
Pharma intelligence  |  informa
Scrip
scrip.pharmaintelligence.informa.com

27 July 2018  
No. 3915

B R O U G H T  T O  Y O U  B Y  T H E  E D I T O R S  O F  P H A R M A S I A  N E W S ,  S T A R T - U P  A N D  S C R I P  I N T E L L I G E N C E

Gottlieb’s Biosimilar Rx

Biosimilar Action Plan to promote 
competition (p 12-13)

Amazon Hurricane

India braces itself for market 
disruption (p14)

M&A Infographic

The story of 2018, so far 
(p 6-7)

Merck’s New Pricing Pledge Shows 
Style Over Substance
EMILY HAYES  emily.hayes@informa.com

With pricing pressure building on 
the biopharma industry and 
President Trump promising com-

panies will take significant action, Merck & 
Co. Inc. has joined the ranks of companies 
pledging to scale back on price increases, 
committing to keeping the increase in the 
average net price across its portfolio within 
inflation levels. The company will also cut 
the list price of hepatitis C virus (HCV) drug 
Zepatier by 60% and slice a sliver off of six 
other products – but those drugs contrib-
ute minimal sales and Merck has previously 
discussed Zepatier’s declining sales.

“We commit to not increase the average 
net price across our portfolio of products by 
more than inflation annually,” Merck said in a 
July 19 statement, which noted that the aver-
age net price across its US portfolio declined 

by 1.9% in 2017. But the company added that 
“further changes are still necessary to help re-
duce patient out-of-pocket costs.”

Merck also announced that it will be de-
creasing the list price for the Zepatier fixed-
dose combination (elbasvir/grazoprevir) by 
60% and several other medicines by 10% in 
order to “reduce out-of-pocket costs for pa-
tients across the country.”

The changes are slated to take effect 
this fall.

“The Merck products selected were based 
on a range of factors including the gap be-
tween list price and actual discounted (net) 
prices paid in the market, the contractual ob-
ligations under existing arrangements with 
payers, and the opportunity to broaden ac-
cess to treatment,” the company explained. 

The products that will see list price reduc-

tions of 10% are: Prinivil (lisinopril); Proscar (fin-
asteride); Remeron (mirtazapine); Sinemet (car-
bidopa/levodopa); Sinemet CR (carbidopa/
levodopa ER); and Trusopt (dorzolamide HCl). 

As for the six products that will have a 10% 
price decrease, all are already small sellers with 
generics available; Merck does not break out 
their individual sales. Evercore ISI analyst Umer 
Raffat, citing IMS Health sales data, noted that 
with a 10% price decrease they add up to less 
than 0.1% of Merck’s total sales. 

He suggested that Merck’s release was 
more about optics as opposed to real change.

But the company has been more conser-
vative on price increases than others, and 
Merck said it will be looking for more oppor-
tunities to reduce costs for patients and the 
health care system. 

In the past year, Merck actually had a 1.9% 
drop in average net price, according to its 
annual Pricing Action Transparency Report, 
released earlier this year. List prices rose on 
average by 6.6% in 2017. In prior years, Mer-
ck’s net prices increased in the low- to mid-
single digits. Last year’s decline reflected the 
loss of patent protection for three major 
medicines, Merck explained at the time, as 
well as a 45.1% reduction in gross sales as 
discounts, rebates and returns continued to 
climb in 2017.

MASKING INCREASES ON 
POPULAR BRANDS
In terms of Merck’s new commitment to 
limit price increases, holding or decreas-
ing the average net price across a portfolio 
sounds great, of course, but this can be a 
little deceiving, as it may mask increases on 
strong, competitive brands. 

Evercore ISI’s Raffat said in a July 19 note 
that he was struggling to see what was new 
in Merck’s latest announcement and that 
the decision across the portfolio leaves 

CONTINUED ON PAGE 5

http://scrip.pharmaintelligence.informa.com
mailto:emily.hayes@informa.com


2   |   Scrip   |   27 July 2018 © Informa UK Ltd 20182   |   Scrip   |   27 July 2018 © Informa UK Ltd 2018

from the editor
eleanor.malone@informa.com

IN THIS  ISSUE

Scrip is published by Informa UK Limited. ©Informa UK Ltd 2018: All rights reserved. ISSN 0143 7690.

EDITORS IN CHIEF

Ian Haydock (Asia) 
Eleanor Malone (Europe) 
Denise Peterson (US)

EXECUTIVE EDITORS  
COMMERCIAL

Alexandra Shimmings (Europe)
Mary Jo Laffler (US)

POLICY AND REGULATORY

Maureen Kenny (Europe) 
Nielsen Hobbs (US)

ASIA

Anju Ghangurde 
Jung Won Shin 
Brian Yang

EUROPE

Neena Brizmohun 
Francesca Bruce 

John Davis 
Kevin Grogan
Ian Schofield 
Vibha Sharma 
Joanne Shorthouse 
Sten Stovall

US

Michael Cipriano 
Derrick Gingery 
Joseph Haas 
Emily Hayes 
Mandy Jackson 
Cathy Kelly 
Jessica Merrill 
Brenda Sandburg 
Bridget Silverman 
Sue Sutter

EDITORIAL OFFICE

Christchurch Court  
10-15 Newgate Street 
London, EC1A 7AZ

CUSTOMER SERVICES

US Toll-Free: +1 888 670 8900
US Toll: +1 908 547 2200
UK & Europe: +44 (20) 337 73737
Australia: +61 2 8705 6907
Japan: +81 3 6273 4260 
Email: clientservices@ 
pharma.informa.com

TO SUBSCRIBE, VISIT
scrip.pharmaintelligence.informa.com

TO ADVERTISE, CONTACT
christopher.keeling@informa.com

All stock images in this publication  
courtesy of www.shutterstock.com  
unless otherwise stated

LEADERSHIP
Phil Jarvis, Mike Ward,  
Karen Coleman

SUBSCRIPTIONS
Dan Simmons, Ewan 
Ritchie, Shinbo Hidenaga

ADVERTISING
Christopher Keeling

DESIGN SUPERVISOR
Gayle Rembold Furbert

DESIGN
Paul Wilkinson

Scrip

The debate over drug pricing will probably dominate the 
second-quarter results season. 

The challenge for big pharma is to tell a complex sto-
ry in a simple way that doesn’t increase the “corporate 
greed” quotient of its reputation. Companies need to 
convey the message that they are keeping a lid on price 
increases, but shareholders’ growth imperatives dictate 
that they also retain the flexibility to increase their tak-
ings from at least some high-potential products. 

One problem is that the price pledges made by in-
dividual firms in the wake of President Trump’s “get-
ting away with murder” comments have done little 
to bring down US healthcare costs, meaning further 
action needs to be seen to be taken. Another problem 
is that the lack of transparency over rebates muddies 

the waters: even if a firm has implemented substantial 
list price increases, something that would put it in the 
firing line for fleecing the American public, it may be 
booking less than before after discounts and rebates.

HHS has proposed a yet to be revealed rule to remove the 
safe harbor protection of rebates to health plans or PBMs. 
PhRMA, on the other hand, wants to keep rebates but en-
sure patients benefit from them too, and to end the current 
system of PBMs receiving payments based on the list prices. 

The pharma industry is caught in a tricky bind: how to 
steer the reform of a system that causes it pain, without 
losing the opportunities its complexities can offer?  Still, 
given that rebates and discounts amounted to $170bn 
last year, their removal would have some positive benefits 
for the industry.
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Tibsovo Approval Makes Agios’ Second AML  
Approval In A Year; Priced At $26k For 30 Days
https://bit.ly/2JWtZUI
Tibsovo is the second targeted therapy approved for a mutation-
specific subset of relapsed/refractory AML patients. Agios 
discovered and jointly markets the first, Idhifa, with Celgene.

Eight Pivotal Trial Read-Outs Expected In Q3
https://bit.ly/2LlGiPR
A number of pivotal studies are expected to report top-line data 
in the third quarter. Here, with the help of Informa Pharma’s 
Biomedtracker, we take a look at eight of those likely to be major 
catalysts for their sponsors.

Sub Q Maintenance Success Set To Improve  
Entyvio’s Position In Ulcerative Colitis
https://bit.ly/2A8E7tQ
New positive data with more convenient formulation set stage 
for increased Entyvio competitiveness in ulcerative colitis 
maintenance setting, while other early results bode well for 
Ninlaro in maintenance use in multiple myeloma.

Mersana’s ADC Technology Faces A Setback  
With Partial Clinical Trial Hold
https://bit.ly/2NZIhqC
A patient death in a Phase I dose-escalation study of XMT-1522 in 
patients with HER2-expressing tumors rattled investors, but CEO 
Protopapas said it is not clear what the cause of death was in the 
very sick patient and that Mersana is working closely with the FDA.

J&J’s Invokana Slows CKD Progression In Diabetes
https://bit.ly/2uLSLlm
Positive top-line efficacy data from the CREDENCE study suggest 
the SGLT2 inhibitor slows the progress of chronic kidney disease 
in type 2 diabetics, a finding which may eventually have a 
positive effect on the sales performance of the diabetic therapy.

Deal Watch: Gilead Continues To Add To IO 
Armamentarium In Collaboration With Gadeta
https://bit.ly/2v2Zc2K
Deal through Kite Pharma subsidiary focuses on developing 
gamma delta T-cell receptor therapies. Sanofi inks SHP2 
cancer collaboration with Revolution, while Vical considers its 
strategic options.
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Sangamo’s CAR-Treg Dawn Cosentyx Sales Charge Symtuza Outlook Uncertain
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DRUG PRICING

As J&J Sees Continued Drug Price Declines,  
CEO Urges Slow Policy Change Via Trump’s Blueprint
JESSICA MERRILL  jessica.merrill@informa.com

Johnson & Johnson said it anticipates drug pricing will be a 
headwind in 2018 as the issue falls under greater scrutiny in 
the US, but the company expects its pharma business to still 

deliver robust growth based on strong sales volume gains in oncol-
ogy, immunology and other areas. 

