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Foreword
It was a real pleasure to host the Digital Scrip Awards 2020 and honor the many achievements of the pharmaceutical,
biotechnology, clinical research and allied sectors.
2020 has been a year like no other. In less than 12 months, we have approved treatments and effective vaccines
for an entirely new virus – a phenomenal achievement.
At the same time as the industry was grappling with the COVID-19 pandemic, the usual biopharma activities did
not stop: you have still been forging deals, launching new products, raising money and conducting clinical trials.
This is an incredibly exciting time for the biopharma industry. From new research technologies, to the use of
real-world evidence, artificial intelligence and big data, R&D has never been so exciting.
In parallel, changes to regulations and reimbursement challenges continue. And here biopharma is applying its
facility for innovation and collaboration to work with payers and health services to get the wave of novel treatments
such as gene therapies to patients.
At a time of such change, it is important to step back and acknowledge the tremendous achievements of the
people who go to work every day to grapple with the formidable challenge of improving and lengthening people’s
health and lives. Your dedication and diligence have yielded breakthroughs that were once deemed impossible.
The Scrip Awards celebrate the industry’s extraordinary efforts.
Thanks to all of you who entered – being on the shortlist is a real achievement. Our judges had the difficult task
of deciding the winners from a highly competitive line-up of entrants. The awards presented covered a broad
spectrum of business activities, from clinical trials to new product launches, from financing to partnerships and
from drug development to drug launch. We also honored the teamwork and leadership that ensure the success
of these activities.
We warmly thank our panel of esteemed judges for their time and commitment, as well as our sponsors, who
make the Scrip Awards possible.
Many of the celebrated R&D advances, deals and fundraising have been covered by Scrip in the last 12 months or
so. Please enjoy this selection of recent articles that reflect the wide array of industry activities and the breadth
of our coverage.
Eleanor Malone
Editor in Chief, Scrip
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ROLL OF HONOR 2020
CONGRATULATIONS TO THE AWARD WINNERS
The Digital Scrip Awards 2020 took place on 2 December 2020.

Parexel
BEST CONTRACT RESEARCH ORGANIZATION –
FULL-SERVICE PROVIDERS
Sponsored by BIOCLINICA

Illingworth Research Group
BEST CONTRACT RESEARCH ORGANIZATION SPECIALIST PROVIDERS

MSD’s Ervebo
BEST NEW DRUG AWARD

Amgen, AstraZeneca, GSK and Janssen
for the UK Biobank Whole Genome
Sequencing Project
BEST PARTNERSHIP ALLIANCE AWARD

Roche and Spark Therapeutics’
Acquisition Liaison Team
BUSINESS DEVELOPMENT TEAM
OF THE YEAR AWARD

AstraZeneca China
CHINA BIOPHARMA LEADERSHIP AWARD

Regeneron’s Phase III PALM Trial
of REGN-EB3 for Ebola
CLINICAL ADVANCE OF THE YEAR AWARD
Sponsored by PAREXEL

John Dawson, CEO of Oxford Biomedica
EXECUTIVE OF THE YEAR – COMPANIES
WITH MARKET CAP <$10bn

Kenneth Frazier, CEO of Merck & Co
EXECUTIVE OF THE YEAR – COMPANIES
WITH MARKET CAP >$10bn

BioNTech’s Series B Financing and
$150m IPO on NASDAQ
FINANCING DEAL OF THE YEAR

BenevolentAI’s Artificial Intelligence
INNOVATION AWARD

Roche and Dicerna for RG6346
for Chronic Hepatitis B
LICENSING DEAL OF THE YEAR

AstraZeneca
PHARMA COMPANY OF THE YEAR

Dame Sally Davies
SCRIP’S LIFETIME ACHIEVEMENT AWARD
Sponsored by ICON

Ionis Pharmaceuticals
BIOTECH COMPANY OF THE YEAR
Sponsored by WUXI APPTEC

Takeda’s The Global Challenge
MEDIDATA’S COMMUNITY PARTNERSHIP
OF THE YEAR AWARD
Sponsored by MEDIDATA
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FROM LOSER TO LEADER:
The Turnaround Of AstraZeneca
BY KEVIN GROGAN

R

ecently AstraZeneca became the most

The turnaround in AstraZeneca's fortunes has

valuable company by market capitalization

been striking and nowadays the UK drugs major is

on the FTSE 100, quite a switch in fortunes

making the headlines in both the mainstream and

from earlier in the decade, and HR head

trade press. While many of those headlines relate

Fiona Cicconi tells Scrip that a change in culture as

to the company's work in developing a coronavirus

well as a productive pipeline has contributed to the

vaccine with Oxford University, this week has already

firm's recent success.

seen stories of a possible mega-merger with Gilead

Now a powerhouse in oncology and a leader in

Sciences Inc. to create a $230bn pharma behemoth;

the battle to combat COVID-19, AstraZeneca PLC

the company's stock is riding so high that in recent

has certainly come a long way in the six years since

weeks AstraZeneca was the most valuable company by

it fought off a hostile bid from Pfizer Inc. following a

market capitalization on the FTSE 100 index, shooting

string of late-stage clinical failures.

past Royal Dutch Shell and passing the £115bn
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($146bn) mark. (Also see "AstraZeneca Gilead Merger

not going to stick," Cicconi said. The firm conducted

Intriguing But Unlikely" - Scrip, 8 Jun, 2020.)

a crowdsourcing exercise with the firm's 70,000

Someone who has had a bird's-eye view of the fall

employees "who really contributed," resulting in a

and rise of AstraZeneca over the past few years is

set of behaviours that would be crucial to return the

Fiona Cicconi, head of human resources and member

company to growth.

of the company's senior executive team. She joined

Then came the opportunistic £55 per share final bid

from Roche in 2014, two years after Pascal Soriot

by Pfizer which was again rejected by the AstraZeneca

moved from the Swiss major to become CEO.

board despite grumblings from some investors who

When Soriot came in, "it really was a poor situation,

were concerned about the company's sparse pipeline

we had a poor pipeline and a $17bn patent cliff looming

and wanted to cash in. AstraZeneca stood firm,

over us. We were more known for our commercial

believing the Pfizer bid to be driven by cost savings

excellence and not so much for the R&D," she told

and tax benefits, and set an ambitious annual sales

Scrip. "He knew that a new strategy was required to

target of $45bn by 2023.

turn around the company more towards science, but
it wasn't just about strategy – the important thing is

Pfizer Saga Galvanized AZ

that he knew he needed a new culture and a new set

Cicconi said that the Pfizer saga was a difficult moment

of values."

for the company "but it actually galvanized everybody
even more behind the strategy and the new values and
they really have stuck. They are our North Star, the soul
of the company and part of our everyday language."
Since 2014, "we have lived those values and walked
the talk with some substantial decisions," she added.
One of those values, called 'what science can do'
has "allowed us to attract the best scientists and at
AstraZeneca, it was okay to be a little bit more of a
quirky scientist. This is not a place of mediocrity and
our self-confidence grew as the pipeline started to
deliver."
Better recruitment happens "if you have a culture
that is very science focused, that allows scientists to
be themselves, backed with significant R&D funding,"
Cicconi said. She added that AstraZeneca was a
company which "really values deep competency,
where you have a CEO (unusually for a big pharma

Fiona Ciccione

head Soriot regularly attends medical conferences)
and senior leaders who can talk your language so you

The management at AstraZeneca knew that a culture

end up managing to recruit the best scientists. It's a

change "is not done top-down because we knew that's

small world, they all know each other, you recruit one

6 / December 2020
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and then they bring in other people. We've become an
incredibly attractive employer, with a strong brand in
R&D and science. We didn't have that back in 2012."

the right thing, put patients first and playing to win.
One example of those values was "allowing
physicians and nurses to volunteer at full pay" and

Cicconi said that HR deserved credit for recruiting

another was a donation of nine million masks. "We

scientists who have come in and helped deliver a

have such a big and influential footprint in China, they

number of in-house blockbusters, notably in the

were ahead of the game so we were able to source the

oncology space. Two unqualified successes have been

masks and distribute them around the world." (Also

AstraZeneca's top-selling drug Tagrisso (osimertinib),

see "AZ Prioritizes Protection With COVID-19 Mask

which was arguably the star at this year’s virtual

Donations" - Scrip, 24 Mar, 2020.)

