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SBIR funding, additional funding for the North Carolina Biotechnology Center, franchise
tax relief for small R&D companies, and other items will be on the NCBIO Legislative

Lilly

Agenda for the 2018 General Assembly. The Assembly will convene just a week after
the primary elections May 8th. Lawmakers are expected keep this year’s session short
to prepare for a host of contested races in the coming fall elections.
NCBIO will be seeking restoration of SBIR/STTR funding, which was not included in the
budget approved by lawmakers last year. “Many NCBIO members have told us that this
funding is very important for the emerging companies,” stated NCBIO President Sam
Taylor. “We’ll also be looking for a way to provide some relief from the State’s franchise
tax, which is problematic for publicly traded pre-revenue companies.”
The North Carolina Biotechnology Center is expected to seek additional funding for its
operations – an effort that NCBIO will also support. In addition, NCBIO will ask
legislators to approve another $2M for North Carolina’s participation in the National
Institute for Innovation in Manufacturing of BioPharmaceuticals (NIIMBL).

Novartis

Pfizer
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Tax on Research and Development Equipment Ends July 1

We Work For Health

Sales and purchases of research and development equipment and other qualifying mill
machinery, mill machinery parts or accessories will no longer be subject to the one
percent (1%) State privilege tax after June 30, 2018.
A final Form E-500J, Machinery and Equipment Tax Return, should be filed for the
month or quarter ending June 30, 2018, depending on the existing filing frequency for
the account number. The NC Department of Revenue will programmatically close all
active accounts for payers of the tax as of June 30, 2018 in its system.
A taxpayer who discovers it made an overpayment of the 1% privilege tax for a period
ending on or before June 30, 2018, may file Form E-588J, Claim for Refund Certain
Machinery and Equipment Tax, subject to the statute of limitations, to request a refund
of the overpayment of tax. Contact the Department of Revenue for more information or
talk with company legal counsel.

NCBIO Supporting
Members
Cook Medical
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The Digital Health Intersection – NCBIO Forum May 9th

GSK

Find out about the intersection of digital health, medical devices, drug development,
and drug delivery at the NCBIO Life Science Luncheon and Forum May 9th at the NC
Biotechnology Center, 11:30 am – 1:30 pm. Panelists are:
Mircea Despa,Senior Manager, Digital Health, BD Technologies
Erica Jackson,Partner, K&L Gates (moderator)
Adam Roth,Director and Head of Operations & Business
Development, Galvani Bioelectronics
Don Turner, Global Head of Commercialization, IBM Watson Health;
Chairman, Digital Health Impact & Transformation (DHIT)
Thanks to EFL Associates, Marsh & McLennan Agency, and PwC for sponsoring this
event. For more information about the program, contact Amber Niebauer,
aniebauer@ncbioscience.net.
Back to top.

Legislative Reception - June 12

Merck

VWR

Join more than 200 life science representatives and legislators for the annual NCBIO
Legislative Reception. The event is at the NC Museum of History, June 12, 5:30-7:30
pm. You will be receiving advisories that provide registration links for the event.
The Reception features a slide show of some companies located across North Carolina
along with food from Caffé Luna and networking opportunities.
Thanks to the companies that are already sponsoring the event;
AbbVie, Astellas, Bayer, Biogen, Grifols, Lilly, PhRMA, and Syngenta. If your company
would like to sponsor the reception, contact Laura Gunter, lgunter@ncbioscience.net.
For more information about the event, contact Amber Niebauer,
aniebauer@ncbioscience.net.
Back to top.

Workforce Center Renovation in Johnston County

Leaders from government, education, economic development and the biotechnology
industry gathered in Clayton April 25th to mark the “sheetrock breaking” on a $1.3
million renovation to the Johnston County Workforce Center. Upgrades will support the
skills needs of Grifols and Novo Nordisk.
“Together, we are creating a modern simulated bio-manufacturing area that has some
of the latest equipment and technologies for students,” said Chad Henry, corporate vice
president at Novo Nordisk.
Sergi Roura, President, Facilities North America, Grifols Shared Services N.A., discussed
the importance of attracting skilled employees as the company expands and the need
for training facilities like the Workforce Center, which provides new career opportunities
to North Carolinians and beyond.
Renovations, which should be complete by early September, will accommodate more
hands-on lab training and simulation opportunities in settings that mirror biomanufacturing work stations at Grifols and Novo Nordisk.
Back to top.