 Chief Financial Officer Joseph Wolk told investors during the 
company’s second quarter sales and earnings call July 17 to antici-
pate a negative drug pricing impact of 4%-6% in 2018, which will 
be similar to net price declines from the prior year.

“It’s been 4% year-to-date in terms of negative price,” Wolk said. 
“We would expect that to be probably in the realm of about 4%-6% 
this year as we look out over the back half of this year and given 
the results that we’ve had in the first half.” That compares to a 4.6% 
negative impact from drug prices in 2017 and a positive 3.5% im-
pact in 2016.

He said J&J will continue to “act responsibly” when it comes to 
drug pricing, pointing to the company’s US Transparency Report, 
released in March, which outlines the company’s average drug 
pricing across the portfolio on a list and net basis. While the aver-
age wholesale acquisition cost increased 8.1% in 2017, the average 
net price (minus rebates, discounts and returns) declined 4.6%, ac-
cording to the report.

J&J still increased prices on growth brands like the cancer drugs 
Darzalex (daratumumab) and Imbruvica (ibrutinib), while drugs that 
are facing competition – like Remicade (infliximab) – took more of 
a hit, according to an analysis from Bernstein analysts. Under the 
company’s drug pricing pledge, J&J has vowed to limit drug price 
increases to less than 10%. 

The issue of US drug pricing is expected to be a hot button one 
during industry’s second quarter financial calls, given the growing 
attention on high US drug prices and the release of President Don-
ald Trump’s drug pricing blueprint in May. 

Trump brought the topic of drug prices back in the spotlight on 
Twitter in early July, calling out Pfizer Inc. for undertaking a second 
round of price hikes in the second half of the year. Pfizer CEO Ian 
Read notably agreed to roll back the price increases the following 
day after a conversation with the president. 

Trump’s drug pricing plan included little in the way of concrete 
policy changes, but features lots of ideas that could require a 
lengthy process to implement. 

J&J CEO Alex Gorsky said he welcomes the opportunity to en-
gage in dialogue to develop proposals to contain health care costs, 
but he cautioned against rapid fire policy changes that could result 
in unintended consequences.

“We’re really glad that the administration has called for a fact-
based dialogue. We believe a discussion based on facts is a good 
thing,” Gorsky said. “It’s too early to predict the impact of any poten-
tial new federal regulations, but it’s an important issue. We recog-
nize that and we want to help lead the solutions.” 

But Gorsky also returned to industry’s usual talking points: the 
fact that drugs represent a small fraction of total health care costs 

in the US (14%, he said), that medicines offset health care spending, 
and the investment needed to fund pharmaceutical R&D. 

BIOSIMILARS COULD HELP, BUT REMICADE 
RETAINS 94% VOLUME SHARE
One way the drug industry could support lower health care spend-
ing in the US is by fostering a market for biosimilars. But J&J’s de-
fensive strategy for its blockbuster Remicade against biosimilar 
competition has been a success commercially. If it were to become 
a blueprint for branded manufacturers as more biosimilars launch, 
it would suggest that more policy changes are needed to pave the 
way for cheaper biologic competition in the US. Even FDA Commis-
sioner Scott Gottlieb has started to sound the warning bells.

J&J confirmed that Remicade has retained a 94% share of the in-
fliximab market by volume in the US despite the availability of two 
biosimilars, Pfizer’s Inflectra and Merck & Co. Inc.’s Renflexis. Remi-
cade sales have dipped, however, as the company has increased 
rebates to counter the biosimilar entries. US sales slipped 13.7% in 
the second quarter to $918m, but J&J’s ability to hold onto most of 
Remicade’s revenues more than 18 months after the first biosimilar 
entry has been a big win for the company.

Pfizer is challenging J&J’s commercial strategy in a lawsuit, how-
ever, alleging that it is anti-competitive, because J&J signed exclu-
sive rebate contracts with payers that allow only Remicade to be 
reimbursed. 

Gorsky called the lawsuit “baseless” during the second quarter 
call, adding, “It’s not something that concerns us given the con-

“ We’re really glad that the 
administration has called for  
a fact-based dialogue.  
We believe a discussion based  
on facts is a good thing”
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room open for increases in places of the 
company’s choosing. 

Johnson & Johnson’s latest US Trans-
parency report, released in March, indi-
cated an increase in its average wholesale 
acquisition costs of 8.1% in 2017, while the 
average net price (after rebates, discounts 
and returns) dropped by 4.1%. 

However, J&J increased prices on stron-
ger brands like the oncology drugs Darza-
lex (daratumumab) and Imbruvica (ibruti-
nib), while decreasing prices on products 
that were facing more competition. The 
company committed to limiting price in-
creases to less than 10%, similar to several 
other companies.

J&J signaled during its second quarter 
earnings call on July 17 that investors can 
anticipate a negative drug pricing impact 
of 4%-6% in 2018, which will be similar to 
net price declines from the prior year.

Reflecting the trend to keep increases 
below double digits, Eli Lilly & Co.’s list 
prices rose by less than 10% in 2017 for the 
first time in five years, while the average net 
price was up by 6%. The gap between the 
increase in Lilly’s list and net pricing in 2017 
was narrower than in prior years, a dispar-
ity the company attributed to changes in 
product mix and reimbursement. 

ZEPATIER ON THE WAY OUT 
At Merck, Zepatier is a classic example of 
a besieged product, not a growing brand. 
And while the price cut may seem de-
signed to curry political favor, it is likely in 
line with the competitive strategy in the 
maturing HCV market. 

Zepatier was late to the hepatitis C mar-
ket compared to single-pill direct-acting 
antivirals from Gilead Sciences Inc. and 
others, but Merck’s fixed-dose combina-
tion reached blockbuster status in 2017 
with sales of $1.66bn, up 99% from 2016. 
However, the growth was short-lived; be-

tween the fourth quarter of 2017 and the 
first quarter of 2018, sales dropped 65%, 
from $378m to $131m.

Merck ascribed the decline to “increas-
ing competition and declining patient 
volumes, which the company expects to 
continue.” In fact, Merck cancelled devel-
opment of follow-up hepatitis C drugs be-
cause of a reassessment of the HCV market. 

The 60% price reduction may help Merck 
look more competitive in the HCV field, but 

the space overall is in decline due to the 
success of direct-acting antivirals, which 
largely cure the infectious disease.

THE PROMISED PRICE CUTS?
President Donald Trump has pledged to 
bring drug prices down and issued a blue-
print in May with suggestions for change, 
including reforms of the Medicare Part B 
and 340B programs, faster and broader ac-
cess to biosimilars, and reforms of the US 
rebate structure. 

At that time, President Trump promised 
“massive” price reductions were imminent, 
though to date Merck’s Zepatier price cut is 
the largest publicly announced. 

Merck’s July 19 announcement on pric-

ing was well-received by US Department 

of Health & Human Services Secretary Alex 

Azar. “The President’s plan is working – 

drug prices are coming down. Thanks 

Merck for lowering prices on 6 drugs, in-

cluding a Hepatitis C drug by 60% and 

committing to keep future price increases 

below inflation. Looking forward to others 

doing the same to put American Patients 

First!” Azar tweeted.

The Trump administration’s scrutiny of 

drug pricing is being noted in second-

quarter earnings calls.

Novartis AG CEO Vas Narasimhan said 

during a July 18 investor call that the com-

pany will not implement new drug price 

increases this year and is monitoring policy 

to see how it evolves before making deci-

sions about 2019.

This followed Pfizer Inc.’s July 10 an-

nouncement that it would roll back 

recent price increases for 40 drugs fol-

lowing an extensive discussion between 

CEO Ian Read and President Trump, who 

had publicly shamed Pfizer on Twitter for 

raising prices.

Pfizer explained that it decided to defer 

price increases that were effective on July 

1 to give the president time to work on his 

blueprint.

Although J&J did not promise to halt US 

drug price increases during its earnings call, 

CEO Alex Gorsky advised that prices will be 

a headwind for the company through the 

rest of 2018, but that J&J’s pharma business 

will still deliver robust growth.  
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Zepatier is a classic 
example of a besieged 
product, not a growing 
brand. And while the price 
cut may seem designed 
to curry political favor, it 
is likely in line with the 
competitive strategy in the 
maturing HCV market

tracting practices that we employ and how much that is on par 
with others in the industry.”

J&J’s pharmaceutical business turned in a strong second quar-
ter performance, with sales of $10.4bn up 19.9% versus the prior 
year period. Sales were positively impacted by currency (5.4%) and 
the acquisition of Actelion (6.6%). Excluding the net impact of ac-
quisitions and divestitures, worldwide sales increased 11%, driven 
by strong growth from Stelara (ustekinumab), Zytiga (abiraterone) 
and the newer cancer drugs Darzalex and Imbruvica. The company 

launched Tremfya (guselkumab) into the crowded psoriasis market 
last year; it generated $126m in the second quarter. 

The company also announced positive top-line data on the dia-
betes drug Invokana (canagliflozin) July 16, showing the sodium-
glucose co-transporter 2 (SGLT2) inhibitor slowed the progression 
of chronic kidney disease in patients with type 2 diabetes. Invokana 
has not been a growth driver for J&J; sales declined 27% to $215m 
in the second quarter.  
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The M&A Story So Far
Pharma is paying a high price to overcome strategic 
headwinds. As companies seek to carve out leadership in 
therapeutic areas, while returning value to shareholders, 
deal-making is increasing, both in value and volume. 
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data. All M&A activity recorded has been announced or completed 
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Cosentyx Carries Novartis Sales But Kymriah 
Manufacturing Gives Cause For Concern
KEVIN GROGAN  kevin.grogan@informa.com

Any lingering fears that growth 
of Novartis AG’s Cosentyx 
(secukinumab) for psoriasis, 

psoriatic arthritis (PsA) and ankylosing 
spondylitis (AS) may be slowing have 
been blown out of the water with sec-
ond-quarter sales of the blockbuster 
beating consensus estimates by 4% to 
leap 40% to $701m.

