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NCBIO Sustaining
Members
Sen. Mike Woodard, Sen. Tamara Barringer, Former Rep. Ed Hanes, Rep. Nelson Dollar
and Sam Taylor
Members of the Legislative Life Science Caucus talked with NCBIO members at a
Luncheon and Forum August 28th. The group consistently mentioned the sector’s two-

Biogen

fold benefit to North Carolina – good jobs and better health. The Caucus is composed of
members from both political parties, as well as from the General Assembly’s two
chambers, the House and Senate.
Senate Caucus Co-Chair Tamara Barringer (R-Wake) said interest in the life science
sector and the Caucus had resonated with members as a result of the tours to
companies in different parts of the State. She noted the bi-partisan collaboration of the
Caucus and the participation from lawmakers in the urban and rural areas.

Lilly

Novartis

Senator Mike Woodard (D-Durham) suggested that the Caucus may look at developing
a Life Science bill each session as the Legislative Agriculture Caucus has done each
year in drafting a Farm Bill.
Representative Nelson Dollar (R-Wake) called for more funding for the SBIR matching
grant program. Rep. Dollar was instrumental in getting the $1M SBIR funds restored
during the 2018 session. “Many legislators didn’t initially understand the impact of SBIR
funds, but now know the impact is far beyond the urban areas with companies in rural
areas also securing grants.”
Former House Caucus Co-Chair, Ed Hanes, talked about the importance of the
universities and community colleges in strengthening the State’s workforce. He also
emphasized K-12 education, “We need to put teachers and all kids in a position to
achieve. If we let teachers, teach, we can get the workforce going.”

Pfizer

We Work For Health

All the panel members emphasized the importance of strengthening workforce training.
Sen. Barringer noted that the life science companies “brought good paying jobs to the
State when industries such as textiles left the State.”
The lawmakers also discussed addressing wastewater issues to ensure that companies
keep coming to the State.

NCBIO Supporting
Members
Cook Medical

GSK

Sponsors - Arles Taylor (Jenkins, Wilson, Taylor & Hunt) and Elise Wingate (PhRMA)

Merck

NCBIO thanks event sponsors Jenkins, Wilson Taylor & Hunt and PhRMA for sponsoring
the event.
Back to top.

Deputy FDA Commissioner to Speak at NCBIO Annual
Meeting

VWR

Hear from Anna Abram, Deputy Commissioner for Policy, Planning, Legislation and
Analysis, U.S. Food & Drug Administration at the NCBIO 24th Annual Meeting taking
place on October 4th at the NC Biotechnology Center (RTP). At FDA, she plays a critical
role in overseeing the development and implementation of key policy initiatives and
provides strategic policy direction to advance FDA’s mission and vision of protecting and
promoting public health.
Ms. Abram will provide updates on Policy and Perspectives, and how these are affecting
the pharmaceutical, biologics, and medical device sectors. She will provide special
emphasis on any new FDA initiatives. Many NCBIO members know Ms. Abram for her
previous work as a Senior Health Policy Advisor to Senator Richard Burr.
Join more than 200 NCBIO members and leaders for networking and engaging
conversations on big data and precision medicine at this year’s meeting. Start the day
with a networking breakfast at 8:00 a.m. followed by program remarks at 8:30 a.m.,
three keynotes, and two panel sessions. The event wraps up with a networking lunch
from 1:00 to 2:00 p.m. Follow us on Twitter #NCBIOAM.
Additional keynote speakers include:
Richard Staub, President, R&D Solutions, Global Business Unit, IQVIA
(formerly QuintilesIMS), providing a State of the Industry
Paul Rudick, Gene Therapy Commercial Development Lead, Hemophilia,
Pfizer Rare Disease, discussing opportunities and limitations to gene
therapy, its impact on the healthcare system, and how gene therapy is
transformational for patients as we look to The Future of the BioPharma
Industry.
The program panels include How Big Data is Empowering Innovation and Precisionbased Innovation.
Thank you to our sponsors:
Platinum: BIO, Bioventus, Cook Medical, and VWR
Gold: BDO, Duke Energy, FUJIFILM Diosynth Biotechnologies, Novo
Nordisk, and Merz
Silver: AdvaMed, ALT, IQVIA, Office Depot, ShareVault, The Conafay
Group, UCB, UniFirst/UniClean.
Bronze: Business Wire, G1 Therapeutics, Grifols,
Nikon, Novozymes, and Royal Hill Consulting

Back to top.

