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The North Carolina General Assembly returned to Raleigh in May for its regularly
scheduled “short session,” held primarily to update the second half of the State’s two-

Lilly

year 2017-19 biennial budget. Lawmakers quickly produced a package of proposed
changes to programs affecting the life science industry. Life science-related budget
changes included the following:
$450,000 in additional one-time funding for the North Carolina
Biotechnology Center;
$1,000,000 in one-time funding to match federal SBIR and STTR grants
awarded to North Carolina companies;
$2,000,000 for North Carolina’s participation in the National Institute for
Innovation in the Manufacture of Biopharmaceuticals (NIIMBL); and
A $150,000 reduction in funding for the North Carolina Community
College System’s BioNetwork Program.
Unlike previous sessions, lawmakers this year used a parliamentary mechanism to
enact the appropriations legislation through a series of up-or-down votes, without
amendments. Leaders said the expedited procedure was appropriate because this
year’s legislation merely “tweaks” a two-year budget package approved in 2017. The
Assembly, which is controlled by Republican super-majorities in both chambers, is
expected to adopt the bill by early June. From there, it will be sent to Governor Cooper,
who may sign it into law, veto it, or allow it to become law without his signature.
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All the life science-related increases in the 2018 budget legislation were supported by
NCBIO. The Organization gave special priority to funding for SBIR/STTR matching
grants and the North Carolina Biotechnology Center.
The additional Biotechnology Center funding is earmarked for the Center’s marketing
and communications programs, which will ramp-up in anticipation of new domestic
biopharmaceutical investments anticipated to result from federal tax reform. The onetime money will bring the Center’s funding for FY 2018-19 to just over $14,000,000.
The $1,000,000 for SBIR/STTR matching grants was appropriated to the Commerce
Department’s One North Carolina Small Business Fund. It is the first appropriation for
the matching fund since the 2016-17 fiscal year. The program has been funded
intermittently since its establishment in 2006. Unfortunately, this year’s appropriation
likely will not be sufficient fully match all grants eligible under the Program. The State
Board of Science and Technology will develop a plan for deploying the money.
North Carolina’s participation in NIIMBL will continue at full throttle using the
$2,000,000 in matching money appropriate for that program. North Carolina used a
similar appropriation in the 2017-18 fiscal year to compete successfully for a number of
NIIMBL grants. Although coordinated by the Biomanufacturing Training and Education
Center at North Carolina State University, NIIMBL grant money has flowed to multiple
universities and community colleges across the state.
The budget’s reduction in funding for the NCCCS BioNetwork program could have a
long-term impact on the System’s biomanufacturing curriculum development and
training capacity. However, the System’s BioNetwork appropriation net of the current
reduction remains at $3,900,000 annually. NCBIO will be working with the System on
strategies to restore this year’s cut in future fiscal years.
“NCBIO is very pleased that legislators found money to increase or restore funding for
the vast majority of our legislative priorities,” said NCBIO President Sam Taylor. “We are
grateful to the Assembly for its continued investment in programs of importance to the
life science sector.”
Back to top.
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Time is running out to sign up for the annual NCBIO Legislative Reception at the NC
Museum of History, June 12, 5:30-7:30 pm. More than 200 life science representatives
and legislators are expected to attend the event. NCBIO members have the opportunity
to educate lawmakers about the value and the diversity of the life science industry in
North Carolina.
Find out about companies across the State during the NCBIO slide show and enjoy food
from Caffé Luna and networking opportunities.
Thanks to the companies that are sponsoring the event: AbbVie,
Amgen, Astellas, Bayer, Biogen, Bristol-Myers Squib, Grifols, Lilly, PhRMA and
Syngenta.
The North Carolina Museum of History does not sponsor or endorse this event.
Back to top.

Digital Health – Increasing Patient Access and Delivering
Value

Erica Jackson, Adam Roth, Mircea Despa and Don Turner
Panelists discussed the intersection of digital health, medical devices, drug
development, and drug delivery at the NCBIO Life Science Luncheon and Forum on May
9th. They noted there are many challenges and opportunities in the digital health field.
Adam Roth, Director and Head of Operations & Business Development, Galvani
Bioelectronics, outlined what he calls “Hallmarks of Bioelectronics Medicines” over the
next 1-2 decades. Those include:
Using naturalistic neural signalling as a treatment modality
Targeting visceral peripheral nerves to modulate functions of organs
central in major chronic diseases
Taking a technology leap towards closed-loop, miniaturised devices
Moderator Erica Jackson, Partner at K&L Gates, noted the importance of engaging the
Center for Medicare & Medicaid Services (CMS) so companies can make sure of the
value of the medical products and determine the owner of data that might be generated
from digital health devices.