The Swiss major noted that the 
interleukin-17A inhibitor delivered strong 
volume growth across all indications in the 
US ($409m, +33% at constant currencies) 
and the rest of the world ($292m, +53%). 
The figures are in stark contrast to Q1 sales 
which were well down on the fourth quar-
ter of 2017  – $580m versus $615m  – which 
Novartis said at the time was due to de-
stocking at the specialty pharmacy level 
and rebating to improve access to earlier 
lines of therapy in the US. 

On a conference call, Novartis CEO Vas 
Narasimhan noted that enhanced access 
to the drug was highlighted by the total 
number of prescriptions (TRx) in the US ris-
ing 81% year on year. He was particularly 
pleased with the performance of Cosentyx 
in PsA and AS “where IL-17 inhibition is now 
the mechanism of choice.”  

Paul Hudson, head of Novartis’ pharma-
ceuticals division, noted that the rebates of-
fered had resulted in a rise in volumes and 
enhanced access and while that increase is 
higher than the actual sales rise, “we are exact-
ly where I thought we would be.” The drug has 
also benefited from a US label update to in-
clude the inhibition of joint structural damage 
progression in PsA at week 24 versus placebo.

Entresto (sacubitril/valsartan) is also about 
to join Cosentyx in the blockbuster club with 
sales of the heart failure drug more than 
doubling to $239m. In the US, where sales 
climbed 95%, Narasimhan noted that the TRx 
was up 82% on last year, claiming that the 
drug is now clearly standard of care. 

He added that Entresto is also performing 
well in China and Europe (rest of the world 
sales were up 145%), noting that the drug is 
benefiting from the real world data that No-
vartis is gathering. In particular, he referenced 

findings from the recent CHAMP-HF registry 
which showed improvements in symptom 
frequency and quality of life with Entresto. 

KYMRIAH WORRIES
Rather more concerning for the Basel-head-
quartered group was the update that Nara-
simhan and new oncology chief Liz Barrett 
gave on the CAR-T therapy Kymriah (tisagen-
lecleucel). Sales came in at an underwhelm-
ing $16m but a much bigger worry emerged 
with the news that there have been problems 
with the manufacture of the product. 

Barrett said on the call that the company 
had identified certain issues about cell vari-
ability after manufacturing, adding that the 
commercial label on Kymriah “is slightly 
more stringent” for the product compared 
to that used in the firm’s clinical studies. The 
issue has not had any effect on production 
of Kymriah for its initial indication  – for pa-
tients up to 25 years of age with B-cell pre-
cursor acute lymphoblastic leukemia that is 
refractory or in second or later relapse  – but 
there is a problem of cell variability when us-
ing the product to treat its second approved 
indication, namely relapsed or refractory dif-
fuse large B-cell lymphoma (DLBCL). 

Barrett said that some of the cells used 
for DLBCL “are not the same level. We are 
working very closely with the FDA. We have 
a perspective of what we think it is but at 
the same time, we’re not sure, so we don’t 
want to speculate.” She stated that Novartis 
is managing to provide the therapy to pa-
tients “in the majority of the cases,” adding 
that such issues are commonplace when 
dealing with new and technically challeng-
ing products and Novartis is continously 
looking to improve its processes. 

On Kymriah, Narasimhan was not 
worried about the $16m sales figure, 
saying it is still early days and “this is 
going to be a five-year journey.” The 
product is made at a plant in New 
Jersey and by the contract manufac-
turer Fraunhofer Institute in Leipzig, 
Germany and the CEO noted that last 
week Novartis signed an agreement 
with Cell for Cure to manufacture 

CAR-T therapies at a site near Paris; it is also 
exploring additional capacity in Asia.

The disappointing sales figures, or the 
manufacturing glitches, did not overly con-
cern Oliver Spray, company analyst at Data-
monitor Healthcare’s PharmaVitae. He told 
Scrip that difficulties in delivering such a com-
plex product to patients were to be expected, 
adding that “sales are expected to pick up as 
indication expansions, physician training and 
improvements in manufacturing efficiency 
lead to increases in prescriptions numbers.”

On the bright side, Narasimhan spoke 
about “unprecedented demand” in the US 
for Novartis’ first-in-class calcitonin gene-
related peptide (CGRP) inhibitor Aimovig 
(erenumab) for migraine. No sales figures 
were disclosed for the drug which was ap-
proved by the FDA May 17 but the CEO 
said new-to-brand prescription (NBRx) data 
shows the number of patients on Aimovig 
rose from 185 on May 25 to 8,916 by June 
29, helped by access for the therapy being 
secured with key insurance plans such as ESI 
Preferred National Formulary and Anthem.

KEY KISQALI APPROVAL 
Also pleasing was the performance of Kisqali 
(ribociclib) for women with hormone- 
receptor positive, human epidermal growth 
factor receptor-2 negative (HR+/HER2-) ad-
vanced or metastatic breast cancer, which 
brought in $59m in the second quarter and 
is expected to grow well in Europe having 
secured reimbursement in the UK, Spain 
and Denmark. However a bigger boost for 
the drug came just hours after the results 
when the FDA announced a new approval 
for Kisqali, making it the only CDK4/6 in-
hibitor indicated for use with an aromatase 

Q2 RESULTS

Cosentyx and Entresto lead 
sales charge at Novartis
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inhibitor for the treatment of pre-, peri- or 
postmenopausal women in the US and as 
initial therapy in combination with fulves-
trant in postmenopausal women.

The approval is based on the MONALEE-
SA-7 and MONALEESA-3 Phase III trials that 
demonstrated prolonged progression-free 
survival and improvements as early as eight 
weeks for Kisqali-based regimens compared 
to endocrine therapy alone. The FDA re-
viewed this supplemental New Drug Appli-
cation (sNDA) under its Real-Time Oncology 
Review and Assessment Aid pilot programs 
and approved the application in less than 
one month after submission.

MS THERAPY SIPONIMOD FILED
On the development front, Novartis con-
firmed that it has used a priority review 

voucher (PRV) acquired at the end of 2017 
for $130m to complete the US submission 
for siponimod, also known as BAF312, for 
secondary progressive multiple sclerosis 
(SPMS). The drug is a follow-on to its sphin-
gosine 1-phosphate (S1P) modulator Gile-
nya (fingolimod), which is still selling well – 
Q2 sales inched up 1% to $866m – and may 
have its patent extended to 2027 following 
a review by the US Patent and Trademark Of-
fice. Narasimhan stressed that the company 
will defend its intellectual property on Gile-
nya. Analysts at Deutsche Bank noted that 
the PRV should speed up approval of siponi-
mod by a few months, which Novartis said 
is on track for launch in early 2019. However, 
the broker claimed that the filing “also risks 
some hold ups for a potential advisory com-
mittee meeting, due to the questionable ef-

fect in SPMS versus relapsing-remitting MS.” 
The drug will be filed in Europe in the third 
quarter of this year.

DRUG PRICING 
Novartis is the second big pharma behind 
Pfizer Inc. to declare that it will hold off on 
raising the prices of any drugs in the US for 
the remainder of the year, as it awaits clarity 
on evolving drug policy.  

“We looked in June at the overall situ-
ation, the blueprint coming out, and we 
made the decision prior to some recent 
events that we were going to withdraw any 
further price increases and make a commit-
ment internally that we wouldn’t take any 
further price increases for the remainder of 
2018,” Narasimhan said.  

Published online 20 July 2018
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Novartis Pushes Dermatology Momentum
JO SHORTHOUSE  joanne.shorthouse@informa.com

Novartis AG is hammering home its 
commitment to immune-dermatol-
ogy by in-licensing MOR106, a novel 

antibody against IL-17C indicated in atopic 
dermatitis (AtD), from biotechs Galapagos 
NV and MorphoSys AG for €95m ($111m) 
upfront, which the companies will split 50/50.

The Swiss pharma’s key new product, 
Cosentyx (secukinumab) an antibody tar-
geting IL-17A for psoriasis, psoriatic arthritis 
(PsA) and ankylosing spondylitis (AS), was 
the star of Novartis’s recent Q2 results, beat-
ing consensus and making $701m for the 
Swiss pharma. Novartis’s AtD pipeline port-
folio already includes oral ZPL389, a small-
molecule, selective histamine H4 receptor 
antagonist, in Phase II trials. It bought the 
candidate when it acquired Pfizer-spinout 
company Ziarco in 2016.

Novartis also has CJM-112 in the pipeline, a 
fully human anti-IL-17 Mab for a range of indi-
cations which include psoriasis and acne. It is 
currently in Phase II trials, and the addition of 
another biological will reinforce its dermatol-
ogy franchise at a time when the company 
has announced its departure from antibiotics. 

“We are a leader in immuno-dermatology 
and committed to reimagining the care of 
patients with severe diseases such as psoria-
sis, chronic spontaneous urticaria and atopic 
dermatitis. There is a key role for biologics to 
treat these severe diseases, which are more 

than just skin conditions, as they have com-
plex underlying root causes,” said Eric Hughes, 
Novartis’s global development unit head, im-
munology, hepatology and dermatology. 