BRITE has New Director

North Carolina Central University (NCCU) has named
Hernán Navarro, Ph.D., as Director of the Biomedical
Research Institute and Technology Enterprise (BRITE).
BRITE is part of the NCBioImpact life science training
program for the State. Navarro comes to NCCU from RTI
International, where he had been Chief Scientist at the
Center for Drug Discovery in Research Triangle Park from
Oct. 2016 until Nov. 2017, when he retired. From 2012 to
2016, he was Vice President for Discovery Sciences at RTI.
He started working for the company in 1990 as a Research
Pharmacologist.
At BRITE, Navarro’s role will include overall leadership and
supervision of the research institute and its two dozen
faculty members as they conduct drug-discovery and
biomanufacturing research related to diseases such as
diabetes, cancer, neurodegenerative diseases and other
metabolic disorders. BRITE also owns a 475,000 chemical compound library – the
largest academic collection in the United States.
Navarro will work collaboratively with the Director of NCCU’s Julius L. Chambers
Biomedical/Biotechnology Research Institute (BBRI) and deans of academic units to
foster sustainable research collaborations, and further increase national awareness of
research conducted at NCCU.
Back to top.

Registration Deadline Extended to August 30th for PMWC
Duke
PMWC 2018 Duke at the Washington Duke Inn September 24-25 will feature 100+
speakers. Some of them include, Dr. Patrick Conway of Blue Cross and Blue Shield of
North Carolina (BCBSNC), Lauren Silvis of FDA, Jeff Gordon of Washington University,
Robert Langer of MIT, and many more.
Attend and be directly involved in critical discussions for the next phase of precision
medicine acceleration and implementation, including sessions on:
Investment Perspective in PM • Digital Phenotyping • Early Days of Life Sequencing •
Emerging Technologies in PM • FDA Efforts to Accelerate PM • Gene Editing •
Immunotherapy • Implementation into Health Care Delivery • Large Scale Bio-data
Resources to Support Drug Development (PPPs) • The Microbiome • Neoantigens • Next
Gen. Workforce of PM • Pharmacogenomics • Rare Disease Diagnosis
Track 2 will showcase companies that are developing products in the field. Apply to
present here (based on availability).
Register to attend by August 30th to save. Contact Amber Niebauer for the NCBIO 10%
discount code.
Back to top.

Informing Innovation 2018

Do you have the data you need to guide your company's growth? Need better
strategies for searching patents, FDA datasets and scientific literature?
Attend Informing Innovation 2018, October 5th, hosted by Life Science Intelligence at
NCBiotech, and expand your knowledge of the strategies, resources and trends in
scientific and business content. Get up to speed in market research techniques, patent
searching, copyright compliance, industry tools and much more, so your company is
better equipped to innovate.
Attend Informing Innovation, especially if you are:
An administrator, librarian or information professional making
decisions about information resources and managing subscriptions for
your company or organization
In business development or company leadership looking for market
and business information to bolster strategic decisions
In R&D wanting to learn more about accessing scientific content for your
company
A consultant needing ongoing access to resources to support your
clients' needs
Sign up by September 24th to get Early Bird Pricing.
Back to top.

At the National Level
Response to National Governors’ Association Report on Drug Pricing
Tom Dilenge, president of advocacy, law & public policy at the Biotechnology Innovation
Organization (BIO), issued the following statement after the National Governors
Association (NGA) released a report outlining “potential state strategies” to address
prescription drug costs:
“Our governors are to be commended for looking for ways to rein in the rising cost of
health care. The report rightly recognizes the tremendous benefits of biomedical
innovation and the need to expand access to innovative treatments and cures. The
biopharmaceutical industry is committed to unleashing the power of innovation to
address the most devastating and costly diseases, like cancer and Alzheimer’s, and
public health crises like opioid addiction.”
“However, the report's myopic focus on the cost of new medicines ignores the real
drivers of health care spending, and some of its policy ideas would be counterproductive to the shared goal of reducing health care costs. The report also gives scant
attention to reforms that would target middlemen in the system who profit enormously
from the sale of prescription medicines and often at the expense of taxpayers and
patients.” More
Click to see NGA report.
FDA Statement on Advancing the Science and Regulation of Live MicrobiomeBased Products

