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Keynote Speakers: Anna Abram, Dan Levy and Richard Staub

Lilly

Precision medicine, innovation, the impact of big data, the State of the Industry, FDA policies,
networking and more at the NCBIO Annual Meeting October 4.
Richard Staub, President, Research & Development Solutions, Global Business Unit, IQVIA, told the
audience that “scientific breakthroughs and new mechanisms of action point to unprecedented
therapies.” He said, “The move away from the one-size-fits-all approach to precision medicine
translates into medicines that target specific disease pathways to meet the needs of specific patient
populations.” He noted that, “new treatments are driving increased complexity around clinical
development.” He added that, “With better-informed protocol, clinical trials can be executed with
greater confidence and predictability with shorter timelines and richer evidence of value to
stakeholders.”
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Dr. Paul Levy, Medicine Team Leader, Gene Therapy & Kidney Disease at Pfizer, was the second
keynote speaker. Levy stated that we are “at the cusp of a global revolution in medicine.” He said
gene therapy will provide:
Transformative treatments that target the root cause of disease,
Restored function and slow or cease disease progression rather than managing
symptoms, and
Long lasting, single administration therapies that potentially enable patients to
manage their diseases without the need of ongoing treatment.

We Work For Health

Levy noted that Pfizer has expanded its manufacturing facilities in Sanford to produce new gene
therapy medicines.
Anna Abram, Deputy Commissioner for Policy, Planning, Legislation and Analysis, US FDA, outlined
FDA Policies and Perspectives as the third keynote speaker. Abram echoed some of the remarks
made by the other keynote speakers in recognizing the changes new therapies will bring. “In short,
molecular biology, genetics and genomics, and information technology are converging to offer
opportunities once unheard of for treatment of previously untreatable diseases. And I’m describing
development in only one area of medicine – we’re also seeing rapid advances in areas like
regenerative medicine, including cell and gene therapies, and 3D printing to name just a few,” she
stated. Abram outlined “some of the steps being taken to make FDA’s processes more modern,
efficient, predictable and evidence- and risk-based that are of interest to the biomedical industry.”
Click for a copy of her remarks.
The panel on Big Data Ecosystem & Its Uses reviewed challenges and opportunities in leveraging
data from various sources. Dr. Deborah Fisher with the Duke Clinical Research Institute said one of
the biggest challenges in health care data is that “the vast majority of data collected was not from
research but from billing or documentation.” She noted systems often don’t link up because they
have been modified for specific purposes making it difficult to connect systems and data. Brian
Brazeau of Novozymes said the industrial enzyme manufacturing firm was using data to look for
new products, then how to take product candidates and apply information for developing products to
an industrial scale, and how to access data that customers generate when using company products.
Dr. Geoff Ginsburg set the stage for the panel on Precision-Based Innovation by outlining the
development of precision medicine and the strengths North Carolina has with its strong ecosystem
and alignment of scientific, clinical and commercial enterprises. Moderator Dr. Sara Imhof of the NC
Biotechnology Center discussed the work of the North Carolina Precision Health Collaborative and
Precision Health IMPACT that are benefiting all of NC. Dr. Steven Zeisel talked about the use of
precision nutrition in using genetic signatures to develop diets and medical foods for individuals.
Rich West of Baebies stated precision innovation would allow babies in emerging economies get
access to genetic tests to prevent or treat disease. Joe Nixon of Locus Biosciences focused on how
new therapies could change ways antibiotics are developed noting that now many individuals are
dying because of resistance to antibiotics.
Meeting participants received a copy of the NCBIO Year in Review. Click to see an online copy.
Mark your calendar now for the 2019 Annual Meeting, October 3 at the NC Biotechnology Center.
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Annual Meeting Platinum and Gold Sponsor Representatives First Row: Bill Edwards (Merz), Scott
Sewell (Cook Medical), Tamy Dalal (BIO), Roger Paules (Duke Energy), Second Row: Stephen
Morris (BDO), Derek Hurdle (Bioventus) and Chad Cooper (Novo Nordisk)
Thank you to our event sponsors.
Platinum: BIO, Bioventus, Cook Medical, and VWR
Gold: BDO, Duke Energy, FUJIFILM Diosynth Biotechnologies, Novo
Nordisk, and Merz
Silver: AdvaMed, ALT, IQVIA, Mispro Biotech Services, Office
Depot, ShareVault, The Conafay Group, UCB, and UniFirst/UniClean
Bronze: Business Wire, G1 Therapeutics, Grifols, Liquidia
Technologies, Nikon, Novozymes, and Royal Hill Consulting
Back to top.