MorphoSys and Galapagos have been co-
developing MOR106 as part of a 2008 agree-
ment between the two companies. MOR106 
is the only IL-17C-acting agent currently in 
development, Simon Moroney, MorphoSys 
CEO confirmed to Scrip. “For anyone that’s 
looking for promising drug candidates, first-
in-class is always a big, big factor. It’s been 
through Phase I and shown that its generally 
safe and well-tolerated and has promising 
efficacy in atopic dermatitis. If you’re looking 
at building or expanding a dermatology fran-
chise with a target biologic agent something 
like this could tick a lot of boxes,” he said.

MorphoSys and Galapagos were looking 
for a partner that would expand develop-
ment to several other indications, Moroney 
says, and Novartis has committed to looking 
at an additional two. MorphoSys and Gala-
pagos have, preclinically, found activity in 
“a number” of settings and a key part of the 
deal with Novartis is its willingness to fund 
exploratory trials to develop MOR106 as 
broadly as possible. 

All future research, development, manu-
facturing and commercialization costs for 
MOR106 will be shouldered by Novartis. This 
includes the ongoing Phase II IGUANA trial 

in AtD patients as well as a planned Phase 
I study to evaluate the safety and efficacy 
of a subcutaneous formulation of MOR106 
in healthy volunteers and AtD patients. 
MorphoSys and Galapagos will conduct 
additional trials to support development of 
MOR106 in AtD.

Pending achievement of certain develop-
mental, regulatory, commercial and sales-
based milestones, MorphoSys and Gala-
pagos would jointly be eligible to receive 
significant milestone payments, potentially 
amounting to up to approximately €850m 
($1bn), in addition to tiered royalties on net 
commercial sales in the range of up to low-
teens to low-twenties. Under the terms of 
their agreement from 2008, Galapagos and 
MorphoSys will share all payments equally.

COMPETITOR TO DUPIXENT
AtD has a huge unmet need because it is 
largely treated by topical steroids. The mar-
ket has been reinvigorated by  Sanofi and 
Regeneron Pharmaceuticals Inc.’s Du-
pixent (dupilumab), a first-in-class interleu-
kin-4/IL-13 inhibitor, which was approved in 
March 2017 by the FDA, and September of 
the same year by the EMA.  

Published online 19 July 2018
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Strong Sobi With New Asset:  
A Takeover Target For Sanofi?
ELEANOR MALONE  eleanor.malone@informa.com

With Sobi announcing the acquisition of late-stage orphan 
drug candidate emapalumab from NovImmune SA just 
two days after posting better than expected second-

quarter sales, concerns about its sustainability are abating some-
what. Long-touted as a potential takeover target for a larger com-
pany operating in the rare disease space, Sobi is looking more and 
more appropriate for Sanofi.

Following completion of its acquisition of Sobi’s hemophilia part-
ner Bioverativ Inc. in March 2018, Sanofi had already become a 
more obvious potential acquirer of the Swedish firm. The French big 
pharma’s CEO Olivier Brandicourt revealed in April that he still had 
€7bn of a €20bn M&A “envelope” available to spend, after buying Bio-
verativ and Ablynx NV for around €13bn in total. 

“Sanofi needs long-term growth drivers, and this acquisition 
would meet three of the company’s top priorities – rare diseases, bio-
logics and hematology,” commented Zara Fulton, principal analyst at 
Datamonitor Healthcare. “Although Bioverativ will bring strong short-
term revenue growth, the Biogen spin-out’s established hemophilia 
franchise represents the status quo, and will be significantly eroded 
by Roche’s Hemlibra (emicizumab) in the short to long-term, and by 
BioMarin Pharmaceutical Inc.’s gene therapy valoctocogene roxa-
parvovec (valrox) in the medium to long-term.” She noted that buy-
ing Sobi “would also be in line with Sanofi’s buyout of the innovative 
single-domain antibody fragment, or “nanobody,” drug developer 
Ablynx, which is also focused on rare blood diseases.”

Sobi holds European rights to Elocta (recombinant Factor VIII, 
known as Eloctate outside the EU) and Alprolix (recombinant Factor 
IX), respectively treatments for hemophilia A and B, while Sanofi now 
sells them in most other territories, including North America. Bearish 
observers fear the products’ growth may be stunted by increasing 
competition in hemophilia, but by buying Bioverativ, Sanofi has al-
ready shown it believes they have a future.

Sobi has other assets, notably Kineret (anakinra) for autoinflam-
matory conditions, for which it holds all the rights. With its beefier 
commercial infrastructure, Sanofi could probably drive increased 
revenues of this product. Sobi has additional hemophilia candi-
dates partnered with Sanofi in the pipeline: BIVV001 in Phase I for 
hemophilia A and BIVV002, yet to enter the clinic for hemophilia B. 
But aside from indication expansions for existing products, its R&D 
is preclinical or earlier, or at least it was until the Novimmune deal. 
Acquiring Sobi would give Sanofi control over partnered assets and 
bring in new pipeline possibilities.

A €7.8BN BUYOUT VALUATION?
“While we can’t say with certainty if Sanofi/other entity is interested in 
acquiring Sobi, nor can we pinpoint an acquisition premium/timing, 
we view there is a reasonable likelihood,” analysts at Jefferies com-
mented  in a July 18 note after the Swedish company reported good 
second-quarter results. 

Morningstar analysts put the likelihood of Sobi being acquired at a 

premium to its recent share price at 50%. “We assume a 50% probability 
that Sobi will be acquired at a similar valuation multiple to 2019 revenue 
as its former partner Bioverativ,” they said in a July 18 note. “This implies 
a takeout price of SEK315 per share, or more than eight times our 2019 
sales estimates for Sobi.” 

That would equate to more than SEK81.22bn, or €7.82bn, slightly over 
Sanofi’s €7bn budget, although it has since sold Zentiva BV for €1.9bn.

Sobi’s share price on the Stockholm Exchange has risen from 
SEK205.90 on July 17, before announcing its Q2 results the next day, to 
SEK242.40 at close of trading on July 20 following the announcement 
of the Novimmune deal.

The Morningstar analysts noted that acquiring Sobi would give Sano-
fi global rights to Elocta and Alprolix, “which could prove valuable as the 
firm establishes a position in the market ahead of pipeline drug fitusir-
an,” the RNAi therapy for hemophilia that Sanofi licensed from Alnylam 
Pharmaceuticals Inc. They also highlighted Kineret’s potential in new 
immunology/oncology indications and preclinical candidate SOBI003 
in Sanfilippo A syndrome (mucopolysaccharidosis/MPS IIIa) as potential 
good fits with “Sanofi’s rare-disease expertise.”

Sobi as a standalone business is not without risk, meanwhile. It has 
products facing near- to mid-term challenges: Morningstar analysts 
expect annual sales of Orfadin (nitisinone, for hereditary tyrosinemia 
type 1), which booked revenues of SEK236m in Q2 2018, to peak at 
SEK1bn in 2021 before declining because of pressure from generics, 
which have already entered the market, while they note that royal-
ties from Pfizer Inc. on sales of hemophilia drug ReFacto (morocto-
cog) stop this year. 

The company needs to fill its later stage pipeline to shore up its mid-
term prospects; as Morningstar analysts commented, “Sobi’s long-term 
growth potential will likely be dictated by its ability to make smart ac-
quisitions and advance its own pipeline.” 

NOVIMMUNE DEAL
Emapalumab helps with that: for CHF50m ($50.3m) up front and 
up to CHF400m in additional payments over eight years, Sobi gets 
global rights to a product with US breakthrough designation that 
Biomedtracker gives an 87% likelihood of approval rating. It was 
filed with the FDA for the rare extreme immune activation disease 
primary hemophagocytic lymphohistiocytosis (HLH) in March, and a 
regulatory decision is expected before year-end. It’s also eligible for 
the PRIME priority medicine scheme in Europe and a European filing 
is slated for later this year. 

Further development could see its label extended to secondary 
HLH and hematopoietic stem cell transplant, and Sobi has pegged 
its peak sales potential at SEK2.5-3.0bn ($280-340m) annually. About 
5,000 patients across the US, EU and Japan are estimated to have 
primary or secondary HLH; current treatment consists of immuno-
chemotherapy (in particular, dexamethasone and etoposide) to sup-

Could Sobi’s  
latest deal make it 
a juicier target?
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press the immune reaction, but there is no drug therapy approved 
specifically for the condition.

Emapalumab, an anti-interferon-gamma monoclonal antibody, is 
the lead product of privately owned Swiss firm Novimmune, whose 
majority shareholders have signed a non-binding letter of intent with 
Sobi which could see the latter acquiring all assets relating to ema-
palumab, including the transfer of relevant employees and two pre-
clinical immuno-oncology compounds, NI-1801 and NI-1701 (in the 
latter case this would be Novimmune’s interest in the product, which 
was partnered with TG Therapeutics in June 2018).

Sobi says that the deal will add to its top line sales from 2019 
onwards, and add to earnings from 2021. It expects to spend 
about SEK250-350m on development and pre-launch costs for 
emapalumab. Having this additional late-stage pipeline candidate 
probably enhances its attractiveness as a takeover target.

STRONG Q2
Sobi reported a 40% increase in first-half and second-quarter sales 
on July 18, to SEK4.25bn and SEK2.29bn, respectively, beating analyst 
expectations by around 10%. It upped its full-year revenue outlook to 
SEK8.6-8.8bn from SEK7.9-8.1bn as predicted in April, and increased 
its earnings before interest, tax and amortization outlook to SEk3.4-
3.6bn from SEK2.8-3.0bn. The company derives about two thirds of 
its revenue from its European hemophilia franchise.

REVOLVING DOORS?
Sobi has been under the leadership of CEO Guido Oelkers since 
May 2017. Oelkers began his career at Sanofi predecessor firm Aven-
tis. Other recent senior hires from Sanofi include Sobi’s new heads of 
HR and sales and marketing in the US.  

