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More than 200 NCBIO members, lawmakers, staff and Cabinet officials turned out for
the 2018 NCBIO Legislative Reception. NCBIO members talked with legislators and
executive branch officials about the growth of the life science industry and thanked

Lilly

them for providing additional funding for the North Carolina Biotechnology Center and
for reinstating funding for the State’s SBIR matching grant program. Other topics of
discussion included the need for more venture funding and workforce training programs
along with improving wastewater treatment.
“We are pleased that our NCBIO members had this opportunity to talk with legislators
about the opportunities provided by our industry and to thank them for funding a
number of important life science initiatives,” said NCBIO President Sam Taylor. “We are
happy to have our best turn out ever for this year’s Reception. We think this
demonstrates growing interest in North Carolina’s life science industry.”
NCBIO thanks the following companies that sponsored this year’s Reception: AbbVie,
Amgen, Astellas, Bayer, Biogen, Bristol-Myers Squib, Grifols, Lilly, PhRMA and
Syngenta.

Novartis

Pfizer

Although the event was held at the North Carolina Museum of History, the Museum has
asked us to make clear that it did not sponsor or endorse this event.
Back to top.

We Work For Health

Lawmakers Wrapping Up 2018 Session
After wrapping up most work on adjustments to the 2018-19 State Budget by midJune, the Assembly overrode a veto by Governor Roy Cooper and is now working on
other legislation, including proposed amendments to the State Constitution. Items
included in the budget that were supported by NCBIO include:
An additional $450,000 to the North Carolina Biotechnology Center for an
enhanced market research and communications designed to attract
repatriation investments by multinational life science companies
$1,000,000 for SBIR Matching Grants through the One North Carolina
Small Business Fund
$2,000,000 in state matching funds for participation in the national
consortium focused on biomanufacturing research and workforce
development (NIIMBL)
Carry-forward of unused 2016-17 funds for a new food processing
innovation center at North Carolina Research Campus at Kannapolis
Added three genetic diseases to State Newborn Screening Program, as
well as an increase in fee-based funding for newborn screening and
permission for NC DHHS to test for additional diseases identified by
federal government in the future.
“We are pleased with the support of lawmakers on these important programs,” stated
NCBIO President Sam Taylor.

NCBIO Supporting
Members
Cook Medical

GSK

Merck

Taylor also stated that NCBIO is already working on issues for the 2019 session. Taylor
said the Organization “has some ideas on ways to improve biomanufacturing
companies’ access to wastewater treatment, workforce assessments for the
biomanufacturing and clinical research companies, additional funding for SBIR matching
grants, and funding for new programs at the North Carolina Biotechnology Center.”
Back to top.

Precision Health Topic at Life Science Caucus Meeting

VWR

Sara Imhof and Sam Taylor at Life Science Caucus Meeting
“Precision medicine is a paradigm shift in treatment,” Sara Imhof, PhD, Senior Director,
Precision Medicine at the North Carolina Biotechnology Center, told members of the
Joint Legislative Life Science Caucus at the June 7 meeting.
Imhof stated, “Precision Medicine is an emerging approach for disease treatment and
prevention that takes into account individual variability in genes, environment and
lifestyle.” She noted that precision innovations will also include changes in agriculture
and livestock farming. Imhof informed lawmakers about the North Carolina Precision
Health Collaborative that includes academic institutions and companies across the
State.
Also during the meeting, NCBIO President Sam Taylor reviewed Caucus visits to life
science facilities during the interim between the 2017 and 2018 sessions of the
Assembly. Each tour updated legislators on important enclaves of life science activity,
including RTP, Greenville, Winston Salem, and Kannapolis. “The tours gave Caucus
members a good view of the industry across North Carolina," said Taylor.
Back to top.

NCBIO Life Science Forum – Lab Space in North Carolina
Join an engaging conversation on July 10 to learn more about incentives available to
companies requiring or expanding lab space and best practices to find and secure space
in North Carolina. The NCBIO Luncheon and Forum is from 11:30 am – 1:30 pm at the
North Carolina Biotechnology Center. Featured panelists include:
Matthew Cooke, Principal, Corporate Advisory Services Division, Davis
Moore
Justin Parker, Senior Director, Development, Wexford Science &
Technology
Andy Schwab, President, First Flight Venture Center
Neill Sherron, Director, Leasing, Longfellow Real Estate Partners
Doug Edgeton, President and Chief Executive Officer, at the North Carolina
Biotechnology Center will facilitate the conversation.
For more information and to register, contact Amber Niebauer. Thanks to our sponsors
for this event; Davis Moore, Longfellow Real Estate Partners and Wexford Science and
Technology.
Back to top.