American Society of Clinical Oncology meeting, on

AstraZeneca's most high-profile initiative during the

data showing that the drug cut the risk of disease

pandemic has been its collaboration with the Jenner

recurrence or death by 83% in patients with early

Institute at Oxford University and others to develop,

stage lung cancer, and the PARP inhibitor Lynparza

manufacture and distribute a COVID-19 vaccine. "We

((olaparib), which recently received the green light

don't want to become a vaccines company, it's not a

from the US Food and Drug Administration for

particularly attractive commercial opportunity," she

advanced prostate cancer, the fourth tumor type it

pointed out, "but we're doing the right thing. We can

has been approved for (Also see "ASCO 2020: AZ’s

help, we're large and we want to contribute to this

Tagrisso Sails Into Early-Stage NSCLC On ‘Momentous’

public health crisis." (Also see "Coronavirus Update:

ADAURA Trial Data" - Scrip, 29 May, 2020.) (Also see

AZ Gets $1bn From US, Secures Capacity For One

"AZ/Merck & Co' s Lynparza Gets US Approval For

Billion Vaccine Doses" - Scrip, 21 May, 2020.) (Also see

Prostate Cancer" - Scrip, 20 May, 2020.)

"Sir Mene Pangalos Outlines AZ's Trio Of COVID-19

Cicconi noted that the company's recent successes

Targets" - Scrip, 8 Apr, 2020.)

had created an environment where staff feel valued,

Cicconi said, "The vaccine is an example that we're

saying that "today, 86% of employees believe

very high performing and we move fast." She added

AstraZeneca is a great place to work and it was 77%

that while the turnaround at AstraZeneca had been

in 2012. 96% believe in AstraZeneca's future direction

achieved by a "laser focus" on science, the culture

and back in 2012, it was only 68%." As for diversity,

change "has really been a differentiator as well, it's

female leadership was 39% in 2012 and is now 45%.

been really successful. I know I'm the head of HR but

She added that the company and employee response
to the COVID-19 pandemic "exacerbated in a good way

honestly it's just fantastic how it has entered into our
DNA."

the culture and the purpose in the organization."

It is an ongoing process, however, and Cicconi said,

Cicconi ticked off a number of values that came to

"We always need to work on our culture. It's like

the fore during the coronavirus crisis, such as doing

watering a garden."

© Informa UK Ltd 2020 (Unauthorized photocopying prohibited.)

December 2020 / 7

Digital Scrip Awards 2020 | eBook

Pandemic Is Enabling Faster Business
Transformation, Says Novartis Digital Leader
BY ANDREW MCCONAGHIE

W

hile the COVID-19 pandemic will

He told Scrip: “Many things that we had planned

undoubtedly hit some biopharma

to take a couple of years to get into full motion have

companies harder than others, Novartis

happened in two months. Everybody, including the

AG wants to make sure that it emerges

regulators, have come together on this, and so we

stronger from the global lockdown by using it to
accelerate its business transformation.

have been able to change gears strongly.”
On the commercial side, Novartis had 30,000

The company’s chief digital officer Bertrand Bodson

representatives worldwide who were usually on the

says the pandemics's enforced restrictions have

road visiting healthcare professionals (HCPs), but

made the company's employees more determined

have been confined to home for the last two months

to push ahead with digital innovations across the

or more.

business, from clinical trials to healthcare professional
interactions with reps.

8 / December 2020
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rapidly and meet the genuine needs of patients and
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HCPs. He points to a very rapid and positive approach

increase hugely to 1.2 million visitors, an “intensity” of

taken by its local team in China as a great example

interest that Bodson said was unprecedented.

where new digital models have been adopted at

The company is also using WeChat to communicate

speed. Novartis has 3,000-4,000 reps in the country

with China’s HCPs, and took this channel one stage

who have been unable to provide face-to-face updates

further by working with TenCent to introduce rep-

and clinical information during the lockdown period.

triggered emails. From there it could engage via KOLled webinars, using content tailored to specialists and
sub-groups of interest.
This required a wholesale and rapid change in how
this frontline team’s performance was assessed, and
a more streamlined approach to getting educational
and promotional content signed off internally.
“We changed literally in a week, and the team in
China set about creating new KPIs (key performance
indicators) for the [salesforce] team,” he says.
Novartis then built on the experience, putting
together digital toolkits and expanding the approach
to South Korea and Japan, countries which are also
generally eager to embrace digital innovation in
communication.
“We had many of the tools in place, but we needed
to get consent to be able to reach doctors, and to
do MLRs (medical/legal/regulatory) and approval of

Novartis' chief digital officer Bertrand Bodson

content in a much, much faster way,” Bodson added.
He said the company’s employees had been

Bodson said Novartis had been able to respond
proactively to the lockdown because of the significant
investment in many different digital initiatives it has
put in place over the last two to three years.
These include a joint venture launched with China’s

galvanized by the challenges of the pandemic, and by
the belief that theirs is an important mission.
“Nobody asked for this crisis obviously, but we want
to take all the positives that are coming from it and
extrapolate them for better times ahead.

internet giant Tencent in November 2019, an online

“My job now is to make sure that all this sticks…and

chronic disease management platform for heart

to keep designing experiences for doctors or patients

patients. The service provides daily health indicator

in partnership with regulators. It really makes sense on

monitoring and assessment through voice and image

the back of having proven that we can do this [during

recognition and interaction and is embedded within

a pandemic].”

the country’s well-established WeChat social media
platform.
During the lockdown period, this service saw visitors

© Informa UK Ltd 2020 (Unauthorized photocopying prohibited.)
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‘virtual’ in most cases.

doctors to video call their patients in a reliable and
secure way, directly from their own smartphone, and

Telemedicine: Doximity Reporting Surge
In Demand

Phull said over 100,000 HCPs are already regularly
using the service.

Novartis has been able to accelerate its digital

Doximity is just one among several digital health

transformation via multiple tech partnerships across

platforms which have seen their use explode during

its business, including with Amazon, Microsoft and

the pandemic, other notable names including Teladoc

clinical trial specialists TrialSpark and Science 37.

and Livongo. Nevertheless, concerns about issues such

In telemedicine, it teamed up with San Franciscobased Doximity, which has become one of the biggest

as data and privacy, and the depth and quality of their
service remain long-term questions.

online platforms in the US or doctors.
Doximity, told Scrip the firm had seen a significant

Further Acceleration Away From Face-ToFace Rep Contacts?

spike in engagement on Doximity since the onset of

This rapid acceleration towards digital communication

the pandemic.

raises the prospect of also fast-forwarding the existing

Amit Phull, medical director and head of strategy at

That includes Doximity Dialer, an app which allows
physicians to connect with patients securely using
their cell phones.

trend of physicians being reluctant to have face-to-face
meetings with industry reps.
However Bodson said that there would always be a

“Prior to the pandemic, we were facilitating about

place for reps, particularly in newly launched brands.

one million calls a month. Now, we are averaging about

He claimed the sales data from the industry frontline

one million calls a day,” he said.

show that these newer brands have struggled during

He added that the service’s newsfeed, which delivers
custom-curated medical news and research based on

the lockdown period compared to better established
rivals across therapy areas.

each member's specialty and clinical interests, had

“I can see [in future] the rep being a very nice

also seen a 60% jump in engagement since the crisis

orchestrator, but hopefully giving more ammunition

began.

to the teams to be able to be more personalized [in

The company also launched a new telemedicine

their communication] for HCPs and patients.”

offering on 5 May, called Dialer Video. This enables

10 / December 2020
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We’re honored to have been chosen as
Best CRO – Full Service Provider
and to celebrate our collective successes
As a sponsor of the 2020 Scrip Awards and winner of
the Best CRO – Full Service Provider, we are inspired
by our industry’s exceptional contributions during a year
of unprecedented challenges. Your dedication and
commitment to creating life-changing therapies
is enhancing and saving millions of lives worldwide.
A special congratulations to Regeneron, winner of our
sponsored category—Clinical Advance of the Year—
for their novel drug Inmazeb, the first FDA-approved
treatment for Ebola virus.

