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Earlier this year, US trade group
PhRMA unveiled a multiyear, multimil-
lion-dollar effort dubbed “GoBoldly”
that it believes will “showcase the in-
dustry’s unsung heroes driving cutting-
edge advances in science.” As part of
the campaign, the group plans to roll out
TV, print, digital, radio, and out-of-
home advertising across the country.
The first GoBoldly TV commercial,

a 60-second spot called “Do Not Go
Gentle,” hits the “cutting-edge” theme
hard. A British narrator reads the Dylan
Thomas poem of the same name over
images of cells dividing, blood swirling
in test tubes, and patients lying in hos-
pital beds. Fast-paced music kicks in,
and images of determined, hardworking

lab scientists flash across the screen, in-
terspersed with the words, 

“When an indomitable will to cure
pushes researchers to find the un-
findable and cure the incurable,
today’s breakthroughs become to-
morrow’s medicines for all of us.”

The spot ends with a quick run-
through of some of the industry’s latest
advances, with the words “personalized
medicine,” “immunotherapy,” and “ge-
nomics” popping up in quick succes-
sion.
Print ads also rolled out as well,

bearing lines such as “Going after cures
isn’t for the faint of heart,” “There is no

tiptoeing into the unknown,” and “Mag-
ellan and Columbus explored new
worlds, but nothing like this.”
The advertising will go live at gob-

oldly.com and PhRMA has also retooled
the website innovation.org to make it “a
publishing platform” and “an opportu-
nity for scientists to talk about...what
they’re doing, the exciting science,
where it’s happening,” both in video and
written format.

Food and Drug Administration (FDA)
guidelines outline requirements for

biosimilar developers looking to prove
that their versions are interchangeable
with the original brands. If deemed so,
branded scripts could be filled with
biosimilars without the prescribing doc-
tor's approval, similar to generic ver-
sions of traditional medications. 
The requirements for that designa-

tion, however, appear to be more strin-
gent than biosim-makers would like. For
instance, the current draft would require
switching studies more complicated

than many now in the works.
Biosim developers can take comfort

knowing that interchangeability isn’t re-
quired for an approval, as knockoff ver-
sions now on the market attest (e.g.,
Novartis' first-to-market biosimilar
Zarxio). Nor will interchangeability be
necessary for commercial adoption.
Pharmacy benefits managers' 2017 for-
mularies have excluded some originator
brands in favour of recently approved
biosimilars.

PhRMA Highlights Hardworking Scientists, Cut-
ting-edge Meds in New Reputation-saving Effort
PhRMA campaign aims to showcase industry’s unsung heroes.

Bad News for Biosim-makers
The FDA sets a “high bar” in interchangeability guidance.
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If there was any doubt that the oncology
market is set to reach unprecedented
heights, the top 15 list of cancer drugs in
2022 should eliminate it. By 2022, the
top 15 cancer drugs are expected to col-
lectively do almost $90 billion in sales.
This represents about one-fourth of the
entire US pharma market in 2014, which
is bigger than pharma's sales in Japan or
China of that year.

It will likely be no revelation that
three drugs among the top six on
the list come from the highly
touted PD-1/PD-L1, or checkpoint
inhibitor class. 

The class has achieved unprece-
dented efficacy in a broad range of can-
cers and provides a new treatment
approach alongside chemotherapy and
targeted cancer drugs, which tend to lose
efficacy over time.
With such efficacy, however, comes

the thorny issue of pricing. The cost of
medicines is under scrutiny by lawmak-
ers around the world and market-watch-
ers cannot rule out some sort of
clampdown by payers, both public and
private. Drugmakers must now carefully
select a price point for new meds—one
that won't encourage payers to restrict
their use.

Scientists at the University of California
in Los Angeles (UCLA) say they have
uncovered a set of “master genes” in the
brain that can be damaged by traumatic
brain injuries. 
To find the genetic culprits, the

UCLA team trained 20 rats to escape
from a maze, then used a fluid to simu-

late brain injury in half of them. After
confirming that the injury impeded the
rats’ ability to complete the maze, the
scientists took samples of RNA from
both their brains and their blood. They
found that 268 genes in the brain had
been altered in response to the simulated
injury, as well as 1,215 changed genes
in the white blood cells.
They believe the master genes that

they identified control hundreds of other
genes that have been linked to
Alzheimer’s, depression, Parkinson’s,
and many other brain disorders.
Many major changes occurred to

genes in the blood cells. The finding
was significant because white blood
cells play a key role in the immune sys-

tem. The research showed that when the
brain was damaged, it sent signals to the
immune system that the body was under
attack, which then caused the genetic
changes. More than a hundred of the
changed genes are similar to those in
people and have been linked to neuro-
logical diseases.
The researchers see two potential

uses for their catalogue of genes that are
altered by traumatic brain injury. They
could give scientists ideas for new drugs
to treat Alzheimer’s and other diseases,
and, perhaps in the long term, they
could lead to new ideas for repairing the
master genes so as to reduce the future
risk of brain disorders.

