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Trump election sends

Donald Trump’s surprise election to succeed
US President Barack Obama is prompting
many questions for the biotech industry, chief
among them are the fates of several Obama-
era laws and initiatives. As the Trump admin-
istration teams with a Republican Congress
eager to loosen regulations, this will inevita-
bly jolt government agencies that play criti-
cal roles in drug discovery, development and
market access. Campaign-era promises to
dissolve or renegotiate global trade deals and
drug-pricing positions remain wildcards for
industry. Meanwhile, tax reforms may turn
up the heat on industry’s already warm cli-
mate for acquisitions.

A top priority will be the Patient Protection
and Affordable Care Act (PPACA) healthcare
reform law. (Nat. Biotechnol. 28, 385-386,
2010). Obamacare, as it is commonly known,
appears extremely vulnerable as it has been
chief among Republican bugbears since
its enactment in 2010. But the full repeal-
and-replace promised often by vociferous
Republicans (including Trump) over the past
several years may not be legislatively possi-
ble. And it would leave 20 million Americans
with no access to health insurance. For bio-
tech, a PPACA repeal would remove the
nascent biosimilar approvals pathway that
was created as part of Obamacare, and would
reduce the number of US citizens who can
afford new drugs. A brief policy outline
posted to Trump’s website two days after the
election promised to replace the PPACA. But
“the only honest answer is that no one really
knows” what exactly will happen to President
Obama’s signature healthcare reform law,
says Michael McCaughan, founder of health
policy analysis firm Prevision Policy in
Washington, DC. Congressional Republicans
who long sought the law’s repeal, “never
expected to be in this position,” he says.

With Trump as president and Republicans
controlling Congress, US federal spending
will most probably shrink. Any cuts could
have negative ramifications for the National
Institutes of Health (NIH) and Obama-era
NIH projects that require Congressional
funding. Hopes that the new administration
might embrace scientific rigor received an

aftershocks through biotech sector

early blow when a climate change contrarian
Myron Ebell of the Competitive Enterprise
Institute in Washington, DC, was tapped
by Trump to lead the transition at the US
Environmental Protection Agency. As of
mid-November Trump hadn’t disclosed any
actual policy positions related to the NIH,
but during a radio interview with Michael
Savage in October, he stated: “T hear so much
about the NIH, and it’s terrible”

Initiatives that are key to Obama’s leg-
acy will likely be under renewed scrutiny.
Funding to support the $350-million neu-
roscience research program BRAIN (Brain
Research through Advancing Innovative
Neurotechnologies) (Nat. Biotechnol. 31,
460, 2013) and the patient-empowered
Precision Medicine Initiative (PMI) (Nat.
Biotechnol. 33, 325, 2015), a large-scale
research effort aimed at gathering and link-
ing genomic, phenotypic and lifestyle data
to accelerate R&D, could be in jeopardy.
The fate of the Cancer Moonshot program,
launched in early 2016 to facilitate collabo-
ration and data sharing in oncology, with a
goal to double the rate of progress in cancer
prevention, diagnosis and treatment, also
remains unclear. Moonshot is spearheaded
by Vice President Joe Biden, and includes
industry players, clinicians and academic
institutions (Nat. Biotechnol. 34,118, 2016).
It enjoys widespread support and, before
the election, Moonshot leaders expressed
optimism about the program’s momentum.
“We can get a lot of things started that are
not going to stop regardless of what hap-
pens to the Moonshot as a governmental
entity,” Washington, DC-based Moonshot
executive director Greg Simon noted dur-
ing a November 4 conference convened by
the Washington, DC-based research advo-
cacy group Friends of Cancer Research and
Prevision Policy.