© Informa UK Ltd 2020 (Unauthorized photocopying prohibited.)

At Parexel, we're not leaving the future to chance.
We're bringing Real-World Evidence (RWE) into clinical
trials because trends change, but data and innovative
collaborations remain key to understanding and
improving the patient experience.
Working together we'll come out stronger than ever
before. Patients are at the heart of everything we do,
and we do everything

December 2020 / 11

Digital Scrip Awards 2020 | eBook

A SLIMMED-DOWN PFIZER SETS
A NEW R&D GOAL: 25 Launches By 2025
BY JESSICA MERRILL

T

he company showcased its pipeline

to launch on the later side, in 2023 or after, and their

in a two-day virtual meeting, trying to

commercial outlook remains uncertain. Among the

convince investors the long-term potential

near-term opportunities, tanezumab – pending at the

is undervalued.

US Food and Drug Administration for osteoarthritis

Pfizer Inc. unveiled a new research and development

pain – has a complicated risk/benefit profile and is

metric – 25 by 2025 – during a two-day virtual R&D

partnered with Eli Lilly and Company. Also on the

day on 14-15 September; it was a vow to investors

horizon is Pfizer’s 20-valent pneumococcal vaccine that

that the company is on track to launch 25 new drugs

will be filed with the FDA in October, but it will largely

by 2025. Those will be the products that drive Pfizer's

replace the company's current 13-valent Prevnar 13, a

growth through the next five years and beyond as the

blockbuster vaccine, and it will face new competition

company reaches its next big patent cliff.

from Merck & Co., Inc..

Nonetheless, many of the new drugs are expected

12 / December 2020

The R&D days were the first such events that Pfizer
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has held in many years and the company set out

"The increased R&D productivity as well as the depth

to spotlight a healthier, nimbler R&D engine and

and breadth of our pipeline gave us the confidence to

convince investors its pipeline is undervalued. The

move so quickly over the past year to transform into

event was initially meant to be held in the spring but

the new Pfizer," he said. "The new Pfizer will be very

was delayed and eventually hosted virtually because

different. It will combine the agility and innovative

of the COVID-19 outbreak.

spirit of a biotech with the scale of a big pharma."

Management outlined during the two-day program

COVID-19 has given Pfizer an opportunity to

how Pfizer expects to reach a previously disclosed

showcase this nimbler reincarnation, with the

goal of achieving a compound annual growth rate of

company now being a frontrunner in the race to

at least 6% and double-digit earnings per share growth

bring a vaccine for COVID-19 to market – potentially

from 2020-2025. But the company also showcased

within one year since the outbreak began. None of

products that it expects could help fill a potential

the company's long-range financial forecasts include a

$18bn-$20bn revenue gap beginning in 2026, when

COVID-19 vaccine or treatment, however. Bourla said

Pfizer is expected to lose exclusivity for big blockbuster

the company will update its guidance if the products

brands like Eliquis (apixaban), Xeljanz (tofacitinib) and

are proven to work in clinical trials, but success could

Ibrance (palbociclib).

provide unexpected upside.

Pfizer believes the current pipeline will be able to at

There were no material updates on the COVID-19

least replace the lost revenue from patent expirations

vaccine, developed in collaboration with BioNTech,

and that it will be supplemented by external deal-

which is in Phase III development and has enrolled

making. On that front, CEO Albert Bourla reiterated

close to the trial's initial 30,000 patients; the

his interest in bringing in mid-stage assets that are in

enrollment goal recently was increased to 44,000.

Phase II development or Phase III-ready.

(Also see "Coronavirus Update: Rapid Restart For AZ’s

All of the company's financial forecasts are based
on Pfizer completing the spinout of its established

Vaccine Trial, Pfizer Upsizes Its Phase III" - Scrip, 14
Sep, 2020.)

products business Upjohn into a new company with

About 12,000 patients have received a second dose,

Mylan N.V., a deal that is expected to close by the end

the firm said. Pfizer reiterated the expectation that

of the year and dramatically reshape Pfizer. (Also see

data will be available in late October and said the data

"At Pfizer, A Split A Decade In The Making" - Scrip, 29

monitoring committee has not alerted the company

Jul, 2019.)

to any safety issues at this time.

A Decade-Long Transformation

Slimmer Is Better

Pfizer opened its virtual meeting by highlighting how

Worldwide R&D president Mikael Dolsten outlined how

the company – and particularly its R&D engine – has

the company's slimmer pipeline is already delivering

changed over the last decade, a transformation

better success rates. At the end of 2010, Pfizer had

that began in 2010 under then-CEO Ian Read but

104 new molecular entities in clinical development,

accelerated over the last 18 months under Bourla.

predominantly small molecule drugs, spread across

The 10-year transformation has positioned Pfizer to

10 therapeutic areas.

execute on its goals now, Bourla said.
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In contrast, the pipeline now includes 54 new

he said. Of those, 70% have passed Phase I clinical

molecular entities with broader modalities and in five

testing and 35% are in Phase III, registration or recently

targeted therapeutic areas – oncology, inflammation/

approved, he added. This pipeline could deliver $35bn-

immunology, vaccines, rare disease and internal

$40bn in annual revenue, based on each product's

medicine. The company's Phase II success rate on a

peak sales, he said.

three-year rolling average has improved from 17% in
2017 to 53% thus far in 2020, Dolsten said.

In its new pipeline chart, Pfizer has 38 assets – some
of which are new indications for existing medicines –

"We are confident that we are on the right road
and have set an ambitious goal to put up to 25

that could deliver commercially by 2025. Another 24
assets could launch between 2026 and 2028.

breakthroughs in the hands of patients by 2025,"

Up to 25 Breakthroughs in Patients Hands by 2025 to Drive Growth
25 by 2025
2019

2020

2021

2022

2023

2024

2025
Vupanorsen
SHTG

Xtandi
ARCHES*

BRAF Combo
CRC 2L/3L*

Tanezumab
OA

Xeljanz
AS

C diff
Vaccine

IFN-B
marstacimab
Dermatomyositis Hemo A&B

Top. brepocitinib
AD

Lorbrena
1L ALK NSCLC

Talzenna+Xtandi
TALAPRO2

Ibrance
PATINA

CDK2/4/6
Breast

sasanlimab
NMIBC

PCV20
Adult Vaccine

F IX GTx
Hemo B

F VIII GTx
Hemo A

Leap Frog
Drug Device

ritlecitinib
Vitiligo

abrocitinib
AD

ritlecitinib
Alopecia

PCV20 Pediatric Mening. Penta
Vaccine
Vaccine

3CL Inhibitor
COVID-19

Vyndaqel
ATTR CM*

COVID-19
Vaccine

PRMT5
Cancer
p38 LMNA
CM

Somatrogon
Ped. GHD

Tanezumab
Cancer Pain

DMD GTx
Duchenne

ATM-AVI
Bacterial

Lyme Disease
Vaccine

Ibrance
PENELOPE

Xtandi
EMBARK

BCMA+CD3
Triple MM

RSV Maternal
Vaccine

BRAF Combo
1L CRC

2026 – 2028 Opportunities (Select examples only)
2026

2027

2028

CDK2 Selective; Breast

KAT6; Breast

HER2 ADC; Breast

BCMA+CD3; Double MM

EIF4E; Breast

GUCY2C+CD3; Cancer

TYK2; PsO

JAK ‘X’; HS

EZH2; Prostate

Top. brepocitinib; PsO

ROBO2; Neph. Synd

JAK ‘X’; IBD

GBS Maternal; Vaccine

E-Selectin; Sickle Cell

brepocitinib; Lupus

Wilson’s GTx; Wilson’s Disease

DGAT + ACC; NASH

TL1A; IBD

Danuglipron; Obesity

DGAT; NASH

Vupanorsen; CVD

Danuglipron; T2D

GDF15; Cachexia

KHK; NASH

14 / December 2020

*Approved; All dates (as of 9/2/2020) are subject
to change and subject to clinical trial & regulatory
success. Xtandi® (enzalutamide) is developed
and marketed in the U.S. in collaboration with
Astellas.Bavencio® (avelumab) is co-developed
and co-commercialized in collaboration with
Merck KGaA, Darmstadt, Germany.Pfizer has
exclusive rights to Braftovi® (encorafenib) and
Mektovi® (binimetinib) in the U.S. and Canada.
Pfizer has granted Ono Pharmaceutical Co. Ltd.
exclusive rights to commercialize the products in
Japan and South Korea, Medison in Israel, and
Pierre Fabre in all other countries.