Published online 22 July 2018

Sangamo Buys TxCell For Immunology CAR-Tregs
ELEANOR MALONE  eleanor.malone@informa.com

Step one after its acquisition of TxCell SA will be for Sangamo 
Therapeutics Inc. to advance the former’s lead preclinical chi-
meric-antigen receptor-modified regulatory T-cell  – or CAR-Treg 

– candidate into the clinic. The first program Sangamo expects to take 
into Phase I/II studies is TX200, an autologous, lentivirus-based candi-
date to induce immunologic tolerance in solid organ transplant; it an-
ticipates applying for the clinical trial authorization in renal transplant in 
Europe in 2019 and starting the trial later in the year.

But after that, it sees the opportunity to apply its own ex vivo gene 
editing platform, based on zinc finger nuclease technology, to TxCell’s 
CAR-Tregs, for the development of treatments for autoimmune diseases. 

“Similar to current CAR-T cell therapy oncology, precise and specific 
gene editing is required to pursue the full potential of CAR-Tregs,” said 
Sangamo’s CEO Sandy Macrae. “With Sangamo’s ZFN platform and our 
multiplex editing capabilities, we expect to be able to engineer product 
candidates for more indications reaching broader patient populations 
through development of autologous and allogeneic treatments.” 

Macrae described the company’s acquisition of the French firm for 
€72m as positioning Sangamo as a “leader in the emerging field of CAR-
Treg cell therapy,” a field that he believes will be “as exciting for immu-
nology as CAR-T therapy has been for oncology.”

“In acquiring this technology, we’ll save Sangamo the time of sorting 
a process development and will allow us to move into the clinic quickly  
 – as soon as next year  – with the first CAR-Treg candidate,” he noted.

Under the leadership of Stéphane Boissel, TxCell has overhauled its 
CAR-Treg manufacturing process to make it scalable; the company had 
successfully completed an earlier Phase I/IIa study of a first-generation 
Treg therapy in refractory Crohn’s disease based on its earlier platform. 

Tregs are a naturally occurring subset of T-cells whose function is 
to maintain immune homeostasis within the body. They provide a 
suppressive counter-balance to the inflammatory response of con-
ventional T-cells. 

ENGINEERING TREGS
To date, clinical development of Tregs has focused on the infusion of 
autologous, expanded, non-engineered Tregs, noted Gary Lee, vice 

president and head of cell therapy at Sangamo. “We 
believe that engineered Tregs, especially ones that are 
gene edited using our ZFN editing technology, will hold 
significant advantages over non-engineered Tregs,” he 
said. This is because “for a Tregs-based cell therapy to work 
well, the Tregs product would need two key features: One, the 
ability to localize to a specific tissue of choice; and two, robust antigen 
specific T-cell activation at that target tissue. A CAR can provide both.”

Combining TxCell’s autologous cell CAR-Treg platform with San-
gamo’s gene editing expertise holds the potential for the develop-
ment of a universal or allogeneic CAR-Treg product, Lee highlighted.

Macrae said that the combination of the two companies’ technol-
ogies made “something far greater than the sum of its parts.” He told 
analysts on a conference call about the deal that: “This was a very 
competitive process. When we spoke with the management team 
TxCell, they were as excited about our technology as we were with 
theirs and that’s why they recommended to the board that Sangamo 
was the right choice for this acquisition.”

Sangamo with its zinc finger nuclease approach is a relatively old 
hand in the field of gene editing, compared with more recently es-
tablished firms using CRISPR/Cas-9 and other newer technologies. 
Earlier this year Sangamo was boosted by a $150m upfront payment 
from Gilead Sciences Inc., which in 2017 acquired CAR-T pioneer 
Kite Pharma Inc. and which is now making commercial inroads in 
oncology CAR-T therapy with Yescarta (axicabtagene ciloleucel). 

Gilead’s deal, which could see it paying up to $3.01bn in mile-
stones, gives it an exclusive licence to Sangamo’s ZFN technology, 
but only in oncology indications. Sangamo retains rights in other 
therapeutic areas, including autoimmune indications. Sangamo has 
been posited as a potential acquisition target itself for Gilead, which 
has seen sales decline after the initial significant injection of revenues 
provided by the launch its game-changing treatments for hepatitis 
C. However, the possibilities for Gilead remain numerous. 

In May 2018, Sangamo raised $230m in an offering of shares. 
The acquisition of TxCell is expected to close in the fourth quarter.  
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FDA Commissioner’s Rx For US Biosimilars Market: 
Reform Contracting Practices And Payment Models
SUE SUTTER  sue.sutter@informa.com

Brand company tactics aimed at 
keeping biosimilars off the market 
could have the unintended conse-

quence of undercutting public support 
for innovation, in addition to squelching 
the fledgling biosimilar industry, US FDA 
Commissioner Scott Gottlieb believes.

In a July 18 speech at the Brookings In-
stitution, Gottlieb once again harshly criti-
cized contracting and rebating practices, 
as well as reimbursement models, that he 
sees as key short- and long-term impedi-
ments to bringing less expensive biolog-
ics to US patients.

Such practices, he suggested, could 
backfire on the brand industry by under-
cutting public support for innovation.

“Ultimately, this behavior is also put-
ting innovative drug development at risk 
by eroding public confidence in market-
based pricing mechanisms,” Gottlieb said. 
“Too many people now are shooting at 
the branded drug makers. And the shrap-
nel isn’t just going to tear apart the gam-
ing tactics that we might agree are gra-
tuitous and ill conceived. I’m worried that 
the shrapnel could also fray the fragile 
market-based rewards that support new 
innovation.”

Gottlieb’s appearance at the think tank 
served as a platform for unveiling the 
agency’s Biosimilar Action Plan (BAP), a 
collection of policy and regulatory ac-
tions – plans for some of which have 
been previously announced – aimed at 
promoting competition and affordability 
across the market for biologics and bio-
similar products.

These measures include guidance de-
velopment, providing additional support 
and tools for sponsors on issues specific to 
biosimilar development, streamlining the 
FDA review process, and strengthening 
partnerships with international regulators 
to help expedite development programs.

While issues related to reimbursement 
practices, rebates and patent litigation af-
fecting biosimilar competition and access 
are outside FDA’s direct control, Gottlieb’s 
comments continue his pattern of using 

the bully pulpit to call out those entities 
in the health care system that he believes 
are standing in the way of lower prices 
through market-based competition.

“When we see practices that we believe 
create an imbalance between innovation 
and competition that is contrary to statu-
tory intent, we will use our leadership to 
highlight these issues, encourage market 
participants to seek solutions that ensure 
timely access to biosimilar products and 
work with our partners across the govern-
ment to take corrective action where nec-
essary and appropriate,” the BAP states.

‘ANEMIC’ BIOSIMILAR 
COMPETITION
Gottlieb’s prepared remarks at the Brook-
ings event focused less on the agency’s 
own plans to get more biosimilars onto the 
market and more on the current impedi-
ments to a thriving US biosimilar market.

As in previous public addresses, he took 
brand companies, payers and pharmacy 
benefit managers to task for contracting 
and rebating practices and reimburse-
ment models that put follow-on products 
at a disadvantage to long-entrenched ref-
erence products.

Although the FDA has approved 11 
biosimilars, only three have reached the 
market and all have struggled to gain a 
commercial foothold despite discounted 
pricing relative to their reference prod-
ucts. A fourth, Mylan NV’s Fulphila (peg-
filgrastim-jmbd), is now launching at a 
33% discount to the reference drug, Am-
gen Inc.’s Neulasta (pegfilgrastim). Other 
approved biosimilars have been blocked 
by either ongoing patent litigation or set-
tlements that include future entry dates.

“Competition is, for the most part, ane-
mic,” Gottlieb said in discussing the cur-
rent state of the US biosimilar market.

“It’s anemic because consolidation 
across the supply chain has made it more 
attractive for manufacturers, pharmacy 
benefit managers, group purchasing or-
ganizations and distributors to split mo-
nopoly profits through lucrative volume-

BIOSIMILARS

“Too many people 
now are shooting at 

the branded drug 
makers. And the 

shrapnel isn’t just 
going to tear apart 
the gaming tactics 

that we might agree 
are gratuitous and 
ill conceived. I’m 
worried that the 
shrapnel could 

also fray the fragile 
market-based 

rewards that support 
new innovation”  
– FDA’s Gottlieb 
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based rebates on reference biologics – or 
on bundles of biologics and other prod-
ucts – rather than embrace biosimilar 
competition and lower prices.”

“It’s anemic because litigation has de-
layed market access for biosimilar prod-
ucts that are, or shortly will be, available 
in markets outside the US several years 
before they’ll be available to patients 
here,” he said. “These delays can come 
with enormous costs for patients and 
payers.”

The FDA has undertaken an analysis of 
biosimilar competition across all Organ-
isation for Economic Co-operation and 
Development (OECD) markets, looking at 
what would have happened if all the FDA-
approved biosimilars were successfully 
marketed in the US in a timely fashion.

“To measure the potential impact of this 
biosimilar competition, we assumed that 
the savings achieved in the US, in terms 
of price discounts, would have been on 
par with the experience enjoyed in the 
other OECD nations,” he said. “Based on 
these assumptions, our analysis showed 
that if Americans had the opportunity 
to purchase successfully marketed, FDA-
approved biosimilar prescription drugs, 
they could have saved more than $4.5bn 
in 2017.”

Biologic manufacturers have a right to 
defend their legitimate intellectual prop-
erty interests, Gottlieb said. “And we want 
them to continue to offer the benefits of 
improved versions of originator biologics,” 
which might include new formulations of 
established drugs that can improve deliv-
ery options, such as shifting from provid-
er-administered infusions to something 
that a patient can self-administer.