Talent Recruitment and Retention Topic of Annual Dinner

Annual Dinner Panel: Russ Read (National Center for the Biotechnology Workforce), Leigh Ann
Stradford (Bioventus), Sholeh Ehdaivand (LMK Clinical Research Consulting), Blake Derrick
(Seqirus) and Mike Wanner (Medicago)

Employers are facing more challenges in finding and keeping the right employees in the life science
industry in North Carolina according to a panel discussion at the Annual Meeting Dinner. Moderator
Russ Read with the National Center for the Biotechnology Workforce kicked off the session noting
the dynamics of the current market are putting pressure on companies to seek employees with the
right skill set.
Mike Wanner of Medicago noted that his company is discovering it is more challenging to attract the
right employees and retain them. He stated his company is looking for individuals who want to work
in a collaborative environment and recruitment focuses on the innovative and entrepreneurial
atmosphere at the site. Leigh Ann Stradford of Bioventus said many potential employees want to

know the impact of the work of the company, the impact to patients and to emphasize internal
growth opportunities. She noted that many younger employees want to move to another company or
opportunity in 3 to 5 years and that a 20% turnover rate is not uncommon.
Blake Derrick of Seqirus says pay transparency is important to younger employees along with
having a formal talent and succession planning process. Sholeh Ehdaivand with LMK Clinical
Research Consulting said her firm does work on customized career paths for employees. She also
says while salary is important, other perks such as bonuses and gift cards can also be appealing to
differentiate one company from another.
NCBIO thanks dinner sponsors: Frankel Staffing Partners, GSK, PPD and VWR.
Back to top.

NCBIO Elects New Board Members at Annual Meeting
Nine new directors were elected to the NCBIO Board at the Organization’s Annual meeting October
4, and six individuals were elected to another term on the Board. “We are pleased that we continue
to attract directors that represent the diversity of the life science industry in North Carolina,” stated
Sam Taylor, President of NCBIO. “We are fortunate that leaders in our sector are willing to work with
us to develop our advocacy efforts and guide programs to serve our members.”
New directors are: Tom Adams (Pairwise Plants), Gray Armstrong (Pfizer), Chuck Blatchley (Grifols),
Matthew Cooke (Davis Moore Capital), Mike Garrett (TCG), Ted Lithgow (Humacyte), Sheila Mikhail
(AskBio), Mark Harbaugh (Bioventus), and Andy Stober (AveXis).
Those elected to serve another term are: Chris Capel (Smith Anderson), Terry Costello (Royal Hill
Consulting), Ed Field (BioLabs North Carolina), Kyle Rasbach (Pappas Ventures), Scott Sewell
(Cook Medical), and Tom Staab (BioCryst). More
Back to top.

Renovated Johnston County Workforce Center Opens

NC Commerce Secretary Tony Copeland cuts ribbon for
opening of Johnston Workforce Center

State and local officials were present for ribbon cutting at the $1.3M remodeled 30,000-sq-ft. training
facility operated by Johnston County Community College. The facility opened in 2005 to support the
Johnston County biomanufacturing industry. Grifols and Novo Nordisk helped fund the center’s
ongoing operations through a special assessment as part of a state-created Research and Training
Zone. The companies are also providing equipment for the updated facility. More
Back to top.

Bull City Biotech Summit 2018

Sam Taylor at Bull City Biotech Summit
Workforce development was the focus of the Bull City Biotech Summit, hosted by Durham Technical
Community College and BRITE at North Carolina Central University. NCBIO President, Sam Taylor
discussed the changing technologies of the biomanufacturing industry in North Carolina, the need
for new equipment for NCBioImpact training programs and new skills needed for the workforce.
NCBiotech Senior Vice President, Bill Bullock says talent is key to recruiting companies to North
Carolina. Educators from Durham Tech and BRITE gave overviews of training programs and former
students discussed their success stories. For more information about the event, contact Ingrid
Charles, Director, BioWork and BioPharma, Durham Tech.
Research Supported by BTEC Could Improve Flu Vaccine Manufacturing
Recent research from North Carolina State University outlines how near-infrared (NIR) spectroscopy
could be used to make cell-culture-based flu vaccine manufacturing faster and more efficient. More
Back to top.