BIO Convention in Boston June 4-7

Robin Roberts of ABC TV will deliver a keynote address at the
2018 BIO International Convention in Boston, June 4-7.
Celebrating its 25-year anniversary, BIO will host the event
expected to attract more than 16,000 attendees and 1,800
exhibitors from 74 countries.
This year’s Convention will celebrate the breakthrough
innovations that have shaped the past 25 years and the
companies, academic centers and investors that continue to
advance cutting-edge science and solutions to the world’s
toughest challenges. Registration is open for the event. BIO
2018 will offer discussions by top thought leaders from:
Bill and Melinda Gates Foundation – Dr. Penny Heaton and Dr. Susan
Desmond-Hellmann
Food and Drug Administration – Dr. Scott Gottlieb
Novartis – Dr. Jay Bradner
Merck – Kevin Ali, Dr. Christine Brennan, Dr. Julie Gerberding and Michael
Nally
Sanofi – Dr. Heather Bell, Dr. Justin Huddleson, Dr. Adam Keeney and
Stephen Meunier
Kraft Group and New England Patriots President – Jonathan Kraft
Click for more information on BIO 2018.
Back to top.

NC Reception at BIO
The North Carolina Biotechnology Center invites you to attend the North Carolina
reception at the 2018 BIO International Convention in Boston.
Join N.C. Secretary of Commerce Tony Copeland, executive leaders from North
Carolina’s thriving life science community and NCBiotech’s leadership team at Boston’s
New England Aquarium on June 5.
We would like to include you and a few of your business contacts on the invitation list.
Please contact Robin Deacle, robin_deacle@ncbiotech.org, at the Biotechnology Center
for additional information.
This event is presented in partnership with NCBIO, the Economic Development
Partnership of North Carolina, and the North Carolina Department of Commerce.
Back to top.

New Members

Jason Zhou (Zymeron - approved in February), Jim Bishop (Roivant Sciences),
Deborah Bitterfield (Lindy Biosciences), and Bill Symonds (Roivant Sciences)

The NCBIO Board of Directors welcomed six new members at the April Board meeting.
They are:
Alera Labs is a contract research organization (CRO) providing analytical
and pre-formulation support to pharmaceutical, biotech and medical
device companies.
ARANZ Medical Ltd. is an innovator of medical solutions, specializing in
3D scanning applications that transform clinical processes in wound care
and orthotics/prosthetics.
Lindy Biosciences is a development-stage protein therapeutic
formulations company. The core technology produces spherical, dense,
stable particles of a therapeutic protein. These protein particles are ideal
for long-term storage, or for non-standard formulations such as
suspension formulations (for high-concentration delivery of antibodies),
encapsulation (for sustained/controlled release), or dry powder
pulmonary delivery.
Locus Biosciences is an emerging biotechnology company focused on the
discovery and development of a next generation CRISPR-Cas platform for
Program Cell death.
MIG USA is a privately-owned holding company headquartered in High
Point, with a regional office in Ramallah, Palestine. MIG USA manages a
wide range of investments, spanning across many disciplines including
education, healthcare, trade, energy, agriculture, construction, real
estate, entertainment and other sectors.
Roivant Sciences is a global biopharmaceutical company focused on
reducing the time and cost of the drug development process to improve
the lives of patients and their families. Roivant is the parent of a growing
family of companies focused on diverse areas including women’s health,
rare diseases, neurology, cardiometabolic diseases, urology, dermatology,
RNA therapeutics, and healthcare data analytics.
Back to top.

At the National Level

Sam Taylor and NCBIO Fly-In Team present award to Senator Richard Burr
BIO Legislative Fly-In April 17-18
NCBIO’s Sam Taylor, Laura Gunter and NCBIO members presented Senator Richard
Burr (R-NC) with BIO’s Innovation in Biotechnology Award at the 2018 BIO Legislative
Day Fly-In. Senator Thom Tillis (R-NC) and Representative George Holding (R2nd District) were also recognized for their work life science policymaking.
NCBIO members met with Representatives or staff from fourteen of North Carolina’s
fifteen Congressional Delegation offices to discuss various BIO priorities, particularly
around intellectual property, Medicare 340B and Parts B and D, Biodefense funding,
creating a predictable marketplace for agricultural products, preserving the Renewable
Fuels Standard, and reauthorization of the Farm Bill.
NCBIO President Sam Taylor stated, “We had productive discussions with the delegation

