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Members of the Legislative Life Science Caucus toured Cook Medical and the Wake

GSK

Forest University Innovation Quarter to find out more about the development of
medical devices and innovation activities. The legislative group has been traveling to
different areas of North Carolina to get a first-hand look at the state’s life science
industry.
Life Science Co-Chair Rep. Ed Hanes welcomed lawmakers to his community at the
opening of the tour and discussed efforts by the group to find out more about getting
education involved in the industry. Co-Chair Senator Tamara Barringer talked about the
need to keep the industry and the state competitive in the global economy.
Barry Slowey, President of Cook Endoscopy, told lawmakers the company is the largest
privately owned medical device company, and he noted that the company has never
had any layoffs. Cook uses a patient centered approach, working with doctors across
the globe to develop innovative solutions for minimally invasive medical devices.
Seventy-five percent of the company’s products are made in the U.S. Lawmakers
toured the manufacturing facilities, observing how medical device products are made.
Lawmakers toured several facilities at the Wake Forest Innovation Quarter (WFIQ). Eric
Tomlinson, President of WFIQ, outlined the development of the innovation center in
downtown Winston-Salem over the past 20 years. The area now includes companies
along with departments from Wake Forest University and Wake Forest Baptist Health,
Forsyth Technical Community College and Winston-Salem State University. The land
was donated by Reynolds American. There are now 3,600 workers and 1,500 students
taking classes in the district.
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Pfizer
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NCBIO President Sam Taylor said, "We are appreciate the opportunity to introduce the
Caucus to companies across the state and also to education partners and allies who are
assisting the industry."
In addition to two of the Life Science Co-Chairs Barringer and Hanes, other legislators
participating in the tour included Senator Dan Barrett, Senator Paul A. Lowe, Jr,
Senator Joyce Krawiec, Rep. Debra Conrad, Rep. Holly Grange, Rep. Donny Lambeth,
and Rep. Evelyn Terry. A number of life science company representatives also attended
the event.
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Privacy and Data Security – Does Your Company Have a
Plan?

Sean Blake, Brandon Champion, Ted Midthun, Paulette Mara, and Adrienne Ehrhardt
Is your company prepared for a security or data breach? Plan now to ensure that you
have privacy and security protocols in place, panelists told NCBIO members at a Life
Science Forum January 31st.
“Know your data and what is most valuable to the company and then develop protocols
to protect that data,” stated Brandon Champion, Chief Information Security
Officer, Syneos Health. “Assume you will be compromised at some point, so being able
to detect and ready to react should be part of the plan for your company.”

Merck

Adrienne Ehrhardt, Practice Group Chair, Privacy & Data Security, Michael Best &
Friedrich LLP, noted there are multiple regulators for data of life science companies
from federal agencies to Attorneys General. She noted that “constant issues arise,” and
she reviewed some federal court cases on the privacy breaches.
“Are you ready for EU General Data Protection Regulation (GDPR),” asked Paulette
Mara, Partner, Michael Best & Friedrich LLP. The compliance date for the regulation is
May 25, 2018. She outlined who needs to comply and other key provisions, including
consent, Data Protection Officer, privacy by design and by default requirements, data
subject rights, cross-border transfers, and fines and penalties.
Ted Midthun, Associate Director of IT, FUJIFILM Diosynth Biotechnologies, says
employees need to be trained about data security, particularly making sure there are
backups of your data and that laptops and portable media are encrypted in case the
user makes a mistake or the laptop is stolen. “It’s also important to be flexible, creative
and stay current. You may need to stop using certain things.”
Sean Blake, Director, Information Services, BioCryst Pharmaceuticals, served as
moderator for the forum.

Lisa Mueller (Michael Best & Friedrich), Forrest Doane and
John Venable (Donnelley Financial)
Thanks to our sponsors for this event – Donnelley Financial Solutions and Michael Best
& Friedrich LLP.
Back to top.