“Those types of innovations can deliver 
real economic and public health advan-
tages. And the competition from bio-
similars might drive innovators to invest 
in these new opportunities. That’s how 
biosimilars can help promote new inno-
vation, just like with traditional generic 
drugs,” he said. “This is how the advent of 
biosimilar entry should also inspire entre-
preneurs to invest in new technologies 
and develop new monopolies around 
better innovations.”

“But rebating schemes or patent thick-
ets that are purely designed to deter the 
entry of approved biosimilars are spoiling 
this sort of competition.”

LONG-DATED, REBATE-LADEN 
CONTRACTS ARE A ‘TOXIN’
While not identifying specific products, Got-
tlieb criticized the types of rebating and 
contracting practices that Pfizer Inc. has 
challenged in its lawsuit against Johnson & 
Johnson related to Remicade (infliximab). 

Only about 15% of the market is easily 
accessible to biosimilars at launch because 
sponsors of innovator products often enter 
into long-dated contracts and offer big re-
bates on the eve of biosimilar entry, the FDA 
commissioner said. Such contracts are “an-
other toxin” that branded drug makers use to 
thwart competition, he said.

In addition, volume-based rebates may 
encourage dysfunctional clinical treatment 
pathways, he said. “We’ve heard from multiple 
sources that some payers are requiring step-
therapy or prior authorization on the reference 
biologic before patients can access a biosimilar. 
We see no clinical rationale for these practices, 
since a biosimilar must demonstrate, among 
other things, that it has no clinically meaning-
ful differences from the reference product as a 
part of demonstrating biosimilarity.”

The higher costs and longer timelines re-
quired to develop biosimilars relative to ge-
nerics means that these delaying tactics can 
make it uneconomical for biosimilar sponsors 
to postpone entry for extended periods of 
time. “I’m worried that the biosimilar manu-
facturers may pull out of these endeavors al-
together if the brand drug makers are able to 
lock up markets, even in cases where there’s 
a fully interchangeable competitor.”

While some may view interchangeability 
as the golden ring, the commissioner sug-
gested he has had a change of heart on the 
designation’s utility in ensuring the commer-
cial success of a biosimilar, given the existing 
marketplace hurdles. 

NEW PAYMENT MODELS 
NEEDED 
Gottlieb also used his address to call for 
development of new payment approaches 
that capitalize on the competition provid-
ed by biosimilars.

“Our current payment system, which 
reimburses drugs based on their average 
sales price, was designed in a single-source 
world. It was a market of biologics where 
there was typically only one drug in a cat-
egory. And there wasn’t a lot of therapeutic 
variety or competition,” he said of the Medi-
care Part B program.

“We didn’t have the advantage of drug 
competition to enable the development 
of formularies, bidding and market-based 
negotiations like we have under Part D 
prescription drug plans,” he said. “We need 
to adopt a different approach to paying 
for these drugs. An ideal system would re-
imburse biologics in a competitively bid 
scheme, where we could take full advan-
tage of the multi-source competition.”

The Trump Administration has proposed 
moving coverage of some Part B drugs to 
Part D and implementing a competitive 
acquisition program for Part B drugs, mea-
sures that are expected to help increase 
price negotiations. 

SEEKING A MORE  
AGGRESSIVE FTC
If industry is unwilling to change its practices 
aimed at keeping biosimilar competition at 
bay, companies soon may face a heightened 
risk of antitrust scrutiny, Gottlieb suggested.

Under the BAP, the agency pledges to 
take actions aimed at reducing gaming 
of FDA requirements or other attempts to 
unfairly delay competitions, and this will 
include new efforts to coordinate with the 
Federal Trade Commission (FTC) to address 
anti-competitive behavior.

However, the FDA commissioner made 
clear he believes there is some room for im-
provement in how aggressively FTC pursues 
matters referred by FDA.

“We have worked with them to provide 
information where we think there’s anti-
competitive behavior,” Gottlieb said. “I think 
we’ve handed them some pretty good set 
of facts in the past,” he said, suggesting how-
ever that FTC has been reluctant to take le-
gal action on those matters.

“I think, generally speaking, prosecutors 
are reluctant to bring cases that they don’t 
think are air-tight. I think policy makers 
sometimes think from a policy standpoint 
it’s important to test boundaries of where 
your authorities are in these regards if there’s 
an overriding public health prerogative,” 
Gottlieb said. “And if you’re wrong, that’s 
the role of Congress to step in and decide 
whether or not you need additional authori-
ties and legislation.”

“I’m not going to be the one to lose the 
case in court, but I do think there’s probably 
some more cases we potentially could be 
bringing,” he added.  
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Amazon Hurricane Heading Towards Indian Pharma?
ANJU GHANGURDE  anju.ghangurde@informa.com

Amazon’s appetite for disruption is insatiable, and the online 
retail giant may well be preparing for a big India push, this 
time in the pharmaceutical space. 

The US-based e-tailer’s entry into the Indian pharmacy segment, if 
it materializes, is expected to have a far-reaching impact, gnawing into 
pharma’s profits and shaking the dominance of the AIOCD, the existing 
druggists and chemists grouping in the country, though patients are 
expected to gain. 

Experts also expect a recalibration of investment plans in the In-
dian pharmacy segment, factoring in the disruptive potential of any 
Amazon deal. 

Amazon is reported to be in early talks to invest in MedPlus, India’s 
second largest pharmacy retail chain that comes with an online and 
on-ground presence, with over 1,400 pharmacies across the coun-
try. Preliminary discussions have been held between the two com-
panies, Indian news website FactorDaily reported recently, quoting 
unnamed sources. 

Last month Amazon acquired US-based online pharmacy PillPack, 
signalling an intent for a more direct interest in the healthcare segment. 

Amazon, however, told Scrip that it had no comment to offer on its 
potential interest, in general, in expanding into the Indian pharmacy 
space or any specific interest in “brick and click” combines like MedPlus.

MedPlus could not immediately be reached for a comment on the 
prospects for a potential deal.

Dilip Shah, secretary general of the Indian Pharmaceutical Alliance, 
which represents leading domestic firms, said that the “brick” (and 
mortar aspect) in a potential Amazon- MedPlus deal would bring ex-
isting “expertise and relationships” with pharma manufacturers. 

“The click, its [Amazon’s] own strength, will be used to develop and 
expand its volume of business. The two combined will improve the 
reach of local pharma firms that opt to do business with Amazon,” the 
industry veteran predicted. 

Shah believes that a deal, if it goes through, will challenge the 
domination of AIOCD (the All India Organization of Chemists and 
Druggists), the umbrella body of such pharmacies in the country, 
and he expects opposition from retail chemists to a potential Ama-
zon transaction.

A BETTER WAY?
But with India already a hot market more generally for Amazon  – its 
Prime service added more members in India in its first year than in 
any previous geography in the company’s history, founder Jeff Bezos 
said in a recent letter to shareholders  – testing the waters in the retail 
pharmacy space would appear to be in sync with the general Ama-
zon way of thinking. 

Bezos, in the shareholder note, observed that people have a “vora-
cious appetite” for a better way, and that yesterday’s “wow” quickly be-
comes today’s “ordinary”. Inefficiencies in Indian pharma distribution and 
a highly fragmented retail pharmacy segment may well offer significant 
opportunities for Amazon to better serve Indian health consumers.

Salil Kallianpur, a former EVP at GlaxoSmithKline PLC in India, now 
running a digital health consultancy, explained that the distribution 
part of the pharma industry especially in India has always been ripe 

for disruption. Besides, the nature of the Indian retail pharmacy space 
means that no single store holds a bulk of customers like PBMs (phar-
macy benefit managers) do in the US.

“As an industry observer, I was amazed about how the glaring inef-
ficiencies in the distribution part of their business always escaped 
the attention of CEOs and put it down to the strong union that domi-
nates it. And this is exactly what can make or break Amazon in this 
space,” Kallianpur told Scrip.

While Amazon may have had a “bitter experience” with Drugstore.
com in the past, Kallianpur believes that the US online retailer now 
has the scale and reach to pose a “serious threat”, despite the chal-
lenging economics of the pharmacy sector. 

“Amazon’s biggest advantage in the area is that it is comfortable 
operating on very low margins, something that Indian retailers ab-
hor. With the entry of Walmart [through the acquisition of Flipkart] 
and now Amazon, the margins will see new lows,” Kallianpur said, 
adding that this augurs well for patients but not for pharma, that will 

But with India already a hot 
market more generally for 

Amazon, testing the waters in 
the retail pharmacy space would 

appear to be in sync with the 
general Amazon way of thinking
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see profits squeezed but “cannot escape” this business since it will be 
volume intensive. 

Flipkart, India’s largest e-commerce platform, is also speculated to 
be eyeing the pharmacy space, with early discussions reported with 
online firms like 1mg, among others.

INTENTION TO SERVE AND STRENGTHEN  
INDIAN HEALTHCARE
The competition is also keeping a hawk eye on the unfolding devel-
opments around a potential entry of Amazon into the Indian phar-
macy space. 

Pradeep Dadha, founder and CEO of Netmeds.com, a leading on-
line pharmacy in the country, explained that lakhs (hundreds of thou-
sands) of Indians still do not have access to the full spectrum of medi-
cines; in rural parts of the country, people have to travel long distances 
just to reach a chemist to get their prescriptions filled.

“If a new player can cater to this under-served sector in a fair and 
transparent manner, it will ultimately benefit the people. There’s 
always disruption when there is a change in an ecosystem, but 
we welcome anyone who comes with the intention to serve and 
strengthen healthcare in India,” Dadha told Scrip.

The Dadha group comes with deep roots in the pharma industry 
- Dadha Pharmaceuticals first ventured into pharmaceutical retailing 
business back in 1914 and entered into drug manufacturing in 1972. 
The company merged with Sun Pharmaceutical Industries Ltd. in 
1997. Netmeds.com was seen as a logical extension of the family’s 
core strength and expertise, and is believed to be the only player 
in the sector with its own warehouses, which has allowed superior 
management of logistics and delivery.