Source: Pfizer, 14 September
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No Big Surprises

CDK4/6 inhibitor Ibrance and a new subcutaneous

There were no big surprises or data released during

PD-1 inhibitor sasanlimab to be used as a backbone

the company’s presentations to move the bar in the

treatment.

minds of investors, however. Many of the programs

Pfizer also has plans to expand the BRAF/MEK

have been in investors’ sights for a long time. For

inhibitor combination Braftovi/Mektovi into first-

example, a vaccine candidate for respiratory syncytial

line BRAF-positive metastatic cancers, including

virus (RSV), which would be given to pregnant mothers,

colorectal, melanoma and non-small cell lung cancer.

has been in development for many years and isn't

The combination was the lynchpin of Pfizer's $11.4bn

expected to launch until 2024.

acquisition of Array Biopharma in 2019. SC125405

In immunology and inflammation, Pfizer's JAK1

In cardiovascular disease, Pfizer is investing in

inhibitor abrocitinib for atopic dermatitis will launch

vupanorsen, an ANGPTL3 antisense oligonucleotide

into a competitive category. (Also see "AbbVie’s Rinvoq

licensed from Ionis, for lowering cholesterol and

Shines In First Of Three Eczema Pivotal Studies" - Scrip,

triglycerides. The company is initiating a Phase IIb

18 Jun, 2020.)) and

(Also see "Pfizer's Abrocitinib

program to narrow in on the appropriate dose to

Looks Competitive In Atopic Dermatitis" - Scrip, 13

support a large Phase III investment, including a

Oct, 2019.).

cardiovascular outcomes trial. Given the lack of

Another late-stage asset, the JAK3 inhibitor

commercial success for other recent launches in the

ritlecitinib could be a first to market therapy for

space, investors may not to be enthusiastic about the

alopecia, a potentially sizable commercial opportunity,

chances of this becoming Pfizer's next big blockbuster

but the reimbursement landscape for alopecia could

brand.

be challenging if payers view the condition as cosmetic

Pfizer's stock price stayed largely flat over the course

rather than medical. Gene therapy, while exciting, also

of the two-day meeting, suggesting investors found

remains highly uncertain commercially, given the high

the pipeline update in line with their expectations.

prices and limited long-term data.

The company's stock price closed at $36.95, which

In oncology, Pfizer talked about 14 potential

was down 0.2%, on 15 September.

approvals by 2025, but most of the drugs are still

On the other hand, Pfizer has impressed investors

in early stages of development, including a BCMA/

with the recent launch of Vyndaqel (tafimidis), which

CD3 bispecific antibody for multiple myeloma, a

has gotten off to an unexpectedly strong start, and

HER2-targeting antibody-drug conjugate for multiple

the quick pivot into a potential COVID-19 vaccine

myeloma, a next generation cyclin dependent kinase

leader. More successes will continue to build investor

(CDK) 2/4/6 inhibitor for patients who relapse on the

confidence.
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Regeneron Wades Deeper Into Oncology
With Ambitions To Be A Force In The Space
BY JESSICA MERRILL

S

enior VP-global clinical development David
Weinreich addresses the company's growing
investment in oncology drug development,
why Regeneron is well positioned to lead in

the area, and business development.
Regeneron Pharmaceuticals Inc. – best known for its
antibody drug development platform and commercial
success with Eylea (aflibercept) – is pivoting
increasingly toward oncology. The company has one
cancer drug on the market, the PD-1 inhibitor Libtayo
(cemiplimab) in partnership with Sanofi, but behind it
are a maturing pipeline of bispecific antibodies that
Regeneron hopes will catapult the company into a
serious oncology player.
The year 2020 will be an important one for Regeneron
in that regard, with several clinical trial milestones
that could indicate how successfully Regeneron will

Regeneron's David Weinreich

execute on this goal.
"We are starting to become known as an oncology

Regeneron doesn't have a heritage in cancer and

company," senior VP-global clinical development

is building a portfolio from the ground up. The

David Weinreich said in an interview. Scrip talked to

company is known for its antibody development

Weinreich at the J.P. Morgan Healthcare conference

expertise, which has resulted in several commercial

in January about the company's growing ambitions

drugs, most of which are partnered with Sanofi under

in oncology, the opportunity to leapfrog through

a longstanding collaboration. Two have realized

combinations and balancing the investment-intensive

commercial success: Eylea for wet-AMD and other

therapeutic area with research in other areas.

ophthalmology indications, which is partnered with

"The history tells us it is not going to be any single

Bayer AG outside the US; and Dupixent (dupilumab) for

drug," Weinreich said of the oncology development

atopic dermatitis, asthma and other allergic diseases.

space. "It is going to be some combination, and that

Other drugs like Praluent (alirocumab), Kevzara

is where we are trying to position ourselves."

(sarilumab) and Libtayo have been less commercially
successful. Apart from Libtayo, Regeneron is
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developing its oncology portfolio independently so far.

basal cell carcinoma is expected to read out this year.

Eylea and Dupixent drove a strong 2019 for

Regeneron could also have pivotal trial data on

Regeneron, with revenues up 17% to $7.86bn. Sales

its emerging bispecific antibody platform, including

of Dupixent were $2.31bn, up 151%, and Eylea held

top-line data on REGN1979, targeting CD20 and CD3,

its own despite new competition from Novartis AG's

for the treatment of non-Hodgkin's lymphoma (NHL)

Beovu (brolucizumab), with growth of 12% to $6.74bn

and updated Phase I data from REGN5458, targeting

worldwide. The strength of Dupixent in particular has

BCMA and CD3, in multiple myeloma. The company

given Regeneron some leeway to move its mid-stage

reported positive early data at the American Society

pipeline forward.

of Hematology meeting (ASH) in December. (Also see

Weinreich insisted Regeneron's whole R&D
philosophy is built around finding drugs in a wide

"Bispecifics Could Be A Threat To CAR-Ts, But Efficacy
May Trump Convenience" - Scrip, 19 Dec, 2019.)

variety of diseases, and that won't change. "That's the

Another combination in development, a costimulatory

thesis on which the company is built," he said. "While

bispecific antibody targeting PSMA and CD28 in

we clearly have some critical areas where we have

combination with Libtayo, is one Regeneron hopes

an immense amount of research focus … we are not

could offer utility in solid tumors. An initial clinical

going to be just oncology," he said. He speculated that

trial began enrolling prostate cancer patients late last

eventually the company's pipeline might be about one-

year, with data anticipated likely in 2021. Industry has

third oncology, one-third immunology and one-third

avoided targeting CD28 for more than 15 years after

drugs for a variety of other diseases.

an incident that activated T-cells in healthy volunteers

That broad focus is evidenced by the company's late-

causing cytokine release syndrome and severe toxicity,

stage pipeline, which could be the subject of potential

but Regeneron president George Yancopoulos said

regulatory filings in 2020: evinacumab for homozygous

during the company's fourth quarter earnings call on 6

familial hypercholesterolemia, REGN-EB3 for Ebola and

February that Regeneron has overcome that problem

garetosmab for fibrodysplasia ossificans progressive

by designing bispecific antibodies that engage T-cells

(FOP), an ultra-rare bone disease. Those programs

only at the tumor site.

are all commercially niche opportunities, which places
more emphasis on the maturing oncology pipeline.