Life Science Innovation Focus of Bold Breakthroughs
Summit

Michael Montello, Brian Johns, Alicia Diggs, Doug Edgeton and Sam Taylor

Local researchers, patient advocates, community leaders and experts from the state’s
biopharmaceutical industry gathered for a public policy forum to discuss medical
breakthroughs and biotechnology research. The panel discussion focused on medical
innovation, particularly through the lens of HIV/AIDS research, advances in clinical
trials and the ways in which North Carolina is a national leader for biotech research.
“North Carolina is a global life science leader in developing, testing and manufacturing
therapies that help improve lives,” said Doug Edgeton, President and CEO of the North
Carolina Biotechnology Center. He outlined the growth of the industry in the state and
in HIV/AIDS and cancer research. “Each treatment evolution pushed the boundaries.
Now we have new areas like gene therapy and precision medicine.”
“Across the pharmaceutical industry, we have some of the best minds working on
every disease you can imagine,” said Dr. Brian Johns, Vice President of HIV Research at
GlaxoSmithKline. “When it comes to HIV/AIDS, advances are allowing us to tackle
areas of the disease we never thought possible when the epidemic began. If our
research can reduce the burden of HIV/AIDS and help return patients’ lives to normal,
we have succeeded.” Dr. Johns’ work led to the discovery of Tivicay (dolutegravir), a
breakthrough treatment now being used worldwide to help treat individuals with HIV.
Alicia Diggs, patient advocate with the North Carolina AIDS Action Network, discussed
the impact HIV treatments have had in improving the lives of patients and the
importance of building relationships with patients to ensure they take medications.
Michael Montello, Vice President, Global Head of R&D Solutions Information Technology,
IQVIA, talked about the importance of leveraging data and science to find the right
protocols for patients. “The data that’s been collected over the last 20 years helps
make better decisions for the patients.”
NCBIO President Sam Taylor served as moderator for the event, that was hosted by
#GOBOLDLY, PhRMA and Business North Carolina.
Back to top.

Report Shows Growth in NC Life Science Sector
The national Life Science Sector “has been a steady
generator of increased output, higher employment, and
rising wages for the U.S. economy,” according to a report
released by the Information and Technology Innovation
Foundation.
North Carolina and four other states are highlighted.
“This report uses a sample of five states with lifesciences-promotion policies (Colorado, Indiana, New
Jersey, North Carolina, and Washington) to examine the
important economic role of the life-sciences sector and
the proper goals of state policies.”
Looking at employment, the report noted, “Employment
in North Carolina grew the fastest, at 46 percent, or over
12,900 jobs…For medical devices, North Carolina again grew the fastest with a gain of
81 percent, or 3,700 jobs.” Click to get more on the report.
Back to top.

74% of Companies in Triangle Survey Expect to Grow in
Next Three Years
Eighty-five percent of the life science companies participating in the Triangle Talent:
Understanding the Skills Gap expect to grow in the next three years. The survey
conducted by RTI covers companies in 15 counties and 10 different industry sectors,
with 75% of the companies planning to add jobs. Employers who responded to the
survey expect to add as many as 37,000 new jobs over the next three years.
Click here to download presentation from the event.
Quality assurance/quality control professionals, project managers, technicians, research

associates/scientists and engineers are the positions that will have the most openings
in the next three years in the life sciences sector. Companies participating in the survey
were satisfied with the workforce overall.
RTI partnered with Wake County Economic Development, Capital Area Workforce
Development and the City of Raleigh and 50 other organizations including NCBIO to
develop and share the survey. To find out more, go to Raleigh-wake.org/talent.
Back to top.

NCATS' Funding Opportunities
Did you miss the National Institutes of Health’s National Center for Advancing
Translational Sciences (NCATS) webinar hosted by NCBIO in January? If you missed the
webinar, Securing SBIR & STTR Funding: Support for Entrepreneurs and Researchers in
Biotech, click to see the presentation.
Don’t forget to visit NCATS’ Small Business Opportunities page or fact sheet to learn
more about the Center’s topics of interest and program eligibility. And, connect with
NCATS online! Like NCATS on Facebook and follow the Center on Twitter. Use
#NCATSsbir and join the online conversation. There are a number of funding
opportunities available – and although some had January deadlines, others are open
until April 5th.
If you have any questions about the NCATS SBIR and STTR programs or other Center
resources relevant to your organization, please contact NCATSSBIRSTTR@mail.nih.gov to discuss SBIR and STTR project ideas that your organization
may be considering.
Back to top.

NC Pharmaceutical Service Network Opens in Greenville
The hands-on-training program at East Carolina University and Pitt Community College
officially opened January 31st in Greenville. The facilities offer oral solid dose
manufacturing training. The Legislative Life Science Caucus took a tour of the facility in
October. More
Back to top.

