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

BioCentury This Week, See new program Webcast Starting Sunday, Nov. 16, 2014, 
www.biocenturytv.com, Available anytime starting at 9:00 a.m. EDT 
Topic: “Obesity Obstacles: Improving Access” 
Speakers: Thomas Hughes, CEO, Zafgen Inc.; Dr. Scott Kahan, Clinical Director, Stop 

Obesity Alliance; Dr. Bruce Lee, Director, Global Obesity Prevention Center at Johns 
Hopkins; Dr. Farhad Zangeneh, A Specialist in Endocrinology, Diabetes 
and Metabolism 
 

Despite a surge in obesity drugs on the market, many patients remain unable to access the 
new medicines. Doctors still prescribe diet and exercise, and even if they do prescribe a 
drug the insurance companies are reluctant to pay. 
BioCentury This Week television talks with physicians and a drug company about the new 

treatments and what more can be done to manage the obesity epidemic. 
 
************************************************************************ 
Bio2Device Group, Tuesday Morning, Dec. 2, 2014 

 
Topic: “Straight to the Heart! “ 
Speaker: Narsi Rangachari, Biopharma R&D Exceutive, SRN Biopharma Consulting LLC, 
InCarda Therapeutics  
Date and Time: Tuesday, Dec. 2, 2014, 8:30-10:30 am  

Location:  Sunnyvale City Council Chambers, 456 West Olive Ave., Sunnyvale, CA   
There is no fee nor registration required for this morning meeting. 
 
Topic Description 

The story of InCarda therapeutics, a young drug delivery company pioneering a novel 
approach of treating cardiovascular diseases and conditions by the inhalation route and why 
inhalation is the correct approach to treat acute cardiac conditions... 
 

Speaker Bio 
Narsi is drug-delivery executive who has served in several leadership roles spanning close to 
18+ years. He has led teams and processes in developing and bringing several new 
products to the market. In 2009 Narsi co-founded InCarda Therapeutics, Inc., a drug-

delivery company pioneering a novel approach of treating cardiovascular diseases and 
conditions by the inhalation route. He is the COO and a member of the Board of Directors in 
InCarda. He was first to identify inhaled cardiovascular drugs to treat acute cardiac 
conditions that formed the basis of the company. He led raising seed funding, oversaw the 

completion early development work, hired key leadership, set up the SAB and filed key 
patents. 
He started a private consulting company, SRN Biopharma Consulting, LLC in 2009. Over the 
last 2 years he successfully project-managed the PMA submissions of two hematology 
products to CBER, FDA. Prior to this he consulted for several companies on topics that 

included – device and drug development, outsourcing of manufacturing, outlining clinical 
product development paths and operation plans, drafting design control SOPs and 

http://www.biocenturytv.com/
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answering audit related responses. Narsi also serves as an “Industry Expert Consultant” to 
Gerson Lehmann Group, Guide Point Global and Zintro, advising companies and invest firms 
on a wide range of topics related to drug delivery, product development and 
commercialization. 

Prior to this he was with Nektar Therapeutics for ten years. He was the Managing Director of 
Nektar’s Indian subsidiary. He played a key role in globalizing Nektar's R&D helping rapid 
assessment of their R&D pipeline, supporting early stage development, building an R&D 
Center and managing GLP bioanalytical labs to support clinical development and operations. 
Before this he was the Director of Program Management and Business Operations, where he 

authored and implemented Nektar’s strategic R&D business plan. In this role he managed– 
the development and assessment of new drug-delivery concepts and technologies in 
addition to leading the early to mid stage R&D. Many of the products that he helped select 
and advance are now approved or are in late stage clinical development. The technology 

and products he worked on include, advanced inhalation technologies enabling anti-infective 
products targeting the drug effectively to the sites of infection and conjugated polymer 
technologies to design drugs reach their targets with increased efficacy and safety in 
oncology, CNS and pain therapeutics. He was also program lead for Nektar’s device 

technology programs leading the design and development of a next generation inhalation 
device. 
 