Research Supported by BTEC Could Improve Flu Vaccine
Manufacturing
Recent research from North Carolina State University outlines how near-infrared (NIR) spectroscopy
could be used to make cell-culture-based flu vaccine manufacturing faster and more efficient. More
Back to top.

BRITE to Offer Online Courses
NCCU online program aimed at providing stackable credentials will compliment BRITE’s articulation
agreements with several area community colleges. The certification courses will be offered through
the internet learning portal, NCCU Online. More
Back to top.

Invest in Cures Forum
On November 1, LaunchBio, BioLabs North Carolina, the North Carolina Biotechnology
Center, NCBIO, and the Council for Entrepreneurial Development are hosting a forum with
investment professionals from disease foundations to discuss their investment philosophies, explain
their fund and deal structures, and describe how they are using deep scientific knowledge to validate
early stage technologies and syndicate with other investors. The event will be held at the North
Carolina Biotechnology Center.
Speakers

Mark Allegretta, PhD, Associate VP, Commercial Research, National Multiple
Sclerosis Society
Jonathan Behr, PhD, Managing Director, T1D Fund, Juvenile Diabetes Research
Foundation
Robert Crutchfield, Managing Director, BrightEdge Ventures, American Cancer
Society
Gerard Honig, PhD, Manager, Translational Research, IBD Ventures, Crohn’s and
Colitis Foundation
Debra Miller, President & CEO, CureDuchenne Ventures
Chris Penland, PhD, Vice President, Biopharma Programs, Cystic Fibrosis
Foundation
Barbara Tate, PhD, Venture Partner, Dementia Discovery Fund
Ben Yerxa, PhD, CEO, Retinal Degeneration Fund, Foundation Fighting Blindness
Moderators
Christy Shaffer, PhD, Partner, Hatteras Venture Partners
William N. Wofford, Attorney, Hutchison PLLC
Find out more and register.
Back to top.

SEBIO in Atlanta, November 13-14
Southeast BIO Investor & Partnering Forum returns to Atlanta on November 13-14 at the Loews
Hotel. Jeff Arnold, Chairman and CEO of Sharecare, will be the keynote speaker on Wednesday,
November 14. Arnold will tell his story as well as share the latest in health care trends.
The SEBIO Forum Features:
Executives, entrepreneurs, venture capitalists, investment bankers, angel investors,
university representatives, and other industry professionals from across the
Southeast and Eastern U.S.
Presentations from the region’s most promising life science and medtech
companies
The ability to arrange one-on-one meetings through the SEBIO Connect online
partnering system
World-class speakers and panels featuring engaging conversations by industry
leaders
Corporate Partnering discussions on approaches and strategic areas of interest
with senior industry executives
Click for the agenda and/or to register.
Back to top.

At the National Level
BIO Offers One-on-One Partnering for JP Morgan Week
To benefit the biotech industry, BIO is not only offering complimentary access to the BIO One-onOne Partnering system during the 2019 JPM Week, but also making meeting space available at
affordable rates to help you partner more effectively in downtown San Francisco, January 6-10!
Connect with biotechs, investors, in-licensors and others using BIO’s partnering system, which is
available to you regardless of whether you are attending any particular conference during JPM
week. You can schedule meetings in BIO’s prime meeting space at the San Francisco Marriott
Marquis (4th & Mission) at competitive rates using the BIO partnering system. Sign up now.
New Rule Improves Patent Challenge Proceedings for Patent Owners
From BIO
The U.S. Patent and Trademark Office (PTO) has published a final rule change that will significantly
improve the fairness of post-issuance patent challenge proceedings, such as Inter Partes
Review (IPR), for patent owners.