The company expects to move more costimulatory
bispecific antibodies into the clinic in 2020.
Regeneron's capabilities to combine mechanisms

Enthusiasm Builds For Bispecific Antibodies

is where Weinreich said the company will have an

This year, Regeneron expects to report interim overall

advantage as it moves forward in oncology.

survival data from a trial testing Libtayo in non-small

"What is unique about Regeneron, because we have

cell lung cancer (NSCLC) as a first-line monotherapy

built this platform to be able to generate antibodies

in patients with high PD-L1 expression. If the data are

extremely efficiently, if the future of cancer care

positive, the trial could provide a path to an important

is combinations, it is simpler and faster when the

new commercial opportunity for Libtayo, which is

agents that you need in order to crack the code for

approved for a niche indication in advanced cutaneous

any one particular cancer type are all under one roof,"

squamous cell carcinoma and generated $194m in

Weinreich said.

2019. Another potentially pivotal study for Libtayo in

© Informa UK Ltd 2020 (Unauthorized photocopying prohibited.)
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also be advantageous, not only in clinical development,

access to Alnylam's expertise in RNAi technology and

but when it comes to commercializing the drugs

provides a path to diversify outside of its antibody

and negotiating prices for what are expected to be

approach. The partnership extends to discoveries and

combinations of expensive drugs, he added.

development of RNAi therapies for ocular disease,

Finding the right combinations to fight cancer isn't

central nervous system disorders and liver indications

easy, however, and Weinreich said developing new

in addition to an earlier 2018 partnership in non-

treatments in an era of increasing complexity will be

alcoholic steatohepatitis (NASH). Regeneron paid

one of the industry's biggest challenges. "As there

$800m in cash and equity.

are more and more options out there, and not just

"Alnylam is a group of individuals who are very

in oncology, it is going to make the development

scientifically minded, just like us, with a completely

challenges exponentially harder," he said.

complementary technology platform that can address

"I do worry about the complexity of developing new
agents in this plethora of understanding a lot more

targets that antibodies can't," Weinreich said of the
partnership.

about the biology today than we did 10 years ago," he

One of the first projects the companies are

said. "What are we going to know in 10 years? What

collaborating on is a combination of Regeneron's

new drugs are going to be out there and how do you

pozelimab, an antibody targeting C5, with Alnylam's

develop a new drug in that much more complicated

RNAi drug cemdisiran for paroxysmal nocturnal

landscape?"

hemoglobinuria (PNH). Regeneron's drug has shown

Oncology investment also requires substantial

positive efficacy in Phase II, but would require weekly

resources, and Regeneron already has a high ratio of

administration, which could be burdensome to patients.

R&D spend to revenues. The company increased its

"Some preliminary experiments [showed] that when

R&D spending in 2019, both the dollar amount and

you mix Alnylam's drug and ours, you might be able

as a percent of sales. R&D expenses were $3.04bn in

to achieve the same thing – complete inhibition of C5

2019, or 39% of 2019 revenues, compared to $2.19bn

– but maybe only with an injection once a month," he

in 2018, or 33% of revenues. Regeneron attributed the

said. Regeneron is working on a lot of other projects

increased investment to additional costs related to the

from the collaboration that it has not yet disclosed,

early-stage pipeline and dupilumab, higher headcount

he added, some in combination and some just RNAi.

and a $400m upfront payment to

Regeneron has signed other deals, with companies

Alnylam Pharmaceuticals Inc. from a five-year multi-

like bluebird bio Inc. for example, which it partnered

disease collaboration announced last year. (Also see

with in 2018 to discover and develop antibodies

"Alnylam Replaces Sanofi Partnership With Second

and T-cell receptors directed against tumor-specific

Regeneron Tie-Up For RNAi Drugs" - Scrip, 8 Apr, 2019.)

proteins and peptides, and with Intellia Therapeutics
Inc. in 2016 in the CRISPR/Cas gene-editing area. (Also

Partnering With "Like-Minded" People

see "Regeneron And Bluebird Team Up In Cell Therapy

The deal with Alnylam was something of a rare,

"Joint Venture"-Style Deal " - Scrip, 6 Aug, 2018.)

although not unprecedented, partnering move for

"We like collaborating with like-minded people,"

Regeneron, which is largely focused on developing

Weinreich said, adding that he expects Regeneron will

its internal antibodies. The deal gives Regeneron

continue to partner when the right opportunities arise.
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Gilead Buys Pipeline-In-A-Product With
$21bn Immunomedics Deal
BY MANDY JACKSON

T

he company paid twice Immunomedics’

metastatic triple-negative breast cancer (TNBC).

last closing stock price to access Trodelvy,

Gilead CEO Daniel O’Day said during a same-day

approved for triple-negative breast cancer

conference call with analysts and investors to discuss

with potential in other solid tumors as

the deal that the company’s confidence in Trodelvy’s

monotherapy and in combinations.

potential as a pipeline-in-a-product grew during

Gilead Sciences, Inc. entered into partnership

the negotiation period with Immunomedics. The

negotiations with Immunomedics, Inc. six months ago

transaction – expected to close in the fourth quarter

and emerged from those discussions on 13 September

of this year – is Gilead’s 10th oncology deal in 2020,

with plans to buy the company for $21bn, giving the

but the first to give it both an approved product and

biotechnology giant its first approved solid tumor

Phase III programs in solid tumors – and it will pay a

therapy – the Trop2-targeting antibody-drug conjugate

huge premium to advance its position in this space.

(ADC) Trodelvy (sacituzumab govitecan) for third-line
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cash per share of Immunomedics, which ended the

"Immunomedics' Trodelvy Will Be First ADC For Triple-

day at $42.25 per share on 11 September, representing

Negative Breast Cancer" - Scrip, 23 Apr, 2020.) Two

a 108% premium to the firm’s last closing price. Gilead

and a half months later, Immunomedics reported

will use $15bn in cash on hand and $6bn in new debt

top-line results from the Phase III ASCENT clinical

to fund the deal.

trial, a confirmatory trial showing that Trodelvy

About six months ago, around the time that the

bested chemotherapy on the primary endpoint of

two companies first started talking, Immunomedics

progression-free survival – 5.6 months versus 1.7

was trading for around $11 per share – a point raised

months for metastatic TNBC patients treated in the

by analysts during Gilead’s conference call. O’Day

third line or later (HR=0.41; p<0.0001).

explained that the value of Immunomedics became

Immunomedics reported that after Trodelvy’s

clearer over time during negotiations as more data

approval on 22 April the ADC generated $20.1m in

became available for Trodelvy.

net product revenue during its first two months on

Nevertheless, he said Gilead still has firepower after

the market in the second quarter.

its 10 deals in the oncology space in 2020 to continue

Gilead chief commercial officer Johanna Mercier

the company’s acquisition strategy of executing

said during the company’s conference call that

small and medium-sized deals. O’Day said the $21bn

Immunomedics has targeted about 150 key TNBC

Immunomedics transaction could be considered a

accounts in the initial Trodelvy launch with about

medium-sized acquisition relative to Gilead’s market

80% penetration to date, but Gilead can expand on

capitalization, which was $82.2bn as of 11 September.

that initial success by expanding the drug’s access to

While Immunomedics has an ADC technology

academic centers where its subsidiary Kite Pharma,

platform and two additional disclosed ADC candidates

Inc. has established relationships.

– labetuzumab govitecan (IMMU-130) in Phase II for

Detailed data from the ASCENT trial and top-line

colorectal cancer and IMMU-140 in preclinical studies

results from cohort 1 of the Phase II TROPHY U-O1

for hematological malignancies – Gilead emphasized

study in third-line metastatic urothelial cancer will

Trodelvy as the major driver of its interest in the

be presented in oral presentations on 19 September

company. The company expects the Immunomedics

as part of the European Society of Medical Oncology

acquisition to be neutral or accretive to its non-GAAP

(ESMO) Virtual Congress.

earnings through 2023 and significantly accretive
thereafter.

Gilead chief medical officer Merdad Parsey said
during the company’s conference call that the data
presented at ESMO will illustrate the value that

Pipeline-In-A-Product Potential

Trodelvy will add to Gilead’s portfolio.