FDA Commissioner Scott Gottlieb, M.D. issued the following statement. “Over the last
several years, there’s been growing scientific and public interest in the role of
microorganisms in the maintenance of overall health and prevention and treatment of
disease. Today, more so than ever before, consumers are familiar with the phrase
‘good’ or ‘helpful’ bacteria and the expectation that it will aid in treating or preventing
various illnesses. As the field advances, the U.S. Food and Drug Administration is
playing a key role in sorting through the science and the science fiction of this evolving
field.” More
The FDA is holding a public workshop on the topic September 17th. More
FDA Approves First Generic Drug under New Pathway
The FDA approved several strengths of potassium chloride oral solution as the first
generic drugs to receive a Competitive Generic Therapy (CGT) designation. This new
approval pathway was created to expedite the development and review of a generic
drug for products that lack competition. More
Former President George W. Bush to Speak at The MedTech Conference

Join more than 3,000 medtech executives in Philadelphia for the annual MedTech
Conference, September 24-26. On Wednesday, Sept. 26, AdvaMed’s President and CEO
Scott Whitaker moderates an exclusive conversation with the 43rd President of the
United States, George W. Bush, during the plenary lunch beginning at 12:30 PM.
The Conference will have more than 80+ sessions to cover a wide range of trends and
topics.
NCBIO Members Receive $100 Off Registration for MDMA Annual Technology
Executive Forum
Plan to attend MDMA’s 11th Annual Medical Technology Executive Forum on September
21st at the Crowne Plaza Cabana in Palo Alto, CA.
Dr. William Maisel, Chief Medical Officer and Director of the Office of Device Evaluation
at FDA’s Center for Devices and Radiological Health, will be speaking as well as some of
the industry's leading CEOs, policy experts and government officials who will address
investment options, FDA reforms, reimbursement strategies, and much more.
Register today to ensure your spot at this unique event for medical device
entrepreneurs. For additional information, contact Sheri DeVinney or call 202-3547171. Contact Brenda Summers for NCBIO discount.
BIO Investor Forum – October 17-18
The BIO Investor Forum is an international biotech investor conference focused on early
and established private companies as well as emerging public companies. The event
features plenary sessions, business roundtables and therapeutic workshops, company
presentations, and BIO One-on-One Partnering™ meetings.
In addition to BIO One-on-One Partnering™ meetings and presentations by more than
170 biotech companies poised to join the growth "watch list" in 2019, this year's BIO
Investor Forum will also feature Fireside Chats with key industry innovators and panel
discussions that raise the level of conversation and debate about hot therapeutic areas
and business trends affecting the industry.

Register before September 9th and save $300. Contact Laura Gunter to get discount
code to save.
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. announced topline efficacy results for Rhopressa®. The
results were from a double-masked, randomized, placebo-controlled study (AR-13324CS206; NCT03233308) designed to evaluate the effect of Rhopressa® (netarsudil
ophthalmic solution) 0.02% on aqueous humor dynamics in patients with open-angle
glaucoma or ocular hypertension. More
BASF has closed the acquisition of a range of businesses and assets from Bayer. The
transaction is a strategic complement to BASF’s crop protection, biotech and digital
farming activities and marks its entry into seeds, non-selective herbicides and
nematicide seed treatments. “This strategic move adds excellent assets to our strong
agricultural solutions portfolio and enhances our innovation potential. Overall, it
ensures an even more comprehensive and attractive offering to our customers,” said
Dr. Martin Brudermüller, Chairman of the Board of Executive Directors and Chief
Technology Officer of BASF SE. More The company also closed the acquisition of Bayer’s
global vegetable seeds business, mainly operating under the brand Nunhems®. The
transaction adds a well-recognized brand with a very successful business track record
to BASF’s portfolio. More
BioCryst Pharmaceuticals, Inc. has been granted Fast Track Designation by the U.S.
Food and Drug Administration (FDA) for BCX7353 for the prevention of angioedema
attacks in patients with hereditary angioedema (HAE).
Eisai Co., Ltd and Biogen Inc. announced detailed results from the Phase II study
(Study 201) with BAN2401, an anti-amyloid beta (Aβ) protofibril antibody, in 856
patients with early Alzheimer's disease as part of Session DT-01 “Recent Developments
in Therapeutics” (Presentation number: DT-01-07) at the Alzheimer’s Association
International Conference (AAIC) 2018 being held in Chicago, Illinois, United States on
July 25. More
Eva Garland Consulting (EGC) has been recognized by Inc. magazine as one of
America’s 5000 fastest- growing private companies. Founded in 2013, EGC has assisted
clients worldwide in securing and managing hundreds of millions of dollars in grant
funding to support scientific development. “I could not be more proud of our team’s
accomplishments," said CEO Eva Garland, Ph.D. “To be recognized on the INC 5000 list
demonstrates the extraordinary dedication of our employees to providing the highest
quality service to our clients. I am particularly proud of the comprehensive scientific
and accounting support that our team is able to provide to enable entrepreneurs to
more effectively advance development of their scientific innovations.” More
Liquidia Technologies announced the closing of its initial public offering of 4,545,455
shares of common stock at a public offering price of $11.00 per share for gross
proceeds of $50.0 million before underwriting discounts and commissions. In addition,
the Company has granted the underwriters a 30-day option to purchase up to 681,818
additional shares of common stock at the initial public offering price, less the
underwriting discount. More
Locus Biosciences will be moving into a new and larger space at Keystone Technology
Park. The new offices and labs will support upcoming clinical trials.
Novan, Inc. announced an update on the SB414 nitric oxide-releasing cream product
candidate and its application to two therapeutic indications: atopic dermatitis and
psoriasis. Based on results of two complementary Phase 1b clinical trials with SB414 in
patients with psoriasis and atopic dermatitis, Novan intends to advance the
development of SB414 as a treatment for atopic dermatitis and conduct additional
exploratory trials in psoriasis and acne rosacea. More
Novo Nordisk has acquired all of the shares of Ziylo, a University of Bristol spin-out
company based at Unit DX science incubator in Bristol, UK. Ziylo has been pioneering