This change replaces the controversial “broadest reasonable interpretation” (BRI) standard – under
which a patent being challenged is more likely to be struck down – with the more narrow and reliable
claim construction standard used to construe claim terms in federal courts. This is a policy change
that BIO has advocated for ever since the BRI standard was adopted for post-issuance proceedings
in 2012.
In July, BIO submitted comments to the PTO in support of the proposed revisions to the standard for
construing disputed claim terms in IPRs, as well as post-grant reviews and covered business
method reviews (collectively, “post-grant proceedings”).
Post-grant proceedings were intended to be an alternative to district court litigation to address
patentability and validity. However, the vast majority of patents that are the subject of post-grant
proceedings – over 80% – are or were involved in parallel district court litigation.
This action by the PTO will help ensure that patent claims are construed consistently, whether they
are reviewed by the PTO, a federal court, or the International Trade Commission. In its final rule, the
PTO decided to apply the rule change only prospectively to all petitions filed after Nov. 13, 2018.
Why this matters: The PTO is to be commended for removing an inherent unfairness in the current
system that disfavors patent owners and encourages gamesmanship by patent challengers. Its
action will increase the efficiency and consistency of patent reviews, better utilize administrative and
court resources, reduce incentives for redundant litigation, and provide greater predictability for
patent owners. More broadly, this latest action signals a continuing positive trend by the new PTO
leadership to rein in abuses of the IPR system and make the system more fair for patent owners.
Takeaways from The MedTech Conference
The state of the industry from innovation to regulation, opportunities and challenges were topics at
the annual MedTech Conference. Key trends in the spotlight included robust engagement between
the FDA and industry, concern over the unsettled regulatory environment in Europe, the importance
of digital health components in medical devices, and the continued appetite for mergers and
acquisitions. More
The EY Pulse of the Industry report was released at the event. The report notes, “When the human
body is the biggest data platform, how will medtechs capture value? That is a key question that
medtech companies must address as they strive to deliver better, more engaging health care to
consumers. In particular, as data and analytics become central to the value proposition, EY believes
medical device companies must adapt their business models to create systems that move beyond
product-centric definitions of innovation to data-centric definitions.”
NCBIO Statement Regarding US-Mexico-Canada Trade Agreement
NCBIO issued the following statement in support of the United States-Mexico-Canada Agreement
announced by the Trump Administration.
“The Administration’s recent United States-Mexico-Canada Agreement (USMCA) is an important
step toward improving trade prospects with Mexico and Canada. We especially welcome the
Administration’s negotiation of stronger intellectual property protections for the next generation of
biotechnology breakthroughs. Specifically, the USMCA requires Mexico and Canada to support ten
years of data protection for biologic drugs, up from the current five years in Mexico and eight years
in Canada.
The United States currently provides twelve years of data protection for biologic drugs. These
protections help the life science industry recover the enormous expense of developing, testing and
manufacturing new biologic drugs. It is no exaggeration to say that these types of intellectual
property protections are the lifeblood of the bioscience industry’s intellectual property rights. Strong
and dependable intellectual property standards are critical to fueling innovation, attracting
investment, and ensuring that patients, and consumers around the globe have access to the next
generation of biotechnology breakthroughs.”
FDA Commissioner Scott Gottlieb, M.D., on New Steps to Modernize Drug Development
In a statement released October 15, Commissioner Scott Gottlieb stated, “The FDA continues to
advance new policies, modernize our programs and advance opportunities for developing more
targeted therapies. Using new technology platforms such as cell and gene therapies and small
molecule drugs that target the genomic basis of disease, there are more opportunities to intervene in
the underlying mechanisms that cause a disease, and potentially arrest and even reverse its
progress. Our efforts are aimed at making sure that our regulatory framework is adapted to these
challenges and opportunities, allows for the efficient development of these innovations and the
robust demonstration of their safety and efficacy.” More