O’Day said Gilead recognizes the potential Trodelvy has
as both a monotherapy and part of combination

Other Upcoming Milestones: Full Approval
Coming Soon

regimens. “It’s really a pipeline in a product,” he said.

Immunomedics plans to submit a supplemental

The US Food and Drug Administration granted

biologic license application (sBLA) to the US FDA

accelerated approval for the ADC in its first indication

for full approval of Trodelvy in third-line or later

in April based on Phase II response rates. (Also see

metastatic TNBC in the fourth quarter of 2020 and

in many other tumor types beyond its initial indication
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submit a marketing authorization application to the

study is testing Trodelvy in the second-line setting

European Medicines Agency for the ADC in third-line

with Clovis Oncology, Inc.’s PARP inhibitor Rubraca

plus metastatic TNBC during the first half of 2021.

(rucaparib) in metastatic TNBC, urothelial cancer and

Beyond TNBC, interim Phase III results are expected

ovarian cancer.

in the first half of 2021 for Trodelvy in third-line

Gilead chief medical officer Merdad Parsey said

hormone receptor-positive/HER2-negative metastatic

during the company’s conference call that the data to

breast cancer. Also in the first half of next year,

date for Trodelvy in combination with PARP inhibitors

depending on the results of the potentially registration

and checkpoint inhibitors “are very interesting to us”

TROPHY-U01 study, an sBLA could be submitted to the

and noted that the strong safety profile of the ADC

US FDA in the third-line treatment of urothelial cancer.

makes it an ideal candidate for use in combination

Trodelvy also is in being studied in the Phase II

with other therapies.

TROPICS-03 basket trial in metastatic non-small

Gilead and its cell therapy subsidiary Kite, which it

cell lung cancer (NSCLC) and small cell lung cancer

acquired for $11.9bn in 2017 to establish a significant

(SCLC) as well as head and neck, endometrial and

presence in immuno-oncology, have no solid tumor

hepatocellular cancer.

programs in Phase III without the addition of Trodelvy

The Phase II MORPHEUS trial is testing the ADC in

to the combined oncology pipeline. (Also see "What's

combination with Roche Holding AG’s PD-L1 checkpoint

Gilead Getting From Kite For Nearly $12bn?" - Scrip,

inhibitor Tecentriq (atezolizumab) in metastatic TNBC,

29 Aug, 2017.)

urothelial cancer and NSCLC. The Phase I SEASTAR

© Informa UK Ltd 2020 (Unauthorized photocopying prohibited.)
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ciloleucel) and Tecartus (brexicabtagene autoleucel),

three Phase II assets that come from a partnership

are chimeric antigen receptor T-cell (CAR-T) therapies

with Arcus Biosciences, Inc. announced in May – the

approved for hematological malignancies; the latter

anti-TIGIT antibody AB154 that’s being tested in NSCLC;

was approved in July. (Also see "Gilead/Kite Gain

AB928, a dual antagonist of the adenosine receptors

Second CAR-T Approval With Tecartus, Price On Par

A2aR and A2bR in metastatic colorectal cancer; and

With Their First" - Scrip, 26 Jul, 2020.)

the PD-1 inhibitor zimberelimab in NSCLC (See below).

Gilead’s most advanced solid tumor programs are

Gilead’s 2020 Oncology Deals

•	A 49.9% stake in Tizona Therapeutics, Inc.

In addition to the Immunomedics transaction

for $300m; (Also see "Gilead Gets Option To

the company has announced nine additional

Tizona's Novel HLA-G Checkpoint, Further

oncology deals this year with an emphasis on

Bulking Up Immune Checkpoint Arsenal" -

immuno-oncology, including:

Scrip, 21 Jul, 2020.)

•	The $4.9bn acquisition of Forty Seven Inc.;

•	A $125m upfront payment and $25m

(Also see "Gilead Calls Forty Seven Buyout

investment in a series B round to expand

Complementary To Kite, Other IO Efforts" -

an agreement with Tango Therapeutics, Inc.;

Scrip, 2 Mar, 2020.)

(Also see "Gilead Decides On Bigger Dance
Floor With Tango" - Scrip, 18 Aug, 2020.)

•	Kite’s multiple myeloma deal with Teneobio,
Inc.; (Also see "Deal Watch: Alnylam/Dicerna

•	
Kite’s natural killer cell collaboration with

Pact Addresses IP Questions Around Primary

oNKo-innate Pty Ltd; (Also see "Deal Watch:

Hyperoxaluria Programs" - Scrip, 14 Apr,

Novartis Partners With TScan To Develop

2020.)

T-Cell Receptor-Targeted Therapies" - Scrip,
24 Apr, 2020.)

•	A deal worth $175m up front and $200m
in equity with Arcus Biosciences; (Also see

•	An IO deal with Jounce Therapeutics, Inc. for

"Gilead Partnership With Arcus Brings PD-1,

$120m up front; (Also see "Gilead Licenses

TIGIT Assets To Its IO Portfolio" - Scrip, 27 May,

Novel Immunotherapy From Jounce" - Scrip,

2020.)

1 Sep, 2020.) and

•	A $275m investment in a 49.9% stake in Pionyr

•	Kite’s partnerships with HiFiBiO Therapeutics

Immunotherapeutics Inc.; (Also see "Gilead

in AML. (Also see "Deal Watch: Kite Inks Novel

Wagers $275m On Pionyr’s Myeloid Tuners" -

AML Target Discovery Tie-Up With HiFiBiO" -

Scrip, 23 Jun, 2020.)

Scrip, 4 Sep, 2020.)
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BeiGene is a global, commercial-stage
biotechnology company focused on discovering,
developing, manufacturing, and commercializing
innovative medicines to improve treatment
outcomes and access for patients worldwide.

To learn more about BeiGene,
please visit www.beigene.com and follow us
on Twitter at @BeiGeneUSA.

www.linkedin.com/company/beigene
@BeiGeneUSA
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Big Pharma’s $1Bn Antibiotic Development Fund
Offers ‘Breathing Room’ For Reimbursement Fix
BY BRENDA SANDBURG

C

ompanies developing antibiotics to get

the effort will be futile without reimbursement reform

financial and technical support from more

and other measures to help companies survive once

than 20 firms contributing to new AMR

they get a product on the market.

Action Fund. Initiative is also pushing for

CEOs from Eli Lilly and Company, Merck & Co., and

reimbursement reform and other policies to support

Pfizer Inc. were part of a 9 July media event announcing

commercial marketing.

the AMR Action Fund, a partnership in which more than

AMR Action Fund Launch CEOs Source: Screen shot

20 leading biopharmaceutical companies will provide

of AMR Action Fund launch Big pharma is providing

approximately $1bn to support clinical research of

$1bn to support antibiotic clinical research

innovative antibiotics with the goal of bringing two to

Big pharma companies are putting their muscle

four new antibiotics to market by 2030. The companies

behind a new initiative to help smaller entities get

will also provide technical support to those that receive

antibiotics through the pipeline. But they acknowledge

funding and advocate for governments to implement
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policies to enable sustainable investment in antibiotic

virtual events in Washington, DC, Berlin and Tokyo.

development.
Pfizer is providing $100m to the fund and Boehringer

'Clarion Call For Action'

Ingelheim GmbH is contributing $50m. (See chart of

John Rex, chief medical officer at F2G Ltd and operating

participating companies at the end of the story.)

partner of Advent Life Sciences, was exuberant

"AMR is like a COVID-19 pandemic nearly every year,"

about the initiative. In his newsletter, he said the

Lilly CEO David Ricks said, noting that antimicrobial

announcement of the fund "brought tears to my eyes."

resistance killed 700,000 people globally last year and

Rex noted that it is a push initiative like CARB-X or

could kill as many as 20 million people by 2050.

Novo Holding's REPAIR Impact Fund, but for Phase

"The AMR fund can provide part of the solution,"

II-III development. The REPAIR Impact Fund was

he said. "We also need help from government policy

commissioned by the Novo Nordisk Foundation in

makers in the US and globally" to provide market-

February 2018 with a budget of $165m to invest

based policy reforms, including reimbursement

in companies involved in discovery and early-

reforms, with new incentives for successfully bringing

stage development of therapies targeting resistant

new antibiotics to the marketplace.

microorganisms.