“Are we improving access to care and reducing costs?” is a key question according to
Don Turner, Global Head of Commercialization, IBM Watson Health; Chairman, Digital
Health Impact & Transformation (DHIT). He noted that digital health care can give
patients access to information that can transform medicine and use real world data to
lower costs of drugs.
The collection and use of data were areas that generated a lot of discussion during the
forum. Mircea Despa, Senior Manager, Digital Health, BD Technologies, said quite a bit
of data could be collected through digital health. He noted that regulators and payors
will help determine how data is collected and used.

Sponsors William Salmon (Marsh & McLennan Agency), Ted Toburen (EFL Associates),
Matt Keffer (PwC), and Mike Scott (PwC)
Thanks to EFL Associates, Marsh & McLennan Agency, and PwC for sponsoring this
event. For more information about the forum, contact Amber Niebauer.
Back to top.

NC Life Science Industry Featured in Magazine
The June issue of Business North Carolina will look at how
the life sciences are gaining ground on big health
concerns in North Carolina. Topics include gene therapy,
technology and pharmaceutical manufacturing to show
how NC companies and institutions are contributing to
better health for the world.
NCBIO will send a link to the magazine in an advisory
when the online issue is released. Business North Carolina
had an article on the biomanufacturing industry in the
March issue.
Back to top.

BIO 2018 Just Days Away – June 4-7 in Boston

Life Science leaders from North Carolina will be on panels at
the 2018 BIO Convention. Don’t miss out on the NC
Reception hosted by the North Carolina Biotechnology
Center in partnership with NCBIO, the Economic
Development Partnership of North Carolina, and the North
Carolina Department of Commerce. The reception is at
Boston’s New England Aquarium on June 5, 6:00-9:00
pm. Click here to sign up for the reception. Other events
include:
A panel on precision health will focus on opportunities to
improve population health while providing economic benefit
to all. It is only through collaboration that these possibilities
will be realized. Check out the session on Partnerships
Power Precision Health: Collaborative Models for Advancing Precision Medicine 1:45 to
2:45 pm, Tuesday June 5, Room 259B, Level 2.
Panel:
Dr. Suzanne Belinson, Executive Director at Blue Cross and Blue Shield
Association
Dr. Stephanie Devaney, Deputy Director at National Institutes of Health
Dr. Terry Magnuson, Sarah Graham Kenan Professor of Genetics, Vice
Chancellor for Research at UNC School of Medicine
Dr. Alicia Zhou, Head of Research at Color Genomics
Another panel looks at how new technologies and treatments offer opportunities to
identify and help those with rare disease and looks at challenges in ensuring those with
rare disease can be identified. Rich West, CEO of Baebies, Inc., will be a panelist in the
session on Newborn Screening - Towards Ending the Diagnostic Odyssey, June 6 in
Room 209, Level 2. View the full list of sessions in myBIO.
Back to top.

Companies Raise $115 Million in Follow-on Funding
Two dozen bioscience companies that previously received loans from the NC
Biotechnology Center raised about $115 million in follow-on funding from other sources
in the last two quarters, according to research by the Biotech Center’s Life Science
Intelligence staff.
Accounting for most of that total was Durham-based Humacyte, which raised about $75
million in Series C preferred stock financing from a consortium of current and new
investors. Humacyte is a regenerative medicine company that bioengineers blood
vessels for potential use in patients undergoing dialysis for kidney failure.
Other companies raising venture capital during the period include:
Baebies raised more than $8 million. The Durham company develops
newborn screening and pediatric testing systems for detecting various
diseases from blood samples.
Locus Biosciences raised $7 million. The Research Triangle Park company
is developing precision antimicrobials that avoid known antibioticresistance mechanisms. More
The North Carolina Biotechnology Center awarded 44 grants and loans totaling $2.65
million to universities, bioscience companies and other organizations in the second and
third quarters of its fiscal year. More
Back to top.