Prior to Nektar he established and led the global project management function in 

Genpharm, Inc., Canada now Mylan, Inc. At Genpharm he led the development and 
registration of products in US, EMEA and other markets across seven international R&D 
sites. Before immigrating to Canada, he worked for over ten years in the Indian 
pharmaceutical industry in different R&D roles developing and registering products for both 

the Indian and European markets. 
Narsi has presented in several forums, the last was at the Bay Area AAPS chapter on “Drug 
Delivery –A Perspective”. He has inventorship in many worldwide patent applications several 
of which have been issued. He received his Masters in Pharmaceutical Technology from 
Nagpur University, India. Narsi’ work has contributed to the development of technologies 

and highly differentiated products resolving many an unmet medical need. 
 
********************************************************************* 
DSC/HC, Thursday Morning, Dec. 4, 2014 

 
Topic of Webcast:”Value Creation in the Medical Device Supply Chain: Case Studies” 
Speakers: Matt Cook, Former Vice President of Customer Experience, Orthopedic Products 
Manufacturer 

•  Dave Bode, Vice President, Health Care Solutions, DSC Logistics 
•  Jeff Willis, Group General Manager - Health Care, DSC Logistics 
•  Matt Brzica, Director, Health Care Solutions, DSC Logistics 
Date and Time: Thursday, Dec. 4, 2014; 10 am (PST); duration: 2 hours 

Register at https://www2.gotomeeting.com/register/422291498 
 
Topic Description 
Medical device supply chains are experiencing a perfect storm of growth, margin and service 

pressures. Customer requirements are getting more complex, price competition is 
intensifying as manufacturers consolidate, patient-centric health care is driving the adoption 
of new channels, and supply chain models are being challenged to “get closer to the 
customer.” 
This interactive webinar will review practical strategies, solutions and examples for keeping 

medical device supply chains responsive, aligned and optimized for today's changing 
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landscape. Case studies will be used to discuss best practice medical device supply chain 
solutions that are proven in high and low margin industries. 
Topics will include: 

 Forward fulfillment / kit replenishment 

 Cost-to-serve-driven segmentation 
 Innovation targeting and benchmarking 
 Supply chain data mining for upselling and cross selling opportunities 
 Labor optimization 
 Lead time reduction combined with inventory reduction 

This webinar will help you gain insights to: 
 Develop and implement strategies to optimize your medical device supply chain 
 Apply best-in-class medical device supply chain solutions to your company 
 Achieve conflicting goals of improved service and reduced inventory 

 Utilize outsourcing without compromising intellectual property or physician 
relationships 
This webinar is intended for medical device executives responsible for the Supply Chain. 
Individuals involved in developing strategies and applying innovation for value creation 

across the supply chain will benefit most from this session, including: 
 Chief Supply Chain and Chief Operations Officers 
 Senior Vice Presidents, and Vice Presidents of Supply Chain 
 Directors of Distribution, Logistics, or Network Operations 

 
Speaker Bios 
Matt Cook is the former Vice President of Customer Experience at DJO Global (DJO), a 
leading global manufacturer and distributor of high-quality orthopedic products. In his role, 

Matt was responsible for driving cost savings and increasing productivity, while enhancing 
the customer experience at three distribution centers and three manufacturing sites in North 
America. During his DJO tenure, Matt also served as Vice President, North American 
Distribution and Logistics, and as Director of Oracle ERP. As Director, he implemented 
Oracle R12 into give domestic and seven international sites. Matt's career also includes roles 

as Strategic Sourcing Director for Novant Health, a leading Southeastern hospital system, 
and various roles of increasing responsibility at General Electric in its Supply Logistics 
group. 
Matt is a Lean/Six Sigma Black Belt and a former U.S. Marine Captain. He holds a MBA from 

the University of Chicago and a BS from Purdue University. 
 
Dave Bode is Vice President, Health Care Solutions, DSC Logistics. Dave joined DSC 
Logistics in 2010 with responsibility for the vision, strategy and development of the 

company's health care business. He is a Board Member of DSC’s Health Care Strategy Board 
and PDSA, a coalition of supply chain stakeholders in the pharmaceutical and medical device 
industries. 
Dave has held sales, marketing and operational leadership roles in health care for 22 years. 

Prior to DSC, Dave was VP, General Manager for Cardinal Health where he led a freight 
management business that helped Cardinal's customers reduce parcel shipping costs on 
medical devices. Before Cardinal Health, Dave led strategy-to-execution consulting 
engagements for companies including GE Medical, Tyco Healthcare and Align Technology. 

