, health IT, 

and big data.  
************************************************************************ 
ASQ, Wednesday Evening, Dec. 10, 2014 
 
Topic: "Hot Topics - Open Forum" Roundtable 

Date and Time: Wednesday, December 10, 2014 from 7:00 PM to 9:00 PM (PST) 
Location: Triple Ring Technologies, 39655 Eureka Drive, Newark, CA 94560 
Cost: Online discounted registration 
Register by 12/8/14 11:59 PM to receive this discounted rate. 

 Dec 8, 2014  $30.00  $0.00   
Student & Unemployed discounted online registration 
Register by 12/8/14 11:59 PM to receive this discounted rate. 
 Dec 8, 2014  $20.00  $0.00   

Late online & Walk-in 
Online registration on 12/9/14 & 12/10/14 as well as registration at the door. 
 Not Started  $40.00  $0.00  N/A 
NCDG Board member  Dec 9, 2014  $0.00  $0.00 

Registration Website:  asqncdghottopicsDec2014.eventbrite.com 
 Only Check or Credit Card accepted at the door. 
 
 

Topic Description 
Event Details 
Join ASQ NCDG for the HOT TOPICS - OPEN FORUM including lessons learned and questions 
on selected topics from medical device industry.  
Program Description:   

The December Roundtable will be an open forum and networking session for quality 
professionals.  

http://jlabsbay-poliwogg2014-b2d.eventbrite.com/
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At the beginning of the session, each participant will list items they want to discuss.  
The attendees will vote to select four to six topics, and will discuss them in turn.  
This has been a very popular every time we’ve hosted it.  Register early. 
 

This ASQ-sponsored discussion group has been thriving for >20 years with participation of 
its members and leadership for professional education and networking.   
These Hot Topic / Open Forum sessions are held only once a year in order to give us the 
opportunity to discuss the most important topics and to share techniques, war stories, 
success stories.  

 
It is a very well attended and an exceptionally well-rated evening. 
Please give your voice to the discussion and join us this year..  
Formal discussions end between 8:30 - 8:45 pm to allow time for networking after the 

roundtable presentation. 
 
Moderator Bio 
Barry has been an active member of the NCDG for more than 20 years, and has facilitated 

several of these sessions and other round table discussions and seminars for the Northern 
California Discussion Group (NCDG), and for the ASQ Biomedical Division. 
  
Materials: Handouts provided. Please limit distribution to immediate personal professional 

use only. 
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 
 
 
********************************************************************** 
CACO-PBSS, Friday Afternoon, Dec. 12, 2014 

 
Topic: “Primer on Antibody Drug Development: Biology, Safety, CMC and PKPD Issues” 
Date and Time: Monday, Dec. 12, 2014, 12:30-5:30 pm 
Location: SF Bay Area: Foster City Crowne Plaza 

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

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

o Safety assessment 
o Assay and immunogenicity 
o PKPD 

************************************************************************* 
CACO-PBSS Workshop, Tuesday, Jan. 20, 2015 
 
Workshop Topic: “Preclinical and Clinical Mass Balance and Metabolite Profiling Studies: 

Objectives, Techniques, Applications and Case Studies” 
Speakers: Chandra Prakash, Bernard Murray, Kirk Henne, Cyrus Khojasteh, Donglu Zhang 
Date and Time: Jan. 20, 2014, 8:30 am – 5:00 pm 
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Location: Foster City Crowne Plaza (SF Bay Area) 
Details at pbss.org/aspx/homeSF.aspx 
 
Workshop Description: 

 
Radiolabelled mass balance and metabolite profiling studies in preclinical species and 
humans are an integral part of the comprehensive safety evaluation of a new molecular 
entity, and they represent a standard suite of studies included in the registration package 
for all new small molecule drugs. These studies provide valuable information on rate and 

routes of elimination, mass balance, clearance mechanisms, metabolic profiles and relative 
abundance of metabolites in plasma and excreta.  These data serve as the starting point for 
metabolite in safety testing (MIST). Using appropriate plasma-pooling strategies, these 
studies could allow for modeling the metabolite exposure at the steady state. Despite the 

usefulness of these radiolabeled mass balance studies, there is little concrete guidance on 
how to perform or assess these complex studies.  This full day workshop we will provide the 
various aspects of performing  these mass balance studies, radioactivity detection 
techniques, the use of specifically labeled versions of drug candidates to investigate their 

metabolism and how these studies could be used to assist in clinical DDI studies design  and 
to address the metabolites in safety testing (MIST) related issues with case studies.  In 
addition, we will discuss the utility and limitation of these studies and how to conduct these 
studies for large molecules. 
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