Member Companies Receive Life Science Awards

Art Pappas with Pappas Capital received the Lifetime Achievement
Award during the Triangle Business Journal Life Sciences Luncheon
May 10. Michael Stocum, former CEO of Inivata, and Stefan
Willemsen, CEO of the BioMerieux U.S. division, received individual
awards. Member companies receiving awards included Baebies and
Syngenta.
Back to top.

Fall Workshop on Mold Contamination
In recent years, Mold Contaminations and Recalls have been a focus of attention for the
FDA. The wave of mold related inspections and recalls are in response to a deadly
fungal meningitis outbreak linked to contaminated steroids from a compounding
pharmacy and a wave of recalls. A two-day workshop “Mold ContaminationsPrevention, Investigation, Remediation and Risk Assessment” will be held September
17-18 at the NC Biotechnology Center. More
Back to top.

At the National Level

Senator Tillis and Congressman Hudson Recognized
The American Life Sciences Innovation Council (ALSIC) has presented the 2018
Champion of Health Care Innovation Award to US Senator Thom Tillis (R-NC) and
Congressman Richard Hudson (R-District 08). The award recognizes past and current
efforts in Congress and in North Carolina to protect and nurture the important policies
that position America as the world’s leading force in the innovative life science. Both
men have been active in protecting Medicare Parts B and D, supporting federal funding
for research, and worked to enact 21st Century Cures Act.

Reaction to President Trump’s Proposal on Drug Pricing
President Trump has outlined a plan to “help make prescription drugs more affordable.”
Leaders in national organizations have commented on the plan.
BIO CEO and President Jim Greenwood stated, “We look forward to working with the
administration on solutions that help provide all patients access to prescription drugs
with out-of-pocket costs they can afford. However, we have concerns that some of the
ideas proposed could, if adopted, hurt patient access to the medicines they need today
and the future cures and treatments they’re desperately waiting for America’s
biopharmaceutical innovators to discover.” More
Steve Ubl, President and CEO of PhRMA, said, “These far-reaching proposals could
fundamentally change how patients access medicines and realign incentives across the
entire prescription drug supply chain. While some of these proposals could help make
medicines more affordable for patients, others would disrupt coverage and limit
patients’ access to innovative treatments.”
Ubl stated, “The proposed changes to Medicare Part D could undermine the existing
structure of the program that has successfully held down costs and provided seniors
with access to comprehensive prescription drug coverage. We also must avoid changes
to Medicare Part B that could raise costs for seniors and limit their access to lifesaving
treatments.” More
Back to top.

Member News
To be included in Member News, send information about your organization to Brenda
Summers bsummers@ncbioscience.net
AgBiome has been named one of Inc. magazine’s Best Workplaces for 2018, the
publication’s third annual ranking in the fast-growing private company sector. Hitting
newsstands today in the June 2018 issue, and as part of a prominent Inc.com feature,
the award is the result of a wide-ranging and comprehensive measurement of private
American companies who have created exceptional workplaces through vibrant
cultures, deep employee engagement, and stellar benefits. More
Aerie Pharmaceuticals, Inc. has launched Rhopressa® in the United States.
Rhopressa® is now in national and regional U.S. pharmaceutical distributors, and
patients have access to Rhopressa® through their local pharmacies across the nation.
More Aerie Pharmaceuticals, Inc. also announced the submission of its New Drug
Application (NDA) to the U.S. Food and Drug Administration (FDA) for
RoclatanTM (netarsudil/latanoprost ophthalmic solution) 0.02%/0.005%. RoclatanTM is
a once-daily eye drop designed to reduce intraocular pressure (IOP) in patients with
glaucoma or ocular hypertension. More
Asklepios BioPharmaceutical, Inc. (AskBio) announced that a pre-clinical GT asset for
Duchenne Muscular Dystrophy (DMD), initially developed by AskBio spin-out Bamboo
Therapeutics, Inc. and a wholly-owned subsidiary of Pfizer Inc. since 2016, has
advanced into the clinic. More

Pfizer announced in April the initiation of a Phase 1b clinical trial for its gene therapy
candidate mini-dystrophin that was procured in its acquisition of Bamboo Therapeutics.
More
Baebies was mentioned in a recent report generated by the North Carolina Advisory
Council on Rare Diseases called, “Newborn Screening and Early Intervention for the
Treatment of Rare Diseases: A Win-Win for Children with Rare Diseases and North
Carolina.” More Also Baebies SEEKER was selected as a finalist for the 2018 Medical
Design Excellence Awards in the Testing and Diagnostic Products and Systems category.
The winners will be announced at the MDEA ceremony on June 12.