He has also held leadership roles at Blue Cross Blue Shield, IBM/Metaphor and Control Data. 
Dave is a certified Lean Six Sigma Sponsor, and holds a BS Degree in Business from Indiana 
University. 
 
Jeff Willis is Group General Manager, DSC Logistics, with overall responsibility for four 

operations in Southern California and the Dallas area. He also has an operational leadership 
role in DSC’s health care initiatives. 
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Jeff joined DSC in 2006 in Roanoke, TX. He assisted in the start-up of the Kimberly-Clark 
Medical Device operation and led the implementation of DSC’s Lean initiatives. Promoted to 
General Manager of the Roanoke operation with additional responsibilities in DSC’s health 
care growth initiative, he was instrumental in the development of DSC’s Quality Assurance 

Plan, since adopted by all DSC HC facilities. Jeff led the start-up of the Georgia-Pacific 
Roanoke business, the transition of the K-C Professional Arlington business to Romeoville, 
IL, and the Abbott Nutrition business in Atlanta. Prior to DSC, Jeff held various operations 
management roles at DHL Solutions. 
Jeff served full time in the U.S. Navy, commissioned a Naval Officer. He holds a BS degree 

from Excelsior College. 
 
Matt Brzica, Director, Health Care Solutions, is responsible for new business development 
for customers in DSC’s health care vertical. Prior to DSC, Matt worked for HemaSource, a 

medical-surgical-products distributor in the blood-therapies market, where he helped blood-
banking customers reduce total supply chain costs. Before HemaSource, Matt spent five 
years with RR Donnelley Global Turnkey Solutions, a leading third-party supply-chain and 
logistics company. At RR Donnelley, Matt expanded his knowledge of ISO-13485, co-

authored an article promoting the benefits of supply-chain integration using a third-party, 
and managed customers requiring late-stage kitting and packaging of sterilized medical 
device products. Immediately prior, Matt worked for Enpath Medical (now GreatBatch), a 
medical-device manufacturer that supplied finished-goods components and contract 

manufacturing services to the world’s foremost OEM-medical-device manufacturers in the 
peripheral- and cardio-vascular markets. 
Matt holds a BA from Dartmouth College and a MBA from Cornell University’s Johnson 
Graduate School of Management. 

************************************************************************* 
WIB, Thursday Evening, Dec. 4, 2014 
 
Event: “WIB – San Francisco Bay Area Celebrates the Holidays” 
Date and Time: Thursday, December 4, 2014, 6:30 p.m. – 8:30 p.m. PST 

Location: Dogpatch WineWorks, 2455 3rd St. (between 20th and 22nd), San Francisco, CA 
94107 
Cost for Event: Members 
Early Registration (through November 24, 2014) 

 $10 
 $30 with Valet Parking 
Late Registration (through December 2, 2014) 
 $15 

 $35 with Valet Parking 
Cost for Event: Non-Members 
Early Registration (through November 24, 2014) 
 $35 

 $55 with Valet Parking 
Late Registration (through December 2, 2014) 
 $40 
 $60 with Valet Parking 

Special Pricing for Guests 
When registering, members are also allowed 1 guest at member pricing  
Details and registration at http://www.womeninbio.org/eventdetails.aspx?EventId=21898 
 
 

 
Event Description 
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Celebrate the holidays with fellow WIB members and two of our favorite things – wine and 
chocolate! By popular demand, our holiday party and networking event will be at the 
Dogpatch WineWorks – a working winery and tasting collective in the heart of the city. 
Come enjoy wine pairings with a tasting of fine chocolates, a selection of charcuterie, 

cheeses, grilled veggies, and other hors d’oeuvres. 
This event will also feature a fund-raising raffle with some great prizes. So come, buy 
tickets and help support Women In Bio! 
Walk-Ins Will Not Be Accepted. Registration Deadline is December 2, 2014. 
Parking and Public Transit 

The Dogpatch WineWorks is convenient for public transportation via MUNI T-Line and 
CalTrain (the venue is just a couple blocks from the Pennsylvania/23rd Street Station). For 
those who prefer to drive, we are also offering discounted valet parking – paid in advance 
upon registration – in the secure parking lot. Limited street parking may be available on 

Illinois. 
 