The call for such changes has been made numerous

Combating Antibiotic-Resistant Bacteria

times in a steady stream of reports. Earlier this year,

Biopharmaceutical Accelerator (CARB-X) is led by

the AMR Industry Alliance, a body representing more

Boston University and is funded by the Biomedical

than 100 life science companies and associations,

Advanced Research and Development Authority,

issued its second report calling on governments,

part of the Office of the Assistant Secretary for

industry and other stakeholders to work together to

Preparedness and Response in the US Department

put in place more effective regulations and improved

of Health and Human Services, the Wellcome Trust

market mechanisms and incentive systems. (Also see

and others.

"New AMR Report Is ‘A Wake-Up Call’, Says Industry
Body " - Pink Sheet, 16 Jan, 2020.)

Reed said it is currently effectively impossible to raise
money to advance any of the promising candidates in

Four years ago, the United Nations held a high-level

the pipeline beyond Phase I given the market collapse

meeting on antimicrobial resistance at the UN General

of one-third of the antibiotics approved in the past

Assembly. The 193 member countries signed a political

decade.

declaration in which they made a commitment to

"Critically, the AMR Action Fund is not a complete

develop national action plans, programs and policy

fix but rather it is a clarion call for action by

initiatives to fight antimicrobial resistance. (Also

governments to create the strong Pull incentives that

see "Antimicrobial Resistance: Billions Needed To

sustain new antibiotics in the marketplace," Rex said.

Encourage New Drugs" - Pink Sheet, 22 Sep, 2016.)

Push incentives provide support for R&D while pull

The new fund, an initiative of the International
Federation of Pharmaceutical Manufacturers &

incentives seek to ensure drugs that reach the market
will be profitable.

Associations, combines advocacy with financing and
underscores the urgency of coming up with solutions.

String Of Bankruptcies

IFPMA launched it with fanfare, holding same-day

At the DC launch event, Kevin Outterson, executive
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Gottlieb, former commissioner of the US Food and

Scientific Advisory Board To Recommend
Investments

Drug Administration. He noted that the accelerator

As for how the AMR Action Fund works, it will invest

has provided $240m to support 66 programs in nine

(through equity or debt) in smaller biotech companies

countries.

focused on developing novel antibiotics that address

director of CARB-X, spoke on a panel led by Scott

"Unless the US government changes antibiotic

the highest public health needs based on World Health

reimbursement today's excitement will end in

Organization and US Centers for Disease Control

bankruptcy," he said. "The core problems have not

and Prevention lists of priority pathogens. It will not

been fixed yet. One-third of the antibiotics approved

provide grants, and the investments will be made

by the FDA in the past decade have gone through

over time.

bankruptcy or it's financial near equivalent in the past
two years."

A spokesperson for the Fund said its investments
will be guided by an independent scientific advisory

Melinta Therapeutics, Inc. declared bankruptcy in

board comprised of world-class experts with

December and Achaogen, Inc. went bankrupt in April

diverse backgrounds, spanning public health,

2019 in the face of commercial hurdles. (Also see

antibiotic discovery and development, manufacturing,

"Finance Watch: Intrexon Reorganizes, Raises Cash

regulatory, and infectious disease clinicians. The board

And Becomes Precigen" - Scrip, 3 Jan, 2020.) Most

will monitor the antibiotic pipeline and recommend

major pharma companies have exited the antibiotic

assets to be considered for the Fund's investment.

space due to the difficulties of making the drugs

The AMR Action Fund will only invest in compounds

economically profitable.

recommended by the board.

"The AMR Action Fund is a billion dollar down

Kathy Talkington, who directs The Pew Charitable

payment," Outterson stated. "They have brought us

Trusts' antibiotic resistance project, noted at the DC

valuable time, a little bit of breathing room to get

event that there are 41 antibiotics in development and

reimbursement fixed."

only 13 of these have the potential to treat the WHO's

Senators Bob Casey, D-Penn., and Bill Cassidy,

list of critical treatment pathogens. She said only

R-La., also spoke at the DC launch, advocating for

25% of drugs in development are considered novel

efforts to stabilize the marketplace for antibiotics.

and none have the potential to target gram negative

They are co-sponsors of the DISARM (Developing

bacteria, which causes many of the hardest-to-treat

an Innovative Strategy for Antimicrobial Resistant

infections.

Microorganisms) Act, which calls for carving out

Pew's list of antibiotics currently in global clinical

antimicrobials from hospital diagnosis related group

development focuses exclusively on small molecule

(DRG) bundled payments to allow for higher Medicare

products that act systemically.

reimbursement. (Also see "Antibiotic Incentives:

Talkington also noted the impact of COVID-19, which

Advocates Sounding The Alarm For DISARM " - Pink

she said is likely contributing to antibiotic resistance

Sheet, 13 Jun, 2019.)

as so many people infected with the coronavirus are
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taking antibiotics.

now to sustain the fragile antibiotic pipeline which is

Merck CEO Kenneth Frazier also alluded to COVID-19,

close to collapse," Frazier said. "But the fund is just

saying antimicrobial resistance could have even

a temporary and time-limited bridge that will only

greater economic consequences.

work if key governments, including the US, make the

"With the AMR Action Fund industry is taking action

necessary reforms to create a sustainable market."

Pharma Contributors To AMR Action Fund
Almirall
Amgen
Bayer
Boehringer Ingelheim
Chugai
Daiichi Sankyo
Eisai
Eli Lilly & Co.
GlaxoSmithKline
Johnson & Johnson
LEO Pharma
Lundbeck
Menarini
Merck & Co. Inc.
Merck Sharp & Dohme
Novartis
Novo Nordisk
Novo Nordisk Foundation
Pfizer
Roche
Shionogi
Takeda
Teva
UCB
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Alkermes’ Pops Lays Out Novel Drug
Vision For Year Ahead
BY MANDY JACKSON

C

EO Richard Pops said the company will
leverage in-house expertise for internally
and externally developed neuroscience
assets, but partner selectively to advance

its IL-2 protein in cancer.
Alkermes PLC entered 2020 with a sharper
research and development focus that may lead to
the first novel drugs for a company that’s known
for improving established molecules. CEO Richard
Pops explained that the company will leverage its
existing infrastructure in central nervous system
(CNS) disorders and enter into selective partnerships
in oncology to advance programs in those two select
therapeutic areas after implementing a restructuring
plan announced late last year.
Alkermes said in October that it would cut 160 jobs
across all areas of the company to focus its R&D

Richard Pops, CEO of Alkermes

resources on specific CNS and cancer programs,
increase operational efficiency and drive growth
via existing commercial products and future drug

on making sure that we were getting the highest return

launches. Pops, in an interview during the J.P. Morgan

on the invested capital.”

Healthcare Conference earlier this year, compared the
restructuring plan to the process of “pruning a tree
that’s growing rapidly.”

Oncology is a new commercial space for Alkermes,
which markets Vivitrol (naltrexone) for opioid and

“We were exploring a lot of different domains in

alcohol use disorders and the long-acting injectable

R&D,” he explained. “And at some point, you say, ‘OK,

(LAI) antipsychotic Aristada (aripiprazole lauroxil),

what’s showing the most promise? What has the most

while earning royalties on sales of products that

value? And what should we focus in on?’”

benefitted from the company’s drug-formulation

At the same time, Pops noted, “our stock was under

technologies – primarily LAI versions of the Johnson

real pressure last year, and we wanted to make sure

& Johnson antipsychotics Risperdal (risperidone) and

that investors understood that we were very focused

Invega (paliperidone).

28 / December 2020

© Informa UK Ltd 2020 (Unauthorized photocopying prohibited.)