Congressman David Price, Governor Roy Cooper, Susan Alexander (Biogen Chief Legal
Counsel), and Ginger Gibson (Biogen Chief Human Resources Officer)
Governor Roy Cooper, Congressman David Price and Biogen leaders were present when
Biogen announced its first Global Business Services (GBS) Center. The GBS Center will
be located in the Research Triangle Park. It is a program that aims to find more
effective ways to connect team members and services around the world. GBS will
support services across geographies, business units and functions – and in time,
integrate processes and data from across the organization. GBS Center will provide
greater business-enabling services, making it easier for employees to connect and
access the services they need anytime, anywhere. Governor Cooper stated, “Biogen is
a global innovator in biotechnology with deep roots in North Carolina. The company’s
decision to expand here proves that our state and its skilled workforce offer world-class
employers everything they need to be successful.”
The Council for Entrepreneurial Development (CED) announced the decision to move its
office location to The Frontier in Research Triangle Park. CED will officially become the
first tenant in The Frontier’s 600 building on October 1. More
The FDA has granted Cook Medical approval to market Hemospray®, in the United
States. An endoscopic hemostat, Hemospray achieves hemostasis with a proprietary
inorganic powder. Bleeding in the gastrointestinal tract is a leading cause of morbidity
and is associated with an estimated 20,000 deaths per year in the United States
alone. Since 2011, Cook Medical’s Hemospray has been used to treat bleeding in the GI
tract, with thousands of patients treated throughout Europe, Canada and other
countries around the globe. More
G1 Therapeutics, Inc. announced that preliminary data from its Phase 1b/2a clinical
trial of G1T38 in combination with Faslodex® (fulvestrant) will be presented in a poster
session on June 2 at the 2018 American Society of Clinical Oncology (ASCO) Annual
Meeting, June 1-5 in Chicago. These data showed promising safety and tolerability
when G1T38 was dosed continuously as a treatment for people with estrogen receptorpositive, HER2-negative (ER+, HER2-) breast cancer. More


Grifols, Johnston County's largest private employer, is no stranger to construction at its
Clayton site as work continues on its $210 million investment plan. And it's no stranger
to being a leading environmental steward. Grifols' 112,000 ft2 eco-friendly
administration building just received LEED Silver certification for sustainable design—
the first ever in Johnston County. More
Christy Shaffer of Hatteras Venture Partners is now serving on the Board of Governors
at RTI International. More
IQVIA™ announced that PruGen Pharmaceuticals has selected Orchestrated Customer
Engagement (OCE), IQVIA’s next-generation commercial technology platform to help
increase the efficiency and effectiveness of the company’s commercial teams. More The
IQVIA™ Institute for Human Data Science found in its latest report, Global Oncology
Trends 2018: Innovation, Expansion and Disruption, that spending on cancer drugs in
the U.S. has doubled since 2012, reaching almost $50 billion in 2017, with two-thirds of
the growth tied to drugs launched within the past five years. Those drug costs are
expected to double again by 2022. More
Michael Best announced that Anthony Biller and Emily Haas have joined the firm’s
Intellectual Property Practice Group in Raleigh. Biller joins as partner in addition to
being named Managing Partner of the office, with Haas joining as a senior counsel.
“We’re thrilled to welcome these talented attorneys to our Raleigh office,” said David
Krutz, Michael Best’s Firm Managing Partner. “Anthony’s proven leadership abilities,
coupled with Emily’s exceptional litigation reputation, will reinforce the firm’s footprint
in a strategic market and set the stage for continued expansion and valued client
service.” More
Forsyth Technical Community College has won a $579,961 grant from the National
Science Foundation (NSF), Division of Undergraduate Education-Advanced Technological
Education, to define the workforce skills technicians will need for manufacturing jobs
where biomedical devices intersect with tissue engineering. Skills for Biomedical
Emerging Technology Applications (BETA Skills) will run through the National Center for
the Biotechnology Workforce at Forsyth Tech. The three-year project will begin July 1.
Amy Greeson, pharmacist and founder of Natural Discoveries, a drug discovery/novel
compound discovery company, has joined The National Center for Biotechnology
Workforce (NCBW) as a laboratory tenant. More
The Novartis company, AveXis, an Illinois-based clinical-stage company developing
gene therapies for neurological genetic diseases, is investing $55 million in a new
Durham manufacturing facility that will create 200 jobs. More
Pharmaceutical Product Development, LLC (PPD), and its real-world research and
market access business unit, Evidera, have joined the Massachusetts Institute of
Technology Center for Biomedical Innovation’s New Drug Development Paradigms
(NEWDIGS) initiative as a strategic partner. More PPD also has been recognized for
excellence in clinical research by pharmaceutical and biotechnology executives
surveyed for Life Science Leader magazine’s 2018 CRO Leadership Awards. PPD
announced that its clinical research expertise was recognized for excellence at the
PharmaTimes International Clinical Researcher of the Year competition. More
Smith Anderson is joining Ally Law, a prestigious global network of business law firms
with a sharp focus on value and service that provides clients with sophisticated legal
services worldwide. More