Register Now for CED Life Science Conference
There’s still time to sign up for the twentyseventh annual CED Life Science Conference
2018, to be held February 27-28 in Raleigh.
NCBIO and the North Carolina Biotechnology
Center are partners for the event. Drop by the
NCBIO exhibit table to talk with staff.
Max Wallace will be presented with the Life
Science Leadership Award at the 27th
annual conference during the Closing Lunch on
February 28, which will be open to all registered attendees of the conference. More
Entrepreneurs from 28 companies will showcase their companies. Conference attendees
also will have the opportunity for in-person networking with these emerging
entrepreneurs in the Innovation Room, which will exhibit at least 20 additional
companies.
The Wallace H. Coulter Foundation and Duke University also will host the 2018 Coulter
Investment Forum to spotlight life science companies representing a dozen top-tier
universities from across the U.S. The Coulter Investment Forum will feature
presentations from 20 companies, all from the participating universities.
To learn more about the conference and register, click. NCBIO Members also get a

discount, email aniebauer@ncbioscience.net for the code.
Back to top.

NC Ag Biotech Summit 2018, February 20-21
Soil health was the focus of the 2018 Ag Biotech Summit February 20-21. The North
Carolina Biotechnology Center (NCBiotech), in partnership with the Soil Health
Institute, hosted the event.
NCBiotech's Bill Bullock discussed the Center's role as a catalyst for transformation and
how soil health is transformative in plant, animal and human health. Keynote speaker
Dr. Sally Rockey with the Foundation for Food and Agricultural Research stated,
"humans closet relationship with Earth is through agriculture" and that the science
behind agriculture is blossoming. Steven Shafer with the Soil Health Institute discussed
how agriculture and changing climate are inextricably linked.
Dr. Elizabeth Stulberg with the Alliance of Crop, Soil and Environmental Science
Societies moderated a panel that focused on the impacts of plant production and
health. Panelists from NC A&T University, Agrinos and Trace Genomics defined soil
health as the ability of land to produce healthy and nutritious crops year after year.
Dr. Naomi Fukagawa and representatives from Dickinson State University, NC State
University and NC A&T University discussed the impacts on animal and human health.
They noted that we have created a canyon between ag production and public health,
and that bridging the two is a challenge.
The two-day event focused on emerging technologies presentations, government
responsibility and the future of soil health.
Back to top.

New NC State STEM Initiatives
NC State College of Agriculture & Life Sciences has announced several ScienceTechnology-Engineering-Mathematics Education (STEM Ed) initiatives!
Find out more on February 28 at the North Carolina Biotechnology Center from 8:30 –
noon during discussions on the Interdisciplinary Biochemistry Masters Program,
the Foundation for Food and Agricultural Research Fellows and K-12 outreach initiatives.
This forum is primarily directed towards industry representatives with an interest in
STEM Education at all levels.
If you are not able to join in person, you can attend virtually, through WebEx. Please
RSVP through the link, and indicate if you will join in person or electronically. For more
information, contact Deborah Thompson, 919.515.9720 (office) or
deborah_thompson@ncsu.edu.
Back to top.

Shaba Jones Joins NCBIO Staff

NCBIO welcomes Shaba Jones as our new Executive Assistant. Shaba assists with the
day-to-day activities of NCBIO including overseeing database management, invoicing,
and working with staff on a variety of projects including Board activities. You can reach
Shaba at 919-281-8960 or ncbioadmin@ncbioscience.net.
Back to top.

At the National Level
Changes in Medicare Part D
The budget compromise approved by Congress in early February will make changes in
the Medicare Part D prescription drug program. According to PhRMA, the legislation
would alter the structure of the Part D program by reducing the financial incentives for
insurance companies needed to keep program costs down and, therefore, undermine
the whole purpose of having private sector delivery of program benefits. (For
Background on Medicare Part D)
Pharmaceutical Research and Manufacturers of America (PhRMA) President and CEO
Stephen J. Ubl stated, “Our industry has long supported efforts to make prescription
drug coverage more affordable for Medicare Part D beneficiaries. Rather than
prioritizing to lower seniors’ out-of-pocket costs, this proposal provides a massive
bailout for insurance companies and undermines their incentive to reduce Part D costs,
an incentive that has worked well for more than a decade.” More
BIO President and CEO Jim Greenwood said, “It is regrettable that such sweeping
changes to the successful Medicare Part D program would be considered with so little
opportunity for public input or examination of the potential impact on beneficiaries and
future biopharmaceutical innovation.” More
US Now 12th in Ranking of International Patent System Strength
“This year’s International IP Index from The Global IP Center reveals deeply concerning
facts about America’s steady decline as an innovation-supporting economy,” stated BIO
President & CEO Jim Greenwood. “While most of the world’s top economies continue to
make the advances to intellectual property rights that fuel innovation ecosystems, the
United States continues to slide backwards.”
Greenwood added, “The Index’s authors chiefly blame effects related to the 2011
America Invents Act (AIA) that created an unbalanced patent challenge system that
adds substantial costs and uncertainty for innovators, who are forced to repeatedly
fend off abusive attacks on previously-approved patents within the U.S. Patent and
Trademark Office’s (PTO) review system.” More
U.S. House Extends Regulatory Relief
The U.S. House of Representatives passed with strong bipartisan support a bill that
extends critical regulatory relief for small biotech companies. In 2012, Congress passed
and President Obama signed into law the JOBS Act. The law provided small, prerevenue companies a temporary exemption from the financial reporting requirements
outlined in Sec. 404 of Sarbanes-Oxley.
Since the law was enacted, more than 250 private biotech companies have pursued an