The fate of NIH’s recently announced
clinical trial access and data transparency
policies is now uncertain. These apolitical
aspirations related to Moonshot announced
in October (JAMA 316, 1353-1354, 2016),
including improved access to clinical trials
and better communication between NIH
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London reacts to the US presidential election.

cancer centers, are unlikely to be contro-
versial. But although Simon reached out to
the Trump campaign about the future of the
Moonshot, he has yet to receive a response.
Still, he said, “I've been in Washington since
1985...and I've never been associated with
a program that has more bipartisan support
and more excitement from the average citi-
zen than the Moonshot.”

At least in some form, the Obama admin-
istration’s projects will survive the transition
to Trump’s presidency, health policy experts
agree. It’s unclear whether theyd be funded
at Obama administration levels, but “if there’s
anything that’s enjoyed bipartisan support, it’s
funding for the NIH,” says Ian Spatz, senior
advisor at Washington, DC, healthcare con-
sultancy Manatt Health and a former vice
president of public policy at Merck & Co. “I
can't imagine there’ll be any change in that
going forward,” he says, and what’s more, “it
would be really smart politically for the presi-
dent-elect to embrace Joe Biden’s Moonshot.”

Issues around drug pricing may vex
the Trump administration as much as its
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UK forms a £1-billion life
sciences powerhouse

Three UK investment groups have aligned

to create a new company with £1 ($1.2)
billion in funds to invest in life sciences,
with a significant focus in oncology. The
Wellcome Trust’s investment arm, Syncona,
joins the publicly traded investment company
Battle Against Cancer Investment Trust
(BACIT), and Cancer Research UK (CRUK),
which is contributing assets from the £70
($87)-million Pioneer Fund established in
2012 (Nat. Biotechnol. 30, 378, 2012). The
new company aims to provide the investment
needed to take potential cancer drugs from
the CRUK network, including the London-
based Institute of Cancer Research, from
discovery into phase 2. The deal, which

is subject to a BACIT shareholder vote in
December, would make the Wellcome Trust
BACIT’s largest shareholder, with a more than
30% stake in the merged entity. The firm,
which will continue to operate as BACIT,

expects to invest roughly £100 ($125) million
per year in life sciences opportunities until its

assets are fully invested in the life sciences,
with at least 25% going to oncology projects
and businesses. The new deal would also
assure “first look” access to CRUK'’s pipeline
even after The Pioneer Fund is fully invested.
Syncona’s portfolio includes Oxford-based
prostate cancer imaging company Blue

Earth Diagnostics; Cambridge Epigenetics

in Babraham; and the T cell immunotherapy
firms Autolus and Achilles Therapeutics, both
in London.

‘ ‘ “Trump is ‘interested in precision
medicine on that [21st Century Cures
Act bill]; incoming VP [Mike Pencel] is
interested in the Cancer Moonshot part of it;
and I’'m interested in the regenerative medicine
part. |1 want to see us finish that important
new measure this year’,” says Republican
Senate majority leader Mitch McConnell of
the prospects for the coming administration.
(Fierce Biotech, 11 November 2016)

“Trump has been a bit of a black box on
[funding for scientific research]. The good
news is we don't know what it means for public
funding and the bad news is we don’t know
what it means for public funding.” Jennifer
Zeitzer, director of legislative relations at
the Federation of American Societies for
Experimental Biology, on what lies in store
under the new president. (The Verge, 10
November 2016)

“Trump’s election does not bode well for
science or most anything else of value.” Neal
Lane, a physicist at Rice University in Houston,
and former White House science advisor
under President Bill Clinton, is stunned at the
outcome of the US elections. (Science,

9 November 2016) ,,
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predecessor. Trump will possibly discard spe-
cific Obama-administration initiatives, includ-
ing recently proposed payment experiments
around hospital-infused drugs. “It would be
naive to believe that value, quality, transpar-
ency and price reform will be swept under the
rug or go away as a result of Trump’s presi-
dency;” says Marc Samuels, former healthcare
advisor to President George H.W. Bush and
founder and CEO of ADVI, the life sciences
and healthcare services consulting firm. But
any reform is likely to rely to a large extent
on industry self-policing, argues Samuels.
“The manner in which reform is introduced
or implemented by this Congress or this pres-
ident-elect will be different,” he says.