The Top 15 Bestselling Cancer Drugs in 2022
Forecasters say the top 15 will be hauling in almost $90 billion by 2022.

“Master Genes” May Explain Why Some NFL
Players Develop Brain Diseases
Discovering genes altered by traumatic brain injury.

Rank Drug
1. Revlimid
2. Opdivo
3. Imbruvica
4. Keytruda
5. Ibrance
6. Tecentriq
7. Darzalex
8. Perjeta
9. Xtandi
10. Avastin
11. Herceptin
12. Gazyva
13. Jakafi
14. Venclexta
15. Rituxan

Global Pharma 360
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What did you miss at J.P. Morgan? 

INTERVIEWS BIG PHARMA AND BIG
BIOTECH NEWS

M&A TALK

SPECIALTY PHARMA NEWS

BIG INDUSTRY ISSUES

Highlights from the J. P. Morgan Healthcare Conference that took place earlier
this year in San Francisco, which showcases news for investors from across an
entire spectrum of healthcare companies.

Last year, Novartis CEO warned that
tech was an area where pharma would
have to “pay real attention.” Now, with
Qualcomm and Google collaborations
already set, the Swiss drugmaker is
scouting more high-powered digital
partnerships to take on pressing pharma
issues, such as the high cost of drug de-
velopment. 
When the time comes to launch the

new atopic dermatitis treatment
dupilumab, Sanofi's Genzyme CEO has
one key objective: to build a rare dis-
ease-style patient community to get the
drug to the right patients. 

Pfizer’s dealmaking over the past few
years follows a pattern: it seeks buys
that quickly bring in new sales. Execs
say that it is a trend they intend to con-
tinue. If the company gets to repatriate
overseas cash without a tax penalty
under President Trump, it will have
some serious firepower.
Everyone wanted to listen to Gilead

Sciences at the J. P. Morgan Healthcare
Conference, but it did not come up with
a major deal. Gilead did, however, talk
up its HIV and NASH programs.

AbbVie CEO has joined the 10% price-
hike pledge. Other CEOs speaking at
the J. P. Morgan Healthcare Conference
have criticized the 10% limit as a poor
answer to the industry's pricing woes. 
Sanofi CEO believes the French

drugmaker has fixed the issues at a
fill/finish plant in France that delayed
its experimental rheumatoid arthritis
drug sarilumab. 
Celgene faced big expectations

heading into the conference; execs
talked up its collaborations, and for
those keeping track, Celgene is on its
way to hitting a 2020 revenue goal of
$21 billion-plus.

About potential US tax reform: drug-
makers are speaking up about changes
that could take place under President
Trump. Amgen CEO proclaimed that
Amgen "will be a clear beneficiary of
that change,” while Pfizer execs said
they expect to benefit too. As Johnson
and Johnson chief pointed out, however,
it may not be so black and white for
other companies. Some pharmas may
actually see their tax rates go up.

Valeant used the J. P. Morgan Health-
care Conference to make a big state-
ment about its arduous turnaround,
which is largely focused on paying
down its $30 billion debt burden.�Aller-
gan CEO  is tired of hearing from in-
vestors that chin-fat buster Kybella’s
launch isn’t going as well as, say, that of
IBS-D med Viberzi or schizophrenia
treatment Vraylar. “Kybella is not a
pharmaceutical launch,” he stressed
during a JPM presentation, “It’s a med-
ical aesthetic launch. It’s a new market,
and we know from looking at historical
data of launching Botox and launching
fillers that Year 2 is pivotal.”

News of Note
NEW DRUG APPROVALS TOOK A
NOSEDIVE IN 2016

As the saying goes, what goes up must
come down, and to the biopharma in-
dustry's chagrin, that is exactly what
happened to new drug approvals in
2016. Last year, the FDA logged 22
new drugs, a paltry total compared
with the 45 in 2015 and 41 in 2014.

NEWLY DISCOVERED GENETIC FIN-
GERPRINT FOR PROSTATE CANCER
PROMISES TO PERSONALIZE TREAT-
MENT

Scientists at the University of Toronto
have discovered a set of genetic muta-
tions that they believe will help oncol-
ogists predict when men with
localized prostate cancer are most at
risk for seeing their disease spread
after treatment.

IBM, ILLUMINA DEPLOY WATSON
FOR GENOMICS IN CANCER RE-
SEARCH

IBM is putting another Watson part-
nership in the books. This time, it’s
teaming up with Illumina to standard-
ize and simplify genomic data inter-
pretation in cancer research. The pair
will deploy Watson for Genomics to
help researchers interpret the results
from Illumina’s solid tumour profiling
panel.