Syneos Health announced that Jason Meggs has been promoted to the position of Chief
Financial Officer effective May 6. Meggs has served as interim CFO of Syneos Health
since February 2018. More
TransEnterix, Inc. has received FDA 510(k) clearance for expanded indications of its
Senhance Surgical System. The Company received FDA 510(k) clearance for
laparoscopic inguinal hernia and laparoscopic cholecystectomy (gallbladder removal)
surgery. More More
United Therapeutics Corporation and SteadyMed Ltd. announced the signing of a
definitive merger agreement under which United Therapeutics will acquire SteadyMed
for $4.46 per share in cash at closing and an additional $2.63 per share in cash upon
the achievement of a milestone related to the commercialization of Trevyent®. The
transaction, including the $75 million in contingent consideration, is valued at $216
million. More
Fifteen Womble Bond Dickinson attorneys have been recognized by the NC Pro Bono
Resource Center for their devotion to providing legal services to persons of limited
means. 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 MedNet Solutions and Veracity Logic, LLC are offering discounts to
members as well. MedNet will provide all NCBIO Members with a 10% discount off the
standard licensing fees and build services for any new clinical study using the iMedNet
EDC platform. MedNet also will provide all NCBIO Medical Device Member firms with a
$25,000 all-inclusive price for any new Pilot Medical Device Clinical Study using the
iMedNet EDC platform. Click for more information.
Veracity Logic, LLC offer NCBIO members a 10% discount on set up and monthly
hosting fees for the VL Interactive Response Technology (VLIRT®) system and services
for projects starting before the end of 2018. More details.
New from VWR
BIO announced that VWR is extending a new opportunity to NCBIO members that
offers special access to Sparta Systems, the world’s premier provider of cloud and onpremise quality management software.
Sparta’s TrackWise Digital Quality Suite helps to lower risk, increase efficiency, and
keep consumers safe while allowing manufacturers, suppliers, and distributors to
collaborate in a seamless and integrated environment. Sparta’s QMS solutions can help:
· Ensure Regulatory Compliance
· Create Business Insights
· Improve Operational Efficiency
· Collaborate Across Your Organization
Find out if TrackWise Digital is right for you.

Back to top.

Calendar
To view full calendar, click.

BIO Executive Training Courses
Saturday Jun 2, 2018 - Monday Jun 4, 2018
... read more
BIO International Conference
Monday Jun 4, 2018 - Thursday Jun 7, 2018
... read more
Medical, Biomedical and Biodefense: Support to the Warfighter
Tuesday Jun 5, 2018 - Wednesday Jun 6, 2018
... read more
LaunchBio's "Larger Than Life Science" Monthly Networking Event
Thursday Jun 7, 2018
... read more
NCBIO Legislative Reception 2018
Tuesday Jun 12, 2018
... read more
Entrepreneurs Boot Camp
Wednesday Jun 13, 2018
... read more
SBA Road Tour
Thursday Jun 21, 2018 - Friday Jun 22, 2018
... read more
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