and are grateful for their support of the life science industry in North Carolina. Having
these face-to-face conversations also fosters our ability to seek support when important
issues come before Congress.”
Congress Cuts Medicare Part D Plan Liability, Demands More Money from Drug
Makers
Federal budget legislation passed earlier this year has wrecked the delicate balance of
interests behind Medicare Part D drug plans and set the stage for higher drug costs for
seniors. The new law, enacted in February of this year, includes a provision that
increases brand pharmaceutical companies rebates for drugs purchased by seniors in
the so-called Medicare Part D “doughnut hole” from 50% to 70%. The change
effectively reduces the “doughnut hole” contribution of insurers offering Part D
coverage to 5%. Seniors will pay the remaining 25% -- five times the amount paid by
insurers. Independent analysts have reported that the new benefit structure leaves
insurers responsible for only 40% of the risk associated with Part D benefit plans. North
Carolina Senators Richard Burr and Thom Tillis oppose the change.
Since its inception in 2006, Medicare Part D has helped millions of Americans gain
access to affordable prescription drug coverage. The Part D is rare among government
programs, in that it has consistently come in under budget projections. Until the
February changes, the program’s competitive market structure could be counted on to
keep drug prices and premiums low and provide patients with access to a wide range of
treatment options. With insurers now bearing so little of risk and cost of the program,
their incentive to negotiate aggressively with pharmaceutical manufacturers is largely
minimized. The benefits of private sector negotiations, which have been the centerpiece
of Part D, are greatly reduced. Even CMS, the government’s chief watchdog of health
care cost, has expressed concern about the new Part D paradigm.
NCBIO has urged our Congressional delegation to work with other members of
Congress to fix the newly enacted, Part D legislation. We remain hopeful that the price
controlling strengths of Part D can be restored.
“Let’s Talk About Cost” Ad
The Pharmaceutical Research and Manufacturers of America (PhRMA) unveiled new
advertisements as part of its “Let’s Talk About Cost” campaign highlighting how the use
of copay accumulator programs by insurance companies and other middlemen could
result in patients facing thousands of dollars in unexpected medical costs. These
programs, where applied, block the copay coupons biopharmaceutical companies offer
for some medicines from being applied to deductibles and out-of-pocket maximums,
which over the course of the year leads to patients paying significantly more at the
pharmacy. More
FDA Releases New Safety Action Plan on Medical Devices
FDA Commissioner Scott Gottlieb issued a statement on the FDA release of the Medical
Device Safety Action Plan: Protecting Patients, Promoting Public Health. “This new
Action Plan outlines our vision for how the FDA can continue to enhance our programs
and processes to assure the safety of medical devices. Our aim is to make sure that the
new advances in technology that are enabling better capabilities and benefits are also
harnessed to bring added assurances of safety, so that more patients can benefit from
new devices and address unmet needs.” More
AdvaMed President and CEO Scott Whitaker commented on FDA’s Medical Device Safety
Action Plan: “The medical technology industry is committed to patient safety, and we
take great pride in the strong safety record of the devices and diagnostics we produce
that are doing so much to save and improve the lives of millions of patients worldwide.
We agree with Commissioner Gottlieb’s remarks that ‘safety and innovation should go
hand in hand.’ While we are still reviewing the details of FDA’s Medical Device Safety
Action Plan, we stand ready to work with the agency and other stakeholders on ways to
support the continued safety and effectiveness of medical devices.” More
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Member News