BIO 2018 Hosted Range of Events
More than 18,200 U.S. and international attendees – the most in the last 10 years –
participated in BIO 2018. During the four-day event 46,916 partnering meetings were

held setting a new Guinness World Record for “The Largest Business Partnering Event”!

North Carolina Governor Roy Cooper participated in the North Carolina reception, a
dinner, and a panel and toured exhibits by North Carolina companies during his two
days at BIO 2018. At the reception, Governor Cooper talked about North Carolina as a
leader in the industry because of the strong universities, the workforce and efforts by
the NC Biotechnology Center to help attract industry. During a panel with two other
governors, The BIO/TEConomy Biosciences Jobs Report & Governors Panel, Governor
Cooper noted that talent continues to be the critical component to success of
companies and communities.
The report released during the Governors’ panel shows that the U.S. bioscience
industry has reached $2 trillion in annual economic impact while maintaining
accelerated venture capital investment and job growth numbers. Among U.S.
technology sectors, the bioscience industry has held a leading position as an economic
driver and job generator.
The report, Investment, Innovation and Job Creation in a Growing U.S. Bioscience
Industry 2018, finds U.S. bioscience firms directly employ 1.74 million people, a figure
that includes more than 273,000 high-paying jobs created since 2001. The average
annual wage for a U.S. bioscience worker reached $98,961 in 2016. These earnings are
more than $45,000 greater, on average, than the overall U.S. private sector wage. The
report further shows that since 2014, the bioscience industry has grown by 4.4 percent
with four of its five major subsectors contributing to this overall job gain. More
A breakout of growth in the states is included as part of the report. Regarding North
Carolina, the report states, North Carolina’s bioscience industry is large, growing, and
highly specialized in its overall employment concentration. In 2016, state bioscience
firms employed more than 75,000 in 3,843 individual business establishments. More
As a part of the Personalized Medicine & Diagnostics focus area at BIO, the North
Carolina Precision Health Collaborative brought together a collection of panelists to
provide insights and share experiences on “Collaborative Models for Advancing Precision
Health.” Discussion ranged from the National Institute of Health’s All of Us Research
Program – a historic effort to gather data from one million or more people living in the
United States to accelerate research and improve health – to university-based and
industry-led research and implementation of precision health technology and practices.
A voice for the commercial payer community echoed their commitment to be a part of
the process of evidence-creation for the ways precision health improves health and
economic outcomes. All panelists confirmed that continuing dialogue inclusive of the
multidisciplinary voices in the precision health ecosystem will pave the way for the
most effective and responsible advancement of the field.
Rich West, CEO of Baebies, Inc. participated in the panel Newborn Screening: Ensuring
All Babies Live Their Healthiest Lives with participants from Global Genes, Genome
Medical, Audentes and the Ryan Foundation. Worldwide, there are currently 70 newborn
genetic tests available with an average of 45 tests performed per state in the U.S.
Although the US federal government recommends the addition of newborn screening
tests, each state sets its own testing regimen. The panel proposed that Federal
recommendations be mandated on a state level for increased and more consistent
testing across the U.S. Currently, newborn screening, combined with the expanding
availability of rare disease therapies, has been key to the effective treatment of these
babies.

Also during the Convention, Sumani Nunna, a senior at the North Carolina School of
Science and Mathematics in Durham, was one of the 15 finalists for the International
BioGENEius Challenge, a major science competition for high school students. Nunna,
North Carolina’s lone finalist among entrants from around the U.S., Canada and
Germany, lives in Concord. More
Don’t miss out on next year’s event. Hold June 3-6, 2019 for BIO 2019 in
Philadelphia.
Back to top.

Checking “Business Fitness” – Topic of BMF Meeting

John Wagner talks with Conrad Heilman and Rob Fromuth
FDA enforcement actions are on the rise, Conrad Heilman and Rob Fromuth of Business
Fitness, Inc. told the NCBIO Biotech Manufacturers members at the June meeting.
Heilman and Fromuth discussed the importance of being proactive instead of reactive –
“getting a business check-up and taking action now to avoid serious consequences
down the road.”
Fromuth said there are key components to review for successful transformations of
companies:
Culture/leadership
Compliance metrics
Productivity measures
Cost model
Change management
Heilman noted that when “decisions or lack of decisions reach the tipping point, there
are material consequences,” and to take action before companies encounter regulatory
compliance issues such as:
Identify potential tipping points
Define actions to reduce or eliminate tipping points and unwanted
material consequences
Value: Measure (ROI) and embrace decision-making process to prioritize
A key question to consider in making decisions about compliance issues, “What would
‘material consequences’ mean to your company (or companies like yours)?”
For more information about the meeting, contact BMF Program manager, John Wagner,
or Brenda Summers.
Back to top.