GOVERNMENT REACTION CAUTIOUS?
But potentially disruptive investments in the healthcare and phar-
maceuticals space could be a touchy topic, especially in the run up 
to general elections in India next year, and some experts believe that 
government engagement is unlikely to be hurried. 

Besides, India’s seemingly limited safeguards around disclosure of 
information and data privacy could be another tricky area for regula-
tors and patients alike to navigate, given Amazon’s overall might.

Navroz Mahudawala, managing director of Candle Partners, a bou-
tique investment banking firm, told Scrip that the pharmacy space is 
“politically sensitive” and  hence any foreign direct investment in the 
segment would bring its share of challenges. 

“The sector has several mom-and-pop shops and any disruption 
in the same could have employment ramifications and hence politi-
cal repercussions; which any [political] regime would ideally like to 
avoid,” Mahudawala said.

He added that if the deal fructifies, it could also have challenges for 
future private equity/venture capital activity in the space as financial 
investors would be “skeptical” about the kind of disruption that Ama-
zon could bring. 

There are also already some concerns around data privacy issues 
in the online pharmacy sector  – India’s draft e-pharmacy rules had 
earlier specified certain standards around storage of data generated 
at e-pharmacies and also around patient details.

While limited safeguards around disclosure of information and 
data privacy could pose a challenge, IPA’s Shah claimed that the 
Indian Government and NITI Aayog both want to promote on-line 

pharmacy business to “dilute the AIOCD’s hold on the distribution 
business”. NITI Aayog is the premier policy think tank of the Govern-
ment of India, providing both directional and policy inputs.

“The safeguards and secrecy issues will be resolved through evolv-
ing regulations,” Shah predicted. 

Kallianpur said that how data privacy rules shape up in India will 
be interesting to observe, but believes that these will by and large 
“mimic” the GDPR (General Data Protection Regulation). 

“Amazon understands GDPR and should therefore be compara-
tively better prepared. Policy makers, however, must be wary of 
online giants trying to influence policy to their advantage,” he cau-
tioned.  
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APPROVALS

J&J’s Symtuza Approved, 
But Commercial  
Outlook Uncertain
JOSEPH HAAS  joseph.haas@informa.com

Johnson & Johnson has obtained US approval for the first prote-
ase inhibitor-containing single-tablet regimen for HIV, but Sym-
tuza faces cloudy commercial prospects due to US treatment 

guidelines that prefer regimens anchored by integrase inhibitors and 
concerns about eventual generic availability of its components. 

Symtuza, which combines J&J’s protease inhibitor darunavir (Prez-
ista/Prezcobix) with three agents licensed from HIV leader Gilead 
Sciences Inc., was approved July 17, roughly two months ahead of 
an anticipated Sept. 21 user fee date, for adults and adolescents with 
no known mutations associated with resistance to the individual 
components of Symtuza. In Phase III, the combo was studied in both 
treatment-naïve and treatment-experienced patients.

J&J noted that pricing for Symtuza, which will be announced “in 
the coming days,” will be “generally comparable with other currently 
available HIV treatment regimens,” exclusive of discounts and rebates.

The once-daily drug comprises 800 mg of darunavir, 150 mg of the 
boosting agent cobicistat, 10 mg of the nucleoside analog tenofovir 
alafenamide (TAF) and 200 mg of emtricitabine, a nucleoside reverse 
transcriptase inhibitor. Gilead commercializes the latter two drugs 
as a fixed-dose combination named Descovy. J&J and Gilead initially 
teamed up to develop the four-drug combination in 2011, revising 
the agreement in 2014 to replace Gilead’s first-generation nucleo-
side analog tenofovir disoproxil fumarate (TDF) with TAF. 

Datamonitor Healthcare analyst Michael Haydock predicted that 
Symtuza might generate healthy sales for J&J, but likely much of those 
will cannibalize revenue from the firm’s Prezista/Prezcobix. Recently 
updated US treatment guidelines for HIV also placed preference on 
integrase inhibitor-based regimens rather than those with a protease 
inhibitor backbone, he said.

“One of the issues Symtuza will face is that darunavir is now only rec-
ommended as a first-line regimen ‘in certain clinical situations’, as the 
guidelines now have a strong preference for [integrase inhibitors] be-
cause of their lack of requirement for boosting, cleaner drug-drug in-
teraction profiles, and lesser impact on blood lipids,” Haydock told Scrip.

GENERIC AVAILABILITY EXPECTED TO TOP 
CONVENIENCE ADVANTAGE
While one of darunavir’s key patents expired in 2017 and another 
is slated to expire during the fourth quarter of 2019, J&J asserts 
it has patent protection through 2027. There is no exclusivity re-
maining, per FDA’s Orange Book July 18, and Teva Pharmaceu-
tical Industries Ltd. received approval for a 600mg darunavir 
tablet in November 2017, but it has not yet launched the generic. 

Descovy goes off-patent in the US in 2025 and some market 
analysts expect that when all of the combo’s components are 
available generically, payers will prefer a cheaper generic alterna-
tive.  J&J is pushing patient compliance as a potential benefit for 
Symtuza, but other single-tablet regimens can offer similar con-

venience to patients.
Brian Woodfall, global head of late development for infectious dis-

eases for J&J affiliate Janssen Pharmaceutical Cos., said even with 
the new guidelines, the company believes it’s important to offer HIV 
clinicians and their patients a broad variety of treatment options. 

Since no one treatment is going to be right for every patient, it is 
important to have different options, Woodfall said, “and of course the 
treatment guidelines accommodate that with various recommenda-
tions and preferred choices but alternatives those in certain situa-
tions – is important.” 

FINDING THE RIGHT PATIENTS
“We think protease inhibitors have a long, well-documented history 
of being very effective therapy with a high genetic barrier [to resis-
tance],” Woodfall told Scrip. “There are patients for whom this is a very 
appropriate therapy and I think it’s important that clinicians and pa-
tients have those options available to them in the marketplace.”

Symtuza’s approval is based on two Phase III studies: the AMBER study, 
which demonstrated non-inferiority for Symtuza compared to daruna-
vir and cobicistat dosed in tandem with Gilead’s Truvada (emtricitabine/
TDF), the predecessor to Descovy, as well as the EMERALD study, which 
produced similar results in virologically suppressed HIV patients.

Woodfall said J&J will also present additional Symtuza data, includ-
ing data from an ongoing Phase III rapid initiation trial, DIAMOND, at 
the International AIDS Conference July 23-27 in Amsterdam. 

Haydock predicted Symtuza will struggle to win share away from 
a pair of single-tablet regimens that reached market previously – Gil-
ead’s Biktarvy (bictegravir/emtricitabine/TAF) and ViiV Healthcare ’s 
Triumeq (abacavir/dolutegravir/rilpivirine), each of which is anchored 
by an integrase inhibitor. The J&J combo should, however, win share 
away from Bristol-Myers Squibb Co.’s protease inhibitor therapies 
Reyataz (atazanavir) and Evotaz (atazanovir/cobicistat), while also 
eroding sales of Prezista/Prezcobix, he said.

“While its convenience as a single-tablet regimen and the high resis-
tance barrier of the darunavir component of Symtuza will position the 
drug as a good alternative for treatment-experienced patients who 
have generated resistance to other regimens, it will struggle to capture 
more than a small minority of patient share in the first-line setting due 
to its late launch behind other TAF-based [single-tablet regimens], the 
unfavorable positioning of darunavir in US treatment guidelines, and 
fierce competition from Triumeq and Biktarvy,” Haydock said.

Symtuza previously was approved as HIV therapy in the European 
Union and in Canada.  
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Pfizer/Lilly’s Tanezumab Reduces 
Osteoarthritis Pain, But Is It Safe?
MANDY JACKSON  mandy.jackson@informausa.com

Pfizer Inc. and Eli Lilly & Co. said on 
July 18 that both doses of their nerve 
growth factor (NGF) inhibitor tanezum-

ab met all three co-primary endpoints in a 
Phase III osteoarthritis pain study, but what 
remains to be seen is if the biologic is safe 
enough to satisfy regulators. 

This drug class has a long history with clini-
cal holds due to safety concerns, but Pfizer 
and Lilly reported that there were no cases of 
osteonecrosis and the rate of rapidly progres-
sive osteoarthritis (RPOA) was less than 1.5% 
across both doses of tanezumab compared 
with none in the clinical trial’s placebo arm. 
Barclays analyst Geoff Meacham noted in a 
same-day analysis that the study screened 
out osteoarthritis (OA) patients at higher risk 
for adverse events, so without more safety 
data it’s unclear whether regulators will ap-
prove the drug, and if they do whether there 
will be significant limitations on its use. 

Without data from other larger, longer stud-
ies, tanezumab remains a risky investment for 
both companies – and it’s hard for investors 
to weigh the drug’s efficacy against its safety 
risks. Neither company saw significant stock 
shifts in the day’s trading. 

“This is a really positive development for 
Pfizer and Eli Lilly for tanezumab in osteoar-
thritis and could signify a first-in-class, non-
opioid pain medication if the biologic’s devel-
opment follows through successfully with the 
FDA,” Datamonitor Healthcare analyst Domi-
nique Fontanilla told Scrip, noting that safety 
will be a major factor going forward.

The OA population is large; 20.7m people 
in the US alone suffer from OA, according to 
Biomedtracker.

TWO INJECTIONS,  
TWO DOSES TESTED
The Phase III OA study enrolled 698 people 
with moderate to severe OA in the knee or hip 
that was not controlled by available therapies 
or who could not tolerate those treatments. 
Patients in three study arms were injected 

every eight weeks (two times total) with pla-
cebo, 2.5 mg of tanezumab, or with a 2.5 mg 
starting dose and 5 mg follow-up dose.