initial public offering or IPO. While the law has been a tremendous success, the
exemption lasted just five years, even though most biotech companies remain prerevenue for more than a decade.
Fortunately, Reps. Krysten Sinema (D-AZ) and Trey Hollingsworth (R-IN) came forward
with a solution. They introduced the Fostering Innovation Act, which extends the Sec.
404 reporting exemption for an additional five years. BIO is pleased to report that this
proposal was included in a separate bill that passed the House yesterday with strong
support from members on both sides of the aisle.
Information to Use
BIO has a new infograph on the Biotechnology Ecosystem that provides useful
information on drug value and pricing. The organization has also released a report on
the State of Innovation for Pain and Addiction Therapeutics.
AdvaMed has released a document highlighting the impact medtech can have and is
having in combating the opioid crisis.
Personalized Medicine at FDA: 2017 Progress Report, a new analysis from the
Personalized Medicine Coalition, shows that 2017 was a record year for personalized
medicine approvals.
Back to top.

Member News
To be included in Member News, send information about your organization to Brenda
Summers bsummers@ncbioscience.net
Aerie Pharmaceuticals, Inc. has commenced a registered underwritten public offering
of $75 million of shares of its common stock. More
Avista Pharma Solutions, Inc. (“Avista Pharma”) announced that it has completed the
acquisition of Solid Form Solutions, Ltd. located in Edinburgh, Scotland. Solid Form
Solutions is a leading provider of solid state chemistry and crystallization development
services for clients in the pharmaceutical industry. The addition of Solid Form Solutions
further expands Avista Pharma’s existing solid phase chemistry services and provides
both companies’ customers seamless access to a full suite of drug development
services ranging from analytical development to API and drug product manufacturing.
More
Bioventus has entered into an extension of its agreement with Seikagaku Corporation
to continue distributing SUPARTZ FX, a five–injection, hyaluronic acid (HA) product
used for joint lubrication in the treatment of pain associated with knee osteoarthritis
(OA). More
FUJIFILM Diosynth Biotechnologies has announced the opening of its state-of-the art
Flexible Manufacturing Facility (FBF) in College Station, Texas. The 80,000 square feet
facility utilizes state-of-the-art Mobile Clean Room technology to allow for multiproduct
and multi-class production of Advanced Therapies. More
GlaxoSmithKline plc announced that it has received Breakthrough Therapy Designation
from the U.S. Food and Drug Administration (FDA) for its meningitis B vaccine Bexsero
[Meningococcal group B Vaccine (rDNA, component, adsorbed)], for the development of
the vaccine in the prevention of Invasive Meningococcal Disease (IMD) caused by
serogroup B in children 2-10 years of age. More
IQVIA Holdings Inc. announced a novel alliance with the FDA Center for Biologics
Evaluation and Research (CBER) to combine advanced analytics and unparalleled
information assets to monitor and assist in the evaluation of safety and effectiveness of
various CBER-regulated vaccines, blood products and other biologics. More
Liquidia Technologies, Inc. has appointed Kevin Gordon as President and Chief Financial
Officer. Mr. Gordon will oversee finance operations and strategy, corporate development
and legal functions. “Kevin is a valuable addition to our leadership team, bringing over
30 years of operational and financial accomplishments to Liquidia,” stated Neal Fowler,
Chief Executive Officer for Liquidia. “We look forward to his meaningful contributions as
we continue to build a fully integrated biopharmaceutical company focused on
transforming the lives of patients through the development and commercialization of