Biomedical Engineering Department Takes $25,000 Grand
Prize

NCEES (National Council of Examiners for Engineering and Surveying®) announced
that North Carolina State University is the grand prize winner of the 2018 NCEES
Engineering Education Award. The university received the award for a project
completed by the UNC/NCSU Joint Department of Biomedical Engineering. The award
jury met June 5 in Clemson, South Carolina to select the $25,000 grand prize winner.
More
Back to top.

At the National Level
FDA Releases Guidance on Drug and Medical Device Communications with
Payors
FDA Commissioner Scott Gottlieb has released a document providing the industry with
“Drug and Device Manufacturer Communications With Payors, Formulary Committees,
and Similar Entities–Questions and Answers”. This guidance provides answers to
common questions regarding the communication of health care economic information
(d) about approved prescription drugs and approved or cleared medical devices by
medical product manufacturers, packers, distributers, and their representatives (firms)
to payors, formulary committees, or other similar entities with knowledge and expertise
in the area of health care economic analysis (collectively referred to as payors).
Commissioner Gottlieb stated in a release, “We’re living in a time of unparalleled
scientific advancement. Innovative medical treatments continue to be developed at an
astonishing pace and are delivering increasingly targeted and meaningful benefits. More
patients have more opportunities to benefit their health. But to realize the potential of
these scientific advances, American patients must be able to gain access to these
innovations. That means they must be able to afford the resulting medicines. And the
rising list prices of drugs can create an obstacle to access. This is especially true for
patients who find themselves underinsured or uninsured for medicines.” More
AdvaMed President and CEO Scott Whitaker released a statement on FDA's release of
final guidance on medical device communications. "AdvaMed commends FDA's recently
issued final guidance on communications between medical technology companies and
payers. We have long supported medical device communications that are truthful,
accurate, scientifically sound and support the overall public health. The guidances
released support these goals by providing much needed clarity regarding the
appropriate sharing of medical device information with payers and other health care
entities. We believe such communications are critical to support continued advances in
medical technology and high quality, optimal care for patients."
MedTech Innovator Finals Return to The MedTech Conference
The MedTech Conference will again be host to the grand finals of the MedTech Innovator
competition when the conference meets in Philadelphia on September 24-26. The finals
of the competition, where four medtech startups vie for more than $500,000 in cash
prizes, scholarships, and in-kind services, is one of the highlights of The MedTech
Conference powered by AdvaMed, and the culmination of an intense four-month
program organized by MedTech Innovator, the leading nonprofit startup accelerator in
the medical technology industry.
Back to top.

Member News
To be included in Member News, send information about your organization to Brenda
Summers bsummers@ncbioscience.net
Biogen has appointed Daniel Karp as Executive Vice President, Corporate Development.
Karp will lead the newly created Corporate Development function, which will include
corporate and business development and corporate strategy. He will be a member of
the Executive Committee and report directly to Michel Vounatsos, Biogen’s Chief
Executive Officer. More