To be included in Member News, send information about your organization to Brenda
Summers bsummers@ncbioscience.net
Biogen and Chiesi USA will receive Corporate Philanthropy Awards from the Triangle
Business Journal in May. The publication states that companies are recognized “who
have gone above and beyond to make a difference in the local community.”
BioLabs North Carolina held its grand opening April 18th. The facility provides office
space, co-working lab space and equipment for emerging companies. The facility is
located in The Chesterfield in downtown Durham. BioLabsNC is one of five BioLab
spaced located across the country. NCBIO Board member Ed Field is President of
BioLabsNC.
bioMérieux announced the acquisition of Astute Medical Inc., a company dedicated to
improving the diagnosis of high-risk medical conditions and diseases through the
identification and validation of protein biomarkers. In particular, Astute developed the
NEPHROCHECK® test, an FDA-cleared test for the early risk assessment of acute
kidney injuries (AKI) based on the level of two biomarkers, IGFBP-7 (Insulin-like
Growth Factor-Binding Protein-7) and TIMP-2 (Tissue Inhibitor Metalloproteinases-2).
More
Chimerix announced the appointment of Martha J. Demski as Chair of the Board of
Directors. Martha will succeed Ernest Mario, PhD, who is retiring as of the Chimerix
2018 Annual Meeting of Stockholders in June. Edward F. Greissing, Jr., Robert J. Meyer,
MD and Fred A. Middleton have joined the Company’s Board of Directors as of March
28, 2018. Directors John M. Leonard, MD and James Niedel, MD, PhD, will step down
from the Board in June. More
GlaxoSmithKline plc announced that it has reached an agreement with Novartis for the
buyout of Novartis’ 36.5% stake in their Consumer Healthcare Joint Venture for $13
billion (£9.2 billion). The Consumer Healthcare Joint Venture was formed as part of the
three-part transaction between GSK and Novartis which was approved by shareholders
in 2014. Last year, GSK’s Consumer Healthcare business reported sales of £7.8 billion
and since 2015 sales have grown 4% on a 3-year CAGR basis (2015-2017 at 2014
CER) with an overall improvement in operating margins from 11.3% in 2015 to 17.7%
in 2017. More
Grifols, S.A. announced it has donated over 25 million international units (IU) of blood
clotting factor medicines over the last year. This donation is part of Grifols’ commitment
to provide a minimum of 200M IU to the World Federation of Hemophilia (WFH)
Humanitarian Aid Program over eight years starting in 2014. An estimated 400,000
people around the world have hemophilia, yet only 25% receive adequate treatment.
More
Heat Biologics, Inc. has provided guidance on upcoming clinical milestones for HS-110
in non-small cell lung cancer (NSCLC), its ComPACT™ platform, as well its Pelican
subsidiary’s co-stimulator antibody, PTX-35. Jeff Wolf, Heat’s CEO, commented, “The
next four quarters are shaping up to be very exciting, with events that we believe will
be transformational for our company. Earlier this year we reported positive interim
results from the Phase 2 study investigating HS-110 in combination with Bristol-Myers
Squibb’s anti-PD-1 checkpoint inhibitor, nivolumab (Opdivo®), in patients with
advanced NSCLC. We observed some potentially very exciting data with this
combination that points to the opportunity to use this combined therapy in a very
underserved population of NSCLC patients.” More
The latest report from the IQVIA™ Institute for Human Data Science found spending on
all U.S. medicines increased 0.6 percent to $324 billion on a net basis due to greater
generic volume, and larger manufacturer discounts. Increasing coupon use on Medicine
spending will grow 2-5 percent after off-invoice discounts and rebates through 2022, to
an estimated $380-410 billion on a net basis. More

Mayne Pharma USA President John Ross, Mayne Pharma CEO Scott Richards, Mayne
Pharma Chairman Roger Corbett and Governor Roy Cooper
(photo by Rob Taylor, Rob Taylor Photography & Design)

Mayne Pharma Group Limited has opened its new $80-million, oral solid-dose
commercial manufacturing facility in Greenville, N.C. Custom-designed from the ground
up and under construction for two years, Mayne Pharma’s new 126,000-square-foot
facility leverages best-in-class containment design to meet or exceed the quality and
safety standards of major drug regulatory authorities. More
Metabolon, Inc. announced that the U.S. Department of Veterans Affairs (VA) has been
contracted through its alliance with AKESOgen, a leader in genomics, to perform largescale metabolomic profiling on biological samples from U.S. veterans as part of
the Million Veteran Program (MVP). Metabolon will analyze the samples using its
industry-leading Precision Metabolomics™ technology to identify biomarkers of wellness
and disease. More The company also announced that its joint metabolomics laboratory
with Zhejiang Dian Diagnostics Co., Ltd. ("DIAN"), one of China's largest chains of
independent medical laboratories, has achieved full validation in running Metabolon's
proprietary metabolomics platform. More
In a new study conducted at the North Carolina Research Campus (NCRC) and
published March 22 in PLOS ONE, banana metabolites were found to inhibit COX-2
mRNA expression, the same target as ibuprofen. “Ibuprofen is the number one drug
taken by athletes to combat inflammation,” said study author David C. Nieman, DrPH,
FACSM, director of the Appalachian State University Human Performance Laboratory on
the NC Research Campus (NCRC) and professor of health and exercise science.
“Research shows that it can cause intestinal cell damage and, in some studies, was
found to increase inflammation in athletes. Now, athletes know there is a natural
alternative – bananas and water.” More
Also at NCRC, Standard Process has opened the Standard Process Nutrition Innovation
Center. Lt. Governor Dan Forest attended the opening ceremony. The first-of-its-kind
Center is a focal point for innovation in nutritional therapy, developing new solutions for
health care professional and patients, while advancing the science of whole food
nutrition. More
Pappas Capital announced that Thomas P. "Tom" Mathers has joined the firm as a
partner. Mathers previously served as CEO of CoLucid Pharmaceuticals, a Pappas
Capital portfolio company that was acquired in early 2017 by Eli Lilly & Company for
nearly $1 billion. More
Pfizer Inc. has initiated a Phase 1b clinical trial for its mini-dystrophin gene therapy
candidate, PF-06939926, in boys with Duchenne muscular dystrophy (DMD). The first
boy received an infusion of the mini-dystrophin gene on March 22nd, administered
under the supervision of principal investigator, Edward Smith, MD, Associate Professor
of Pediatrics and Neurology at Duke University Medical Center. Screening and
enrollment of patients is expected to continue at up to four clinical research sites in the
United States. Early data from this trial are expected in the first half of 2019, once all