the use of its platform technology - synthetic glucose binding molecules - for
therapeutic and diagnostic applications. The acquisition gives Novo Nordisk full rights to
Ziylo's glucose binding molecule platform to develop glucose responsive insulins. The
development of glucose responsive insulins is a key strategic area for Novo Nordisk in
its effort to develop this next generation of insulin which would lead to a safer and
more effective insulin therapy. More
Seqirus began shipping its portfolio of seasonal influenza vaccines to customers in the
United States for the 2018-2019 influenza season. Seqirus expects to distribute over 50
million doses to the U.S. market this year. More
Syneos Health, Inc. announced the acquisition of Kinapse, a market leading advisory
and operational solutions provider to the global life sciences industry, from Hg, a
specialist investor based in the U.K. More
Syngenta has completed the acquisition of Floranova, a respected flower and home
garden vegetable seeds breeder with a broad portfolio and customers in over 50
countries. More
United Therapeutics Corporation announced approval by the U.S. Food and Drug
Administration (FDA) of a New Drug Application (NDA) for the use of Remodulin
(treprostinil) Injection in the Implantable System for Remodulin® (ISR). We are
extremely excited to offer this new option to patients suffering from PAH," said Martine
Rothblatt, Ph.D., Chairman and Chief Executive Officer of United Therapeutics. 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.
Members can receive discounts on refurbished lab equipment. American Laboratory
Trading (ALT), an Agilent Technologies Channel Partner, is a customer-focused, fullservice provider of premium refurbished lab equipment and asset management services
for the life sciences. With sales, service, and warehouse facilities on both coasts, ALT
stocks more than 12,000 instruments ranging from small benchtop accessories to
robust triple quad mass spectrometers -- all carefully refurbished and delivered with a
one-year warranty. You can also sell your old equipment to ALT. More
Back to top.

Calendar
To view full calendar, click.

LaunchBio's "Larger Than Life Science" Networking Event - September 2018
Thursday Sep 6, 2018
... read more

Microrite Mold Workshop
Monday Sep 17, 2018 - Tuesday Sep 18, 2018
... read more

The MedTech Conference
Monday Sep 24, 2018 - Wednesday Sep 26, 2018
... read more

Precision Medicine World Conference
Monday Sep 24, 2018 - Tuesday Sep 25, 2018
... read more

FreeThink Technologies' Accelerated Stability Workshop & Training
Thursday Sep 27, 2018
... read more

2018 SciTech Lecture Series: Artificial Intelligence
Thursday Sep 27, 2018
... read more

Clinical Trial Supply Southeast 2018
Tuesday Oct 2, 2018 - Wednesday Oct 3, 2018
... read more

NCBIO Annual Meeting 2018
Thursday Oct 4, 2018
... read more

NCBiotech's Informing Innovation 2018
Friday Oct 5, 2018
... read more

Clinical Trial Supply East Coast 2018
Tuesday Oct 16, 2018 - Wednesday Oct 17, 2018
... read more

BIO Investor Forum
Wednesday Oct 17, 2018 - Thursday Oct 18, 2018
... read more

2018 SciTech Lecture Series: New Medical Discovery
Thursday Oct 18, 2018
... read more

NCABR Bridging the Gap
Tuesday Oct 23, 2018 - Wednesday Oct 24, 2018
... read more

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