The Republican solution to drug pricing
has traditionally been to encourage compe-
tition, says McCaughan, which could result
in shrinking regulatory hurdles to get-
ting products to market. Any US Food and
Drug Administration (FDA) reform will be
designed to speed the drug approvals pro-
cess—for new molecular entities, generics or
both—but could exacerbate the real staffing
challenges already facing the agency, he says.

“For biopharma companies, the climate
at FDA has been so good, the best you can
hope for is that it stays almost as good,” says
McCaughan.  “With
any transition, regard-
less of who the new
president is, there’ll be
bumps” What’s more,
2017 is a huge year leg-
islatively for FDA, one
that features the stan-
dard every-five-years prescription drug user
fee act (PDUFA) reauthorization. The cur-
rently stalled 21t Century Cures Act, which
passed the US House of Representatives in
2015 but failed to gain enough traction in
the Senate, has implications for FDA and
could also be revisited. The Cures Act boils
down to additional funding for agencies
like NTH and FDA (some of which could be
earmarked for Moonshot or the Precision
Medicine Initiative, for example), alongside
new incentives for drug development and
smoother paths to approval for industry (Nat.
Biotechnol. 33, 891, 2015).

The biotech industry may also be caught up
in broader policy reform and Trump admin-
istration initiatives. Trade deals, like the
12-nation Trans-Pacific Partnership (TPP),
were heavily criticized by Trump during the
campaign (Nat. Biotechnol. 33, 1223, 2015).
The TPP included a provision for five years
data exclusivity on biologics, much less than the
12 years preferred by biopharma lobbyists that
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[t's also unclear whether
Trump would prioritize
ethical issues that have
motivated Republican
presidents in the past.

was made law in the US as part of the PPACA.
“Various administrations pursuing trade deals
have run hot and cold in protecting the intellec-
tual property of the biopharma industry;” says
Spatz, and it remains to be seen “how much
a Trump administration prioritizes that as it
negotiates or renegotiates trade deals”

Its also unclear whether Trump would
prioritize ethical issues that have motivated
Republican presidents in the past. For exam-
ple, federal funding for human embryonic
stem cell research may also become a hot-
button issue once again, but “the president-
elect hasn’t given an inkling” of information
regarding where he stands on that issue, says
Samuels.

At first glance the election results appear to
be good news for drug companies. Biopharma
stocks surged following the election; the
NASDAQ Biotechnology Index jumped 11%
on the week, a nearly unprecedented leap. On
the whole, investors do not expect a Trump
administration to pursue the drug pricing
issue as zealously as a Clinton administration
would have. Speaking for the Biotechnology
Innovation Organization Kenneth Lisaius,
senior vice president of communications,
says, “We look forward to working with the
new and returning members of the House
and Senate—as well as
the Trump administra-
tion—on matters and
policies that promote
innovative treatments
and cures”

Pharma analysts say
the Trump administra-
tion is likely to make it less onerous than in
the past for US corporations to repatriate
cash held overseas, either as a stand-alone
program or as part of a broader corporate
tax reform package. Currently US compa-
nies must pay a tax of 35% to repatriate their
overseas cash. Any repatriation tax holiday—
a previous program allowed companies to
repatriate cash at a 5.25% rate in 2005—
could lead to a boom in biopharmaceutical
M&A. Analysts at Jefferies (New York) peg
the biopharma capital influx at nearly $100
billion. Thousand Oaks, California-based
Amgen alone holds $34 billion, or 91% of its
total cash reserves, outside the US, accord-
ing to New York-based Evercore analyst John
Scotti. “If it’s not an ideal M&A environment,
it’s at least hard to remember a better time
for deal making than the first half of 2017 is
shaping up to be,” says Iselin, New Jersey—
based Andrew Forman of Ernst & Young
transaction advisory services.

Chris Morrison Yardley, Pennsylvania
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