human therapeutics using our proprietary PRINT® technology.” More
Merz aesthetics products including Xeomin®, Cellfina®, Radiesse®, Ultherapy® and
DeScribe® PFD Patch were featured in oral and online ePoster presentations at the
American Academy of Dermatology (AAD) annual meeting in San Diego, February 1620. More
A study of more than 6,000 first-graders across four U.S. communities has found that a
significant number of the children have fetal alcohol spectrum disorders (FASD), with
conservative rates ranging from 1 to 5 percent in community samples. The findings are
reported online in the Journal of the American Medical Association. The NIH-funded
research was co-led by Philip May, Ph.D., of the University of North Carolina Nutrition
Research Institute on the NC Research Campus in Kannapolis and Christina Chambers,
Ph.D., of the University of California San Diego School of Medicine. More

Novo Nordisk will embark on a $65 million expansion at its Clayton campus, its third
there since 2010. The company currently employs over 1,000 manufacturing workers in
Johnston County and is likely to hire almost two dozen additional employees to staff its
growing Diabetes Finished Products Facility (DFPF), which is responsible for the
formulation, filling, inspection, assembly and packaging of diabetes and obesity
medicines. The expansion comes less than two years after the company broke ground
on a $2 billion facility nearby that will produce Diabetes Active Pharmaceutical
Ingredients (DAPI) for a range of current and future type 2 diabetes medications and
insulins. That facility will employ an additional 700 bio-manufacturing workers. More
Novozymes revealed its new yeast platform for starch-based ethanol, while also
introducing the first product, Innova Drive. A completely new yeast strain, the product
can reduce fermentation time by up to two hours compared to current yeasts. The new
yeast is also tougher, continuing to ferment in adverse conditions such as higher
organic acids and temperatures. This stress resistance increases ethanol output and
reduces operational costs. More
Syngenta has completed the acquisition of Nidera Seeds from COFCO International.
Nidera Seeds is an important player in the South American seeds market, diversified
across crops, with a pool of proprietary germplasm and a relevant presence in key
South American countries including Brazil, Argentina, Uruguay and Paraguay. These
capabilities will enhance Syngenta’s ability to be competitive in seeds and bring more
value to its customers. More
Vertex Pharmaceuticals Incorporated announced that the U.S. Food and Drug
Administration(FDA) approved SYMDEKO™ (tezacaftor/ivacaftor and ivacaftor) for
treating the underlying cause of cystic fibrosis (CF) in people ages 12 and older who
have two copies of the F508del mutation in the cystic fibrosis transmembrane
conductance regulator (CFTR) gene or who have at least one mutation that is
responsive to tezacaftor/ivacaftor. SYMDEKO is Vertex's third medicine approved to
treat the underlying cause of CF. More
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Member Benefits

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. Companies
of all sizes save substantial money each year through this cost savings program. Find
out more about NCBIO discounts.
Considering a Research Grade Microscope Purchase this year? Don’t forget to take
advantage of the NCBIO-BIO Business Solutions agreement with Nikon for great
savings and personalized service in choosing the right instrument package for your
needs.
The Nikon Instruments Research Grade Microscope Systems Program offers a wide
selection of research instrumentation and digital imaging solutions for microscopy for
direct purchase. Nikon Research Grade Microscope Systems enable researchers fully
integrated microscope systems for expediting discoveries to commercialization at a cost
savings.
Exclusive pricing on Nikon and third-party items
15% off select BIO customized microscope packages
7% off individual Nikon items, 5% off third party products
Onsite NO CHARGE (unless specified on quote) installatio
Includes installation of all items on invoice inclusive of
hardware & software, including 3rd party items
For more information, click.
Back to top.

Calendar
To view full calendar, click.

SciTech Lecture Series - Winston-Salem
Thursday Feb 22, 2018
... read more
CED Life Science Conference
Tuesday Feb 27, 2018 - Wednesday Feb 28, 2018
... read more
Johnson & Johnson Innovation Labs - Medical Device Event
Thursday Mar 1, 2018
... read more
LaunchBIO - Greater than Life Science
Thursday Mar 1, 2018
... read more
Medical Device Manufacturers Association's 2018 FDA Forum
Monday Mar 12, 2018 - Tuesday Mar 13, 2018

... read more
Three I's & Biosecurity™ Conference
Wednesday Mar 14, 2018 - Friday Mar 16, 2018
... read more
BIO Asia International Conference
Monday Mar 19, 2018 - Tuesday Mar 20, 2018
... read more
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