**************************************************************** 
Bio2Device Group, Tuesday Evening, Dec. 9, 2014 

 
Topic: “Aligning Your Product for Success: From Preclinical to Market 
Speaker: Tim Pelura, Ph.D. - CEO of Surpass Inc Preclinical CRO 
Date and Time: Tuesday, Dec. 9, 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  
Register at Bio2Device Group website www.Bio2Devicegroup.org 
 
Topic Description 
In the current medtech landscape, investors, and ultimately payors (insurance companies, 

hospitals and patients), require medical innovation that provides value – reducing health 
care costs through better clinical outcomes and/or reduced procedure costs. This means 
product development decisions need to be thoughtful of 1) the overall cost for developing a 
product and its ultimate release, as well as, 2) the value it brings. 

Appropriately aligning your product development efforts, including your preclinical testing, 
can make your team more efficient and ultimately increase the likelihood of a successful 
product. Dr. Pelura will be talking about the importance of aligning preclinical research as 
well as product development activities to your value proposition. 

 
Speaker Bio 
Dr. Pelura is a serial life science entrepreneur with almost 40 years of experience in the 
pharmaceutical, biotech and medical device industries and has been pivotal in the 

development of several new drugs and devices spanning numerous therapeutic areas. 
Currently, Dr. Pelura is President & CEO of Surpass, a leading translational preclinical CRO 
located in the Silicon Valley and the Greater Twin Cities areas serving the medical device, 
pharma and biopharma industries. 

Prior to Surpass, Dr. Pelura has enjoyed a long history of growing early/idea stage life 
science companies through various financing strategies to well-capitalized, successful 
companies. His previous positions include Chairman, President & CEO of Immunome, an 
antibody platform company; CEO of Promedior, a product-focused biotech company 
developing novel therapeutics for the treatment of fibrotic disorders and diseases; Chief 

Scientific Officer for Kereos, a biopharma company focusing on oncology, cardiology, and 
molecular imaging; President and COO of Provasis Therapeutics, a developer of 
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interventional neurosurgical devices; executive R&D positions at Neuron Therapeutics and 
Alliance Pharmaceutical Corp; and various positions at Pharmacia, a pharmaceutical and 
biotech company. 
Dr. Pelura is also pivotally involved in several non-profit, regional and national life science 

************************************************************** 
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.  
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. 
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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 

 
********************************************************************** 
Golden Gate Polymer Forum, Thursday Evening, Dec. 11, 2014  
 
Topic: "Giant Polyhedra and Giant Surfactants based on Nano-atoms: 

Tuning from Crystals, to Quasicrystals, to Frank-Kasper Phases -- An Interconnection 
between Soft and Hard Matter" 
Speaker: Prof. Stephen Cheng,The University of Akron 
Date and Time: Thursday, Dec. 11, 6:00 pm 

6:00 PM  social hour 
7:00 PM  dinner 
8:00 PM  presentation 
Location: Michael's Restaurant at 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: Wed., Dec. 3, 11:59 pm 
End of regular (full-price) registration:  Wed. Dec. 10, 5:00 PM 
 

Because we must pay the restaurant for the ordered meal, we must ask no-shows to pay for 
their reservation. 
However, penalty-free cancellations are allowed up until the deadline for reservations the 
day before the event. 

 
PLEASE NOTE: 
We accept cash or checks at the door, but are unable to accept payment by credit card at 
the event. 

You may pay at the door. 
Checks may be made to "GGPF" 
 
Please register on the web page 

Or, if necessary, contact: 
          Guohua Chen 
          guohuac@coriumtech.com<mailto:guohuac@coriumtech.com> 
          408-663-3376 

Register at www.GGPF.org<http://www.GGPF.org> 
 
 
Topic Description 
In order to create new functional materials for advanced technologies, both precise control 

over functionality and their hierarchical structures and orders are vital for obtaining the 
desired properties. Among all the giant molecules, giant polyhedra are a class of materials 
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which are utilized by deliberately placing precisely functionalized polyhedral oligomeric 
silsesquioxane (POSS) and fullerene (C60) molecular nano-particles (MNPs) (so-called 
"nano-atoms") at the vertices of a polyhedron. Giant surfactants are polymer tail-tethered 
"nano-atoms" where the two components have drastic chemical differences to impart 

amphiphilicity. These giant polyhedra and giant surfactants capture the essential structural 
features of their small-molecule counterparts in many ways but possess much larger sizes, 
and therefore they are recognized as size-amplified versions of those counterparts. One of 
the most illustrating examples is a series of novel giant tetrahedral and giant surfactants 
which possess precisely defined amphiphilic MNPs with different geometric combinations. 