patients have been evaluated for one full year post-treatment. More
Acurian and Synexus –part of Accelerated Enrollment Solutions (AES), a business unit
of Pharmaceutical Product Development, LLC (PPD) have launched a comprehensive
solution for enrolling patients in clinical studies for nonalcoholic fatty liver disease
(NAFLD) and its advanced form, nonalcoholic steatohepatitis (NASH). More PPD has
expanded its GMP (good manufacturing practices) analytical laboratory in Middleton,
Wisconsin. PPD® Laboratories’ new 32,000-square-foot GMP analytical laboratory
supplements the company’s existing biologics capacity and was constructed specifically
for the stability and quality control testing of large molecule drug products. More
RTI International announced a strategic collaboration with PierianDx, to help solve the
problem of translating complex genomic data into actionable clinical insights to advance
precision medicine. The collaboration includes investment and other strategic support to
help advance PierianDx’s growth plan. More RTI also announced the launch of a new
spin-out venture company, SWIR Vision Systems Inc., to commercialize breakthrough
infrared camera technology developed at RTI for applications in the industrial machine
vision, security systems, agricultural, automotive, and other global imaging
markets. More
Syneos Health™ announced that the company is a founding member of Align Clinical
CRO. This new industry technology standards group is dedicated to making it easier for
the life sciences industry to run clinical trials with CROs to bring products to market
faster and more efficiently. More
Syngenta announced that a new insecticide active ingredient with a novel mode of
action to address resistance in the control of malaria vectors is entering the early
development phase. The new ingredient, comes from collaboration between Syngenta
and the Innovative Vector Control Consortium (IVCC) to identify and develop new lead
areas of novel chemistry suitable for the control of vector mosquitoes. More
UCB announced the acquisition of Element Genomics, a small-size biotech spin-off from
Duke University, based in Durham, North Carolina (USA). The total cost of the
transaction, including upfront and short-term success-based milestone payments, will
amount to up to USD 30 million. More The U.S. affiliate of UCB announced it is
relaunching UCB-USA.com and a blog with news on UCB in the U.S. More
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Member Benefits - New Offerings

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.
Take advantage of workwear services through UniFirst. UniFirst provides a range of
apparel from traditional uniforms and industrial/laboratory wear to protective clothing
and “corporate casual” attire. UniFirst also offers various floorcare and restroom
products. Serving over 275,000 customers throughout the United States and Canada,
UniFirst outfits more than 1.5 million people in their work clothes each business day
and offers customers rental, lease, and purchase programs to enhance their business
image at the very best value. Contact local representative, Jordan Groseclose,
336.302.3038.
Also find out more about UniClean, a division of UniFirst Corporation. It is a leading
cleanroom services provider that supplies, launders, and services the work clothing of
employees who manufacture sensitive medical, electronic, and pharmaceutical products
in “ultra-clean” production environments (cleanrooms). UniClean operates ISO 3 and
ISO 4 facilities that service the United States and Canada. Contact Jim Tilton,

jtilton@uniclean.com 877-554-4432 ext 15 for more information.
Back to top.

Calendar
To view full calendar, click.

NCBiotech Life Science Economic Development Summit
Monday Apr 30, 2018
... read more

MDMA 2018 Annual Meeting
Wednesday May 2, 2018 - Friday May 4, 2018
... read more

SEMDA 2018 MedTech Conference
Wednesday May 2, 2018 - Friday May 4, 2018
... read more

LaunchBio's "Larger Than Life Science" Monthly Networking Event
Thursday May 3, 2018
... read more

NCBIO Life Science Luncheon and Forum: The Digital Health Intersection
Wednesday May 9, 2018
... read more

NIIMBL 2018 National Meeting
Wednesday May 16, 2018 - Thursday May 17, 2018
... read more

NCRAF - The Wild Ride of Biotech: Startups, Spinouts, IPOs and Nonprofits
Wednesday May 16, 2018
... read more

Research Triangle Regional Partnership: State of the Region
Wednesday May 30, 2018
... read more
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