PHARMA’S CO-PAY COUPONS FACE
NEW LIMITS IN CALIFORNIA

As pharma scrambles to defend its
pricing practices around the US, a Cal-
ifornia legislator has set his sights on
the industry’s co-pay coupons, which
cut patients' out-of-pocket costs to
promote branded meds, particularly
those facing cheap alternatives.

Global Pharma 360
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PHARMA JOINS GATES FOUNDATION, IN-
TERNATIONAL GOVERNMENTS IN $1B
OUTBREAK PREP GROUP

Top drugmakers have joined with govern-
ments and nonprofits around the world to
launch an alliance that will take a proactive
approach to potential deadly outbreaks.
GlaxoSmithKline, Merck, Johnson &

Johnson, Pfizer, Sanofi, and Takeda signed
on to support the group to date, in conjunc-
tion with the Bill & Melinda Gates Founda-
tion, Wellcome Trust, and the governments
of Germany, Japan, and Norway.
The coalition is designed to be an “insur-

ance policy against epidemics.”

BAYER TURNS AMERICA’S “SMITHS” INTO
ASPIRIN-CARRYING HEART ATTACK HE-
ROES

Every Smith in Fort Smith, Arkansas is
ready to be a hero. The Smiths are part of
Bayer Aspirin's new marketing effort to en-
courage people to carry aspirin in case they
or someone nearby has a heart attack. Why?
Because chewing an aspirin after calling 911
has been shown to increase chances of sur-
vival.

UK OFFERS DEAL TO DRUGMAKERS TO
BOOST PRODUCTIVITY

The UK government wants to strike a deal
to boost the productivity of the life science
sector. Officials have called on business and
academia to team up and pitch proposals on
how the increasingly interventionist govern-
ment can fix the problems they face.
Theresa May is looking to the industrial

strategy to shape post-Brexit Britain, and to
show businesses at home and abroad that the
country can thrive outside of the European
Union. 
May is notably more enthusiastic about

interventionism than her predecessor. Such
a difference in thinking was evident when
she began her leadership campaign in July,
arguing the government should have done
more to protect AstraZeneca from Pfizer
during the megamerger scrap.

TRUMP “NOT GOING TO BACK
DOWN” FROM VACCINE SAFETY
COMMISION

President Donald Trump told vaccine
critic Robert Kennedy Jr. that he won't
"back down" from plans to create a
commission on vax safety, despite the
guaranteed "uproar" from the pharma
industry. The political scion and long-
time vaccine skeptic said the Trump
team may have backpedaled recently
when the commission news broke, but
it is still in the works.

TRUMP MAY CUT TAXES AND REGU-
LATIONS, STILL BACKS MEDICARE
PRICE NEGOTIATION

Pharma execs might have had reason
to hope that Trump would back away
from Medicare price negotiations,
what with their White House meeting
recently. But Press Secretary Sean
Spicer squashed that hope, saying the
president is “absolutely” in favour of
the price-fighting tactic.

TRUMP’S LATEST PHARMA-FIGHT-
ING PLAN: USE TWITTER TO FORCE
PRICES DOWN, MANUFACTURING TO
US

He vowed to bring down drug prices
and slammed the industry for “getting
away with murder.” He  promised the
Washington Post that he would subju-
gate drugmakers with the power of the
tweet.
Though targeting price negotiation

may be a well-worn idea in Washing-

ton, Trump promises to push the idea
his own way, “just like on the air-
plane,” referring to his tweets criticiz-
ing the cost of a Lockheed Martin
fighter jet. The aircraft makers’ shares
tanked on his social media attack.
Trump said he did not care

whether his public arm-twisting sent
biopharma stocks reeling.

DRUG PRICE MOVES IN ACA RE-
PEAL? NO, BUT A TRUMP TWEET
SAYS A “NEW SYSTEM” IS COMING

After House Republicans unveiled a
new healthcare bill that's all but silent
on drug pricing, Trump promised that
he hasn't abandoned his pledge to take
action.
He tweeted  that “getting rid of

state lines, which will promote com-
petition, will be in phase 2 & 3 of
healthcare rollout,” apparently refer-
ring to geographic restrictions on in-
surers. Five minutes later, he switched
to pharma. "I am working on a new
system where there will be competi-
tion in the drug industry. Pricing for
the American People will come way
down.”

BMJ WARNS OF GLOBAL IMPACT OF
TRUMP ON R&D, REGULATION

Editors at The BMJ have warned
Trump’s policies could damage bio-
medical research and regulation
around the world. The journal has
committed to fostering open debate
and supporting those who “speak
truth to power” to counter the actions
of an administration it sees as heading
for a “head-on collision with the sci-
entific and health communities.”

Adapted from FierceBiotech and FiercePharma.

On the Trump Front
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