When both geometrical and chemical symmetry are disrupted and these giant tetrahedra 
and surfactants are functionalized they become building blocks for hierarchical ordered 
structures. A range of ordered super-lattice structures of this class of materials: crystals, 
quasicrystals and Frank-Kasper phases have been investigated in the condensed bulk state 

and thin films, revealing the interconnections between soft matter and hard matter in 
sharing their common structures and fundamental behavior. 
 
Speaker Bio 

Professor Cheng received his Ph.D. in Chemistry from Rensselaer Polytechnic Institute with 
Professor Bernhard Wunderlich.  Following a postdoctoral fellowship at RPI he joined the 
faculty in the Department of Polymer Science at the University of Akron in 1987.  He served 
stints as Chairman of the Department of Polymer Science and Dean of the College of 

Polymer Science & Polymer Engineering.  Dr. Cheng is also a Member of the National 
Academy of Engineering.  His research interests center on the condensed states in 
polymers, liquid crystals, surfactants and micelles, and focuses on the interactions, 
responses, dynamics, and structures of materials on varying length and time scales in which 

the material itself embodies the technology.  His research activities include investigations of 
transition thermodynamics and kinetics in metastable states, ordered structures and 
morphologies, surface and interface structures in electronic and optical materials and 
advanced functional hybrid materials. 
 

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

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

Bio2Device Group, Tuesday Morning, Jan. 6, 2015 
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Topic: “TBD” 
Speaker: Jeff N. Peterson, Chairman, Veritomyx  
Date and Time: Tuesday, Jan. 6, 2014 – 8:30am 
Location: Sunnyvale City Council Chambers, 456 West Olive Ave., Sunnyvale, CA 

Cost: Free 
There is no registration required for morning meetings. 
 
 
Speaker Bio 

Jeffrey N. Peterson, Chairman of Veritomyx and CEO, Target Discovery, brings broad 
executive general management, multi-functional, multi-business and international 
experience to Target Discovery. He spent 9 years in key management roles in Abbott 
Laboratories’ Diagnostics and International (Pharmaceuticals, Hospital Products, 

Nutritionals, Consumer) businesses. He most recently served as CEO and General Manager 
of Abbott South Africa, doubling the sales and tripling the income of this 50 year-old 
business in 3.5 years, during the tumult of South Africa’s political transition. He played an 
earlier pivotal management role in Abbott’s successful introduction and support of multiple 

new diagnostics instrument and reagent systems in the history-making X-System series, 
including the IMx (the highest global sales diagnostic system in history). Mr. Peterson's 
experience prior to Abbott included 11 years with General Electric’s Engineered Materials 
and Plastics businesses, spanning roles in strategic planning, business development, 

technology licensing, marketing/sales, operations/quality and R&D. Mr. Peterson holds 
BSChE and MSChE (Chemical Engineering) degrees from MIT. He serves as Chairman of the 
BayBio Institute, a non-profit organization serving the regional life science community, and 
on the Board of BayBio, the trade association for the life sciences industry in Northern 

California. He is a co-founder of the Coalition for 21st Century Medicine, and of BIO's 
Research Tools & Molecular Diagnostics Working Group. 
******************************************************************** 
Bio2Device Group, Tuesday Evening, Jan. 13, 2015 
 

Topic: TBD 
Speaker: Paul Millman, VP of Product Development, Intuitive Surgical  
Location: Meeting at Intuitive Surgical at Kifer Facility 
 

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

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 
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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. 
 