Member News
To be included in Member News, send information about your organization to Brenda Summers
bsummers@ncbioscience.net
AgBiome Innovations, the commercial arm of AgBiome announced that Toni Bucci has joined the
team in the role of Chief Operating Officer. Bucci joins AgBiome Innovations after spending 23 years
at BASF where she was most recently Director of Procurement, Performance Chemicals &
Renewables. More
Baebies has entered into a three-year partnership with CureDuchenne, the nation’s leading nonprofit
funding scientific research and innovation for Duchenne muscular dystrophy. As a result of
CureDuchenne’s investment and partnership, Baebies will add Duchenne muscular dystrophy, the
most common and lethal form of muscular dystrophy that primarily affects young boys, to its
expanded newborn screening service. More
Biogen presented data from its Alzheimer’s disease (AD) clinical development portfolio at the
Clinical Trials on Alzheimer’s Disease (CTAD) annual meeting in Barcelona, Spain. The data
presented are part of Biogen’s ongoing research programs targeting possible causes of the disease
through multiple modalities. More
Merz presented key findings showcasing five-year effectiveness of Cellfina® on cellulite removal
and physician recognition of Ultherapy® as gold standard treatment. The results were presented at
the American Society for Dermatologic Surgery (ASDA) Annual Meeting. More For the second year
in a row, Merz has been recognized as the “Top Aesthetics Company” by Aesthetic Everything® and
Bob Rhatigan has been named the “Top Aesthetics CEO.” As part of the annual Aesthetic and
Cosmetic Medicine Awards, Merz executives and products were also recognized with 14 additional
award wins – 16 total wins overall. More
Novan, Inc. has established a strategic alliance with Orion Corporation (“Orion”), a Finnish full-scale
pharmaceutical company with broad experience in manufacturing. The alliance enables Orion to
manufacture Novan’s topical nitric oxide-releasing product candidates on behalf of Novan and
Novan’s global strategic partners.
Syneos HealthTM released a study providing real-world patient insights into the effectiveness of
digital advertising to speed clinical trial recruitment. Research highlights of the study, were presented
at Digital Pharma East in Philadelphia, PA. “As we move toward a future where more personalized
therapies make enrolling the right patients more difficult, social media advertising plays an
increasingly important role in effective clinical trial recruitment,” said Michael Pearlman, a lead
author of the report. More
Technology Commercialization Group (TCG) Partners, Dr. Reinhard Merz and Dean Gray, will
participate in MEDICA 2018, the leading international trade fair for the medical industry, November
12 - 14, 2018, in Dusseldorf, Germany. TCG will be launching two new services for international
companies at MEDICA this year: Coaching for US Market Entry and Growth and Partnering with US
Group Purchasing Organizations (GPOs). More
vTv Therapeutics delivered two presentations at the 11th Clinical Trials on Alzheimer’s Disease
(CTAD) Conference. The oral presentation will detail the results from the phase 3 STEADFAST
study of azeliragon in patients with mild Alzheimer’s disease. More
Back to top.

NCBIO Member Benefits – New Discounts from NCBIO Member
Companies

BIO Business Solutions® provides NCBIO members with numerous discount prices. With more than

$350 million in annual sales, BIO Business Solutions® aggregates the purchasing power of over
3,000 life science companies from North America. Find out more about NCBIO discounts.
NCBIO thanks all the BIO Business Solutions® partners that were sponsors of the NCBIO Annual
meeting: ALT, BIO, Business Wire, Nikon, Office Depot, ShareVault, UniFirst/UniClean, and VWR.
Thanks to their support and that of other sponsors, members and guests were able to attend the
event free. Following the Annual Meeting, BIO Business Solutions® partners also had a chance to
network and to discuss ways they can work together to serve members.
Please contact Laura Gunter (lgunter@ncbioscience.net) if you would like to learn more about these
vendors or programs. They are here for you, so be sure you are taking advantage of them!

Calendar
To view full calendar, click.

Fast Track to Understanding Clinical Research
Monday Oct 29, 2018
... read more

Invest in Cures: A Nonprofit Disease Foundation Forum
Thursday Nov 1, 2018
... read more

Fast Track to Understanding Clinical Research
Monday Nov 5, 2018
... read more

Laboratory Informatics & Automation: Advances in Today's Intelligent Laboratory
Tuesday Nov 6, 2018
... read more

MDMA 2018 Coverage, Reimbursement & Health Policy Conference
Wednesday Nov 7, 2018 - Thursday Nov 8, 2018
... read more

Columbus Children's Foundation - Benefit Concert
Wednesday Nov 7, 2018
... read more

NCRAF November Round Table
Thursday Nov 8, 2018
... read more

MEDICA
Monday Nov 12, 2018 - Thursday Nov 15, 2018

... read more

Fast Track to Understanding Clinical Research
Monday Nov 12, 2018
... read more

SEBIO Investor and Partnering Forum
Tuesday Nov 13, 2018 - Wednesday Nov 14, 2018
... read more

CED Network Meet-up
Tuesday Nov 13, 2018
... read more

DHIT Summit 2018: Digital Health 360 - Accelerating the Future of Health
Wednesday Nov 14, 2018
... read more

NCBiotech Ag Tech Professional Forum
Wednesday Nov 14, 2018
... read more

2018 SciTech Lecture Series: Omega’s From Soil to Oil Addressing a Scientific Need with a
Natural and Sustainable Solution
Thursday Nov 15, 2018
... read more
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