Digital Scrip Awards 2020 | eBook

While its royalties are declining from Acorda

said during the company’s fourth quarter and full-

Therapeutics Inc.’s now-generic drug Ampyra

year earnings call on 13 February that very early data

(dalfampridine), approved to improve walking for

from ARTISTRY-2 show a more favorable tolerability

patients with multiple sclerosis (MS), Alkermes

profile for the subcutaneous version of ALKS 4230

recently began earning a 15% royalty on sales of

compared with early results from patients treated

Biogen’s new MS drug Vumerity (diroximel fumarate),

with the intravenous drug in ARTISTRY-1.

which launched shortly after US Food and Drug

Alkermes believes it will have enough information

Administration approval at the end of October. (Also

from both studies later this year to inform a

see "Biogen Vumerity Receives Full US Approval, But

partnership or multiple collaborations that would

GI Comparison With Tecfidera Must Wait " - Pink Sheet,

support expansion of the ALKS 4230 development

31 Oct, 2019.)

program into more tumors and in more drug

The company earned a $150m milestone fee from

combinations.

Biogen based on Vumerity’s approval and reinvested

“Our idea on a collaboration would be to really

two-thirds of that revenue in Rodin Therapeutics Inc.,

expand the amount of resources we can put behind

which it agreed to acquire in November for $100m up

it, and we’ll explore multiple tumor types and multiple

front. The deal gave Alkermes a portfolio of histone

lines of therapy and multiple combinations,” Pops

deacetylase (HDAC) inhibitors that it intends to

told Scrip. “But we would want to maintain part of

develop for neuropsychiatry and neurodegenerative

the development and part of the long-term future,

disorders and for various cancers. (Also see "Alkermes

because … ‘4230 is not a one-off for us. It’s opened up

Invests In Novel CNS Targets With Rodin Acquisition

a new lane for us, and we’re going down it.”

" - Scrip, 18 Nov, 2019.)

Alkermes has other oncology programs in preclinical
development, including an IL-10 fusion protein.

IL-2 Fusion Protein Is Lead Oncology Asset

However, the company plans to reassess clinical trial

Alkermes has spent the past few years advancing its

plans for the IL-10 program given the recent trial

selective interleukin-2 (IL-2) fusion protein ALKS 4230,

failures in pancreatic and lung cancers that Eli Lilly

which is beginning to generate clinical trial results in

& Co. has reported for its now discontinued IL-10

multiple solid tumors through the Phase I/II ARTISTRY-1

candidate pegilodecakin, Pops said during Alkermes’

and ARTISTRY-2 studies evaluating intravenously and

fourth quarter earnings call. (Also see "Lilly Calls It

subcutaneously administered versions of the drug.

Quits On Pegilodecakin As Loxo Team Reorganizes

(Also see "Late-Stage CNS Drugs Key For Alkermes,

Cancer R&D" - Scrip, 30 Jan, 2020.)

But Early-Stage IL-2 Agonist Fascinates" - Scrip, 28
Feb, 2018.)

Neuroscience Is Current Revenue Driver

While IL-2 has been a difficult target with some high-

Commercialization of any oncology program is

profile disappointments, like Nektar Therapeutics'

years in the distance for Alkermes, but the company

NKTR-214, Alkermes has reported early clinical

is projecting revenue growth in 2020 for its two

results showing partial responses and stable disease

commercial products – Vivitrol for drug and alcohol

in patients treated with ALKS 4230 plus Merck & Co.

addiction and Aristada for schizophrenia.

Inc.’s PD-1 inhibitor Keytruda (pembrolizumab). Pops
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2019, up 7% from $1.09bn in 2018. Vivitrol sales

formulation of the antipsychotic olanzapine with the

rose to $335.4m last year from $302.6m in the prior

novel small molecule samidorphan to reduce weight

year, while Aristada sales of $189.1m jumped from

gain commonly associated with olanzapine. (Also see

$147.7m in 2018. Royalty revenue from J&J’s long-

"Is Alkermes’ Schizophrenia Data Enough To Drive

acting antipsychotics totaled $323.3m in 2019 versus

Demand?" - Scrip, 29 Nov, 2018.)

$312.5m in the prior year.

However, ALKS 3831 won’t launch until the first

The company forecast $1.03bn to $1.08bn in 2020

quarter of 2021 at the earliest, because it will require

revenue, which represents 8% growth compared with

US Drug Enforcement Administration (DEA) scheduling,

2019, excluding the $195m in partnership revenue

since samidorphan is an opioid receptor antagonist.

Alkermes received from Biogen last year. In terms of

“We’ll launch it into an environment we’re already

product-specific guidance, the company said it expects

present in with our long-acting atypical injectables,”

sales of $340m-$355m for Vivitrol and $220m-$235m

Pops told Scrip. “And what’s interesting is that the

for Aristada this year.

footprint of psychiatrists who write oral medications

Alkermes could win US FDA approval for another

is essentially all psychiatrists. The ones who do

neuropsychiatry product in 2020 after the agency

injectables is a much narrower, much smaller

accepted a new drug application (NDA) earlier this

population. So, by building our commercial capability

year for the oral antipsychotic ALKS 3831 in the

in schizophrenia, we should help both drugs by

treatment of schizophrenia and bipolar I disorder and

teaching more doctors about more ways of bringing

set an action date of 15 November. The drug is a co-

new pharmacology to bear.”
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“When the drug gets approved, we’ll probably put

which have been shown to promote synaptogenesis

another 100 to 150 additional salespeople out there,”

– the formation and strengthening of synapses in the

the CEO added. “But in the meantime, a lot of the

brain – in diseases characterized by synaptic loss and

infrastructure’s in place already in terms of the key

dysfunction. The initial focus will be HDAC-targeting

accounts, the national accounts, the medical affairs, all

drug candidates that inhibit the co-repressor of RE-1

of the other things that you need in order to mount a

silencing transcription factor (CoREST) complex, which

commercial effort these days. And [as with Vivitrol and

is directly involved in repressing pro-synaptic genes

Aristada] this is a 50-state effort, where you’re dealing

in neurons.

with state Medicaids, on a county-by-county basis often,

Investigational new drug (IND) application-enabling

and Medicare, so these are not small undertakings to

activities are under way for the portfolio’s lead

launch these new brands across the country.”

compounds, which could be used to treat various
neurodegenerative diseases, including larger

HDAC Inhibitors Offer
Neuroscience Expansion

indications like Alzheimer’s disease and rare diseases,

Alkermes will expand its neuropsychiatry commercial

disease.

such as frontotemporal dementia and Huntington’s

infrastructure well in advance of approvals for other

A handful of HDAC inhibitors are approved for

drug candidates in this space. However, the company

lymphoma and multiple myeloma, but their use

is also looking to acquire additional neuroscience

has been limited by severe hematological toxicities,

assets, including commercial or near-commercial

including thrombocytopenia. However, the HDAC

drugs.

CoREST inhibitors developed by Rodin were designed

“We’ve put a lot of blood, sweat and tears into

to avoid impacts on red blood cells and platelets

building this commercial capacity” with particular

that typically are associated with HDAC inhibition.

expertise in negotiating with state Medicaid and

Going forward, Alkermes intends to explore oncology

federal Medicare programs, Pops said. “And I think

indications, but neurological indications are the

once you do it, it makes sense to put more products

immediate priority.

into it.”

Pops noted that the company intends to develop its

“I think companies with a single psychiatry asset,

HDAC inhibitors for neurodegenerative diseases on

a single psychiatry drug – particularly one that’s

its own, even in large indications like Alzheimer’s that

going to be focused in the Medicaid or Medicare

often require very large clinical trial programs, because

population – it’s going to be very hard to create an

the HDAC inhibitors would be symptomatic treatments

entire commercial infrastructure for one product,”

for Alzheimer’s disease and not disease-modifying

he continued. “And I think we would be a really, really

therapies that would involve more complicated trials.

good counterparty for those types of [products], so

“I think this is more analogous to the idea of

we’re looking at things like that.”

developing drugs that affect the cognitive piece of it, in

Alkermes is also interested in bringing in new

which case the studies are these are six-month, nine-

neuroscience R&D programs from external sources

month studies looking at cognitive function, rather

as it did with the Rodin acquisition. That deal gives

than using PET imaging to see whether you’re slowing

the company multiple preclinical HDAC inhibitors,

the progression of the disease,” Pops said.
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