Speaker Bios 
Dr. Chandra Prakash, Ph.D. has been involved in the drug metabolism and preclinical and 

clinical PK studies to support drug discovery, development and registration for the last 30 
years. The research work is primarily focused on the development and utilization of novel 
approaches and techniques which include in vitro methods using human and animal hepatic 
cellular and subcellular systems, recombinant human drug metabolizing enzymes, increased 

automation for higher-throughput screens, sensitive analytical technologies including MS 
imaging and in silico computational models to assess the metabolism and toxicological 
aspects of drug candidates. He is the author of more than 260 manuscripts, book chapters, 
abstracts and patents and serves as the editor-in-chief of “Current Drug Metabolism” and 

"Drug Metabolism Letters". After graduating, he held several academic appointments the 
last of which as Research Associate Professor and Associate Director of Mass Spectrometry 
resources at Vanderbilt University.  In 1992, he joined Pfizer Global Research and 
Development as a Senior Research Investigator in the department of Pharmacokinetics, 

Dynamics and Metabolism (PDM) and promoted to Research Fellow (2004). He joined 
Biogen Idec in 2008.  
 
Cyrus Khojasteh, Ph.D. leads the Drug Metabolism at Genentech, Inc., supporting both 
discovery and development efforts.  He received his bachelor degree from the University of 

California, Berkeley and his Ph.D. in Medicinal Chemistry from the University of Washington 
under the direction of Professor Sidney Nelson.  After graduating, he worked in the 
Biotransformation Group at Pfizer, Groton, Connecticut.  Since joining Genentech in 2000, 
he has supported both small molecule and antibody-drug conjugate projects.  Cyrus 

Khojasteh’s research focuses on mechanisms of biotransformation and the formation of 
reactive metabolites. Cyrus Khojasteh has published articles in several scientific journals.  
In 2011, he coauthored a Drug Metabolism and Pharmacokinetics Quick Reference Guide 
with Genentech colleagues Cornelis Hop and Harvey Wong intended for both more 

experienced scientists and those new to the field. 
 
Bernard Murray, Ph. D. received his B.Sc. honors degree in pharmacology from Liverpool 
University.  After gaining a M.Sc. in toxicology he earned his Ph.D. at the Royal 

Postgraduate Medical School in London (now part of Imperial College) working on dietary 
carcinogen activation by CYP1A2.  After a brief period of postdoctoral work he joined the 
National Cancer Institute as a Fogarty Fellow working on multiple projects, including the 
regulation of Pgp expression in the rat.  He then moved to UCSF as a visiting postdoctoral 

researcher where he studied cytochrome P450 turnover with Prof. Almira Correia.  He 
moved to industry in 2001, joining the drug metabolism department of Abbott Laboratories 
and rising to the rank of Scientific Leader while supporting multiple projects and specializing 
in drug-drug interactions.  In 2005 Bernard returned to the Bay Area to lead the In Vitro 
Drug Metabolism group at Gilead Sciences where he continues to support multiple discovery 

and development projects.  His interests include drug interactions, enzymology, 
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mathematical modeling and prediction of pharmacokinetics.  He is the author of almost 50 
peer-reviewed publications and book chapters. 
 
Kirk Henne, Ph. D. 

 
Kirk Henne is a Principal Scientist and Group Lead at Amgen in the Department of 
Pharmacokinetics and Drug Metabolism.  Since joining Amgen in 2005, he has worked on 
drug discovery targets in the oncology, immunology, and metabolic disorders therapeutic 
areas focusing on lead optimization and clinical candidate nomination of large and small 

molecule therapeutics.  Areas of interest and expertise include biotransformation, 
enzymology of drug metabolism, protein therapeutics, and discovery-focused preclinical 
PK/PD relationships.  Prior to Amgen, Kirk worked at Pfizer Global Research and 
Development from 2001-2005, where his lab conducted definitive biotransformation and 

ADME studies in preclinical species and human.  Kirk earned his Ph.D. in Medicinal 
Chemistry at the University of Washington in 2001, where his work focused on cytochrome 
P450 biochemistry and oxidative biotransformation.  He completed his undergraduate 
studies in 1995, earning a B.A. in Biochemistry at Occidental College.  

 
Donglu Zhang, Ph. D. 
 