Chiesi USA (key-A-zee) and the Italian biotech Holostem Terapie Avanzate S.r.l.,
announced that the FDA has granted orphan drug designation to an investigational
product, GPLSCD01, ex-vivo expanded autologous human corneal epithelial cells
containing stem cells, for the treatment of limbal stem cell deficiency (LSCD). More
Chimerix announced that the FDA has granted Orphan Drug Designation for
brincidofovir for the treatment of smallpox. More Chimerix also announced results from
preclinical studies supporting further evaluation of CMX521, the first direct-acting
antiviral specifically for the treatment and prevention of norovirus. More
Cook Medical announced a letter of intent was signed with the Whitaker Park
Development Authority Inc. to acquire a long-standing facility at Winston-Salem’s
Whitaker Park. A portion of the R.J. Reynolds building will transform into a modern,
world-class medical device manufacturing facility. “To turn part of the R.J. Reynolds
building into a life-saving and life-changing medical device manufacturing facility is an
exciting transformation,” said Barry Slowey, president of Cook Medical’s Winston-Salem
facility. “We’re proud to reinvest in the community, the history and the local economy.”
More
Roche and Foundation Medicine, Inc. announced they have entered into a definitive
merger agreement for Roche to acquire the outstanding shares of FMI's common stock
not already owned by Roche and its affiliates at a price of US$ 137.00 per share in
cash. More
G1 Therapeutics, Inc. announced that Cynthia Schwalm and Willie Deese have been
appointed to its board of directors, effective June 7. More G1 Therapeutics announced
that preliminary data from its Phase 1b/2a clinical trial of G1T38 in combination with
Faslodex® (fulvestrant) showed promising safety, tolerability and efficacy when G1T38
was dosed continuously as a treatment for people with estrogen receptor-positive,
HER2-negative (ER+, HER2-) breast cancer. More
Glenmark Pharmaceuticals announced that the FDA provided its first supplemental
Abbreviated New Drug Application (sANDA) approval for the company’s manufacturing
facility in Monroe, North Carolina. The approval covers: Atovaquone and Proguanil
Hydrochloride Tablets, 250 MG/100 MG and 62.5 MG/25 MG, a generic version of
GlaxoSmithKline’s Malarone® (atovaquone and proguanil hydrochloride) Tablets. More
GORE STA-PURE Flexible Freeze Containers, the newest innovation from Gore
PharmBIO Products, are designed to address the vulnerabilities associated with
traditional polymer-film-based disposable storage bags like frozen durability and
concerns over extractables and leachables. This next generation of single-use frozen
storage containers have been engineered to our highest standards and are purposebuilt for cold chain handling, storage and transport of bulk drug substances, after
freezing at -86◦C. Even through five successive freeze-thaw cycles and multiple impact
and flex tests, they remained strong and didn’t crack, rip or rupture. Plus, they are
constructed with Gore’s proprietary high-purity, biocompatible fluoropolymer composite
film, which offers a low extractables profile. More
Humacyte announced that Jeffrey Lawson MD, PhD has been appointed President and
Chief Executive Officer. Carrie S. Cox has assumed the role of Executive Chairman. Dr.
Lawson, an innovator, scientist and vascular surgeon, has been involved in the
development of Humacyte’s vascular technologies, in collaboration with his career-long
research partner and Humacyte founder Dr. Laura Niklason, over the past 20
years. More
Merz North America announced the appointment of Alana Sine to Chief Financial Officer
(CFO), Merz North America. Sine has served as interim CFO since March 2018. “Our
exhaustive global search for a chief financial officer who can help us continue our rapid
growth led us right back to Raleigh,” said Bob Rhatigan, CEO of Merz North America.
“Alana has a unique combination of deep industry experience and strong finance
credentials.” More
Metabolon, Inc., the global leader in metabolomics, today announced that John Ryals,
PhD, has retired as its President and Chief Executive Officer, but will remain on the
company's board of directors. Rohan F. Hastie, PhD, previously Chief Business Officer at
Metabolon, has been promoted to the role of President and Chief Executive Officer.
More

The National Center for the Biotechnology Workforce at Forsyth Tech is again hosting
the Biosciences Industry Fellowship Program (BIFP). The BIFP is sponsored by an NSF
Award and is in its fifth year. This is a three-week observational fellowship program
where selected instructors reside in Winston – Salem in the month of June. During their
stay, they visit NC Biosciences industrial facilities, community colleges and university
labs and research parks. Students are visiting Pfizer, Biogen, Novozymes and other
facilities.
Pharmaceutical Product Development, LLC (PPD) and NeoGenomics Laboratories, Inc.,
a leading provider of cancer-focused genetic testing services, are forming a strategic
alliance to provide a seamless and fully integrated global pathology and molecular
testing solution to PPD’s pharmaceutical and biotech clients. More
Lisa Rushton has joined Womble Bond Dickinson’s Raleigh office as a Partner. A
Chambers USA ranked, veteran environmental transactions lawyer, Rushton guides
corporate clients, including multinational and global corporations, real estate
developers, financial institutions, energy developers and providers and investment
funds through environmental regulatory challenges in complex commercial
transactions. 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 members can find out more about ShareVault, which offers secure, cloud-based
document sharing solutions, also known as virtual data rooms, that are frequently used
by organizations of all types to securely share highly confidential documents with
outside parties. In contrast to consumer-grade file sharing services, ShareVault allows
organizations to easily share documents with third parties, while monitoring access and
maintaining control. Many features focus on life science companies specifically and can
be tailored for company needs. More
Back to top.
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