Donglu Zhang is a senior scientist currently supporting ADC projects at Genentech. He 

previously worked at ARIAD Pharmaceuticals and BMS. He has published on topics related 
to metabolite identification, AMS, and MIST. He is a co-inventor of mass defect filtering 
(MDF) technology and a co-editor of the book 'Enabling ADME technologies in Drug 
Discovery and Development' 

 
************************************************************************* 
Personalized Medicine World Conference, Monday – Wednesday, January 26-28, 
2015 

 
Event: “Personalized Medicine World Conference”  January 26-28, 2015 
Co-hosted with Stanford Health Care and Oracle Health Sciences 
Sessions include: 

 Cardiovascular Disease & Biomarkers  

 The CDx Conundrum: Multiple IVDs, One Biomarker  
 Applying Complementary Technologies Towards Biomarker Discovery  

Selected Speakers: 
 Margaret A. Hamburg, FDA Commissioner 

 Jay G. Wohlgemuth, SVP, Med., Science & Innov.,Quest Dx 
 Jennifer Van Eyk, Professor, Cedars-Sinai 
 Shawn M. Marcell, President & CEO, Metamark Genetics 
 William W. Chin, Executive. VP, Science & Regulatory, PhRMA 

 Bonnie H. Anderson, President & Chief Executive Officer, Veracyte 
 Peter Maag, Chief Executive Officer & President, CareDx Inc. 
 Scott Patterson, Executive Director, Medical Sciences Amgen Inc. 

See full program at http://2015sv.pmwcintl.com/program.php 

Date: January 26-28, 2015 
Location: Computer History Museum, 1401 N Shoreline Blvd 
Mountain View, CA 94043  
Cost: Registration (through November 15)  Nov 15, 2014—$1,000.00 and 

General Admission through Jan 26, 2015—$1,800.00 
Contact Information: team@pmwcintl.com 
Register by November 15 for $800 discount at  
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https://www.eventbrite.com/e/pmwc-2015-sv-attendees-tickets-9980920201 
 
 
Event Description 

Biomarkers can be multi-faceted and play important roles in disease diagnosis, prognosis, 
and monitoring; as companion diagnostics, they are important for predicting response to 
therapy. Possible clinical biomarker applications seem almost infinite, yet there are still 
significant obstacles for broad adoption in the clinic, including technical, regulatory, and 
reimbursement challenges. 

 
At PMWC 2015 - January 26-28, 2015, at the Computer History Museum in Mountain View - 
several sessions will focus on biomarkers, led by key representatives from across the 
industry.  

 
Don’t miss this opportunity to learn about clinical biomarker development and applications 
from leading experts and join the stimulating and informative discussions. 
 

*****************************************************************
CACO-PBSS Workshop, Feb. 17, 2015 
 
Topic: “Good Laboratory Practices (GLP): fundamentals, regulatory requirements & best practices (in collaboration of 
SQA)” 

Speakers: Greg Furrow, Debi Garvin, Linda Palagi Lynn 

Date: Feb. 17, 2015 
Location: Crowne Plaza, Foster City, CA 
See further details closer to event and register at http://pbss.org/aspx/homeSF.aspx 

*********************************************************************** 
Bio2Device Group, Tuesday Evening, March 10, 2015 
 
Topic: “Active Investors and Exits in Venture Healthcare” 
Speaker: Jonathan Norris, Managing Director for SVB's Healthcare Practice 
Date and Time: Tuesday, March 10, 2014 

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  
Look for registration details at www.Bio2DeviceGroup.org 

 
Speaker Bio 
Jon Norris is a managing director for SVB's Healthcare practice. Norris oversees business development 
efforts for banking and lending opportunities as well as spearheading strategic relationships with many 
healthcare venture capital firms. He also helps SVB Capital through sourcing and advising on direct 
equity co-investment and limited partnership allocations.  
 
In addition, he has authored numerous thought leadership peices examining the flow of capital into 
healthcare, including detailed analysis of venture-backed M&A and IPOs. Norris has more than thirteen 
years of banking experience working with life science companies and venture capital firms. 
 
Prior to joining SVB Capital, Norris was a founding member and senior vice president of Square 1 Bank, 
an early stage technology bank, where he was responsible for sourcing deals and managing regional and 
national venture capital relationships. Norris also served more than six years at Imperial Bank 
(subsequently acquired by Comerica Bank), most recently as senior vice president and group manager of 

http://pbss.org/aspx/homeSF.aspx
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the Northern California Life Science Practice. Prior to banking, Norris was a practicing litigation attorney, 
specializing in employment defense and toxic tort litigation. 
******************************************************************************************************** 
 