The co-primary endpoints were pain, phys-
ical function and global assessment of OA ac-
cording to the Western Ontario and McMas-
ter Universities Osteoarthritis Index (WOMAC) 
at 16 weeks, although safety was assessed 
through week 24.

The OA study is the first of six Phase III 
studies enrolling a total of 7,000 in the global 
program for tanezumab, which is also being 
developed for chronic lower back pain (CLBP) 
and cancer pain due to bone metastases. NGF 
levels are increased in the presence of pain, 
inflammation and injury, so by selectively tar-
geting NGF tanezumab may be able to keep 
pain signals in the muscles, skin and organs 
from reaching the spinal cord and brain. 

Pfizer and Lilly said tanezumab was able to 
provide significant improvements for patients 
in both dose groups in terms of the WOMAC 
subscales assessing pain, physical function 
and global assessment of OA, but they did not 
provide any detailed data besides the less than 
1.5% rate of RPOA for both doses of tanezum-
ab and the absence of osteonecrosis. RPOA 
and osteonecrosis led to clinical holds for all 
NGF inhibitors in 2010, causing some compa-
nies to end all development in this class.

“Going forward, tanezumab’s safety and 
adverse event profile will continue to be un-
der scrutiny given the historically rocky devel-
opment of NGF inhibition (tanezumab and 
fasinumab),” Datamonitor’s Fontanilla said. 
“However, the top-line safety and efficacy 
data we’re seeing point towards the drug’s 
benefits outweighing the observed safety 
risks, which will help with tanezumab’s regula-
tory application for approval, especially since 
this is an area of high unmet need.”

WILL RISK MITIGATION BE 
ENOUGH FOR REGULATORS?
“While positive efficacy data isn’t a sur-
prise, the safety profile was more mixed: 
although there were no osteonecrosis 
events, the rates of rapidly progressive os-
teoarthritis (RPOA) were still above placebo 
at <1.5% versus 0%, despite the [clinical tri-

al] protocol’s risk-mitigations steps (e.g., no 
co-treatment with NSAIDs; using the low-
est possible doses; screening out high-risk 
patients),” Barclays’ Meacham said.

He noted that Barclays spoke recently 
with a key opinion leader who “suggested 
that while the class is likely contributing 
directly to RPOA (but not [osteonecro-
sis (ON)]), if the risk-mitigation strategies 
implemented after the clinical hold were 
effective at limiting the rates, regulatory 
agencies could be open to approval.”

Evercore ISI analyst Umer Raffat said in a 
July 18 note that it will be important to un-
derstand the rates of RPOA type 1 and the 
more severe RPOA type 2, but noted RPOA 
1 can convert to RPOA 2. Raffat shared a US 
FDA slide from 2012 regarding 8,963 OA pa-
tients treated with tanezumab in Phase III trial, 
which showed a 0.8% rate of RPOA overall 
with a 0.7% rate for type 2 and 0.1% for type 1.

Nevertheless, Meacham predicted that 
the efficacy of tanezumab and the unmet 
need in pain will lead to the drug’s approval, 
but with a restricted label. He said the com-
bination of pain indications being pursued 
by Pfizer and Lilly – and the competing 
candidate fasinumab from Regeneron 
Pharmaceuticals Inc. and Teva Pharma-
ceutical Industries Ltd. – should lead to 
annual sales for the anti-NGF class of more 
than $2bn by 2025 and possibly more than 
$3bn at the peak. 

Meacham said that according to Pfizer, 
the US FDA has not given specific guidance 
about what would be an acceptable rate of 
RPOA, but noted that 1.5% in a 698-patient 
trial is “a limited number of events.” 

The company anticipates filing a biolog-
ic license application (BLA) with the FDA 
next year based on Phase III results that will 
begin to be available in the first half of 2019 
from two more trials in OA, two CLBP stud-
ies, and a cancer pain study. The remaining 
OA trials include a 3,000-patient, 56-week 
safety and efficacy study. The cancer pain 
data aren’t expected until 2020, so that 
indication likely won’t be pursued in the 
2019 BLA submission. 
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Eisai’s Obesity Drug Belviq Passes CVOT Test
EMILY HAYES  emily.hayes@informa.com

Eisai Co. Ltd./Arena Pharmaceuticals 
Inc.’s obesity drug Belviq (lorcaserin 
HCI) has proven that it doesn’t pose 

cardiovascular risks in the CAMELLIA-TIMI 
61 cardiovascular outcomes study, but it 
hasn’t shown a benefit for reducing major 
events and it remains to be seen whether 
the new data will have any commercial ef-
fect on small sales.

Patients taking Belviq in the study of 
12,000 obese people with cardiovascular 
disease or multiple risk factors (half had 
diabetes) had a similar number of major 
adverse cardiovascular events (MACE) – in-
cluding myocardial infarction, stroke and 
cardiovascular death – as individuals in the 
placebo arm, Eisai reported in a top-line re-
lease July 17. 

This satisfied the study’s primary safety 
endpoint, but Belviq missed a co-primary 
efficacy endpoint – superiority over place-
bo for reduction in a broader array of MACE, 
including myocardial infarction, stroke, CV 
death and hospitalization due to unstable 
angina, heart failure or any coronary revas-
cularization. Eisai will discuss the data with 
the US FDA with the intention of incorporat-
ing it into labeling for the drug, which was 
approved by the agency in June 2012.

MOVING PAST FENFLURAMINE 
Belviq is a selective serotonin 5-HT2C re-
ceptor agonist. Per a November 2013 deal, 
Eisai holds exclusive commercial rights to 
the drug for all countries worldwide except 
for South Korea, Taiwan, Australia Israel and 
New Zealand. In addition to the US, lorcase-
rin is approved in South Korea, Brazil, Taiwan, 
Israel and Mexico.

Belviq was one of four new entrants in 
recent years into the obesity market along 
with Vivus Inc.’s Qsymia (phentermine/
topiramate), 

Orexigen Therapeutics Inc.’s Contrave 
(naltrexone/buproprion), and Novo Nord-
isk AS’s Saxenda (liraglutide), approved by 
the agency in July 2012, September 2014 
and December 2014 respectively.

Belviq stood out against Contrave and 
Qsymia, which combine proprietary doses 
of generic drugs, because it had a novel 
mechanism of action. But the downsides 
were that it had modest weight loss efficacy 

and had a similar mechanism of action as 
the serotonin reuptake inhibitor fenflura-
mine, part of the notorious “fen-phen” cock-
tail that was pulled from the US market in 
1997 due to the risk of developing valvulop-
athy in previously asymptomatic patients. 

Compared with fenfluramine, Belviq has 
very small selectivity for 5-HT2B serotonin 
receptors, which is thought to be the cause 
of valve problems, but there were neverthe-
less concerns and labeling includes a warn-
ing for valvular disease. 

Post-approval long-term outcomes studies 
to rule out cardiovascular risk were required 
by the FDA for all of the weight loss drugs.

Eisai noted in its statement about the 
CAMELLIA-TIMI 61 data that this is the larg-
est CV outcomes study to date for a weight 
loss medication.

Among other findings in the trial, Belviq 
was associated with significant improve-
ments in secondary endpoints, including 
blood pressure, lipids, blood sugar, renal 
function and a reduction in the number of 
patients who converted from prediabetes 
to diabetes. 

“The overall safety profile for Belviq in 
CAMELLIA-TIMI 61 was consistent with that 
of the approved label, with dizziness, urinary 
tract infection and fatigue being the most 
commonly reported adverse events in CA-
MELLIA-TIMI61,” the company said.

Data from the study are slated for presen-
tation at the European Society for Cardiol-
ogy meeting in Munich in August and the 
European Association for Study of Diabetes 
meeting in Berlin in October.

TALKING TO FDA
Eisai is preparing a study report to sub-
mit to the FDA, which should be ready in 
the September/October timeframe, Chief 
Medical Officer Lynn Kramer explained in 
an interview. 

Eisai is hoping to have two aspects of 
labeling removed – a reference that cardio-
vascular safety is not known and the warn-
ing for valvulopathy. Whether there will be 
additions to the label to incorporate the 
improvements in secondary endpoints, for 
example less conversion from prediabetes 
to diabetes, also could be up for discussion, 
according to Kramer. 

It’s unclear what commercial impact the 
outcomes results will have, given that supe-
riority was not proven and because of how 
challenging the obesity market has been. 

Eisai reported Belviq sales of ¥3,558m 
($31.5m) in the US and ¥4,769m ($42.2m) 
in Japan for the fiscal year ending March 31.

Kramer suggested investors may see bet-
ter sales in the first quarter of the current fis-
cal year, which will be reported on Aug. 1.

The exec also said he is hopeful that 
the much larger safety database available 
now through the outcomes study, as well 
as new bits of information on for patient 
subsets, will provide enough substance for 
physicians to see the potential benefits.

Arena’s Belviq revenues for 2017 totaled 
$21.3m, including $19.6m in collabora-
tion revenue and $1.7m in royalty revenue 
from Eisai. The company has been working 
to diversify away from weight loss, partly 
through development of the pulmonary 
arterial hypertension drug ralinepag, which 
is in Phase II.

Vivus reported $45m in sales for Qsymia 
in 2017, down from $48.5m in 2016. The 
AQCLAIM outcomes study of 16,000 pa-
tients is ongoing. Vivus also has been diver-
sifying and has the PAH drug tacrolimus in 
Phase II. In May, the company announced 
that it acquired rights to the pancreatic 
insufficiency therapy Pancreaze (pancreli-
pase) from Janssen Pharmaceutical Cos. 
restructured a portion of its existing debt 
and raised additional cash through the sale 
of debt securities to fund this and other 
potential deals. 

Orexigen announced in April that it was 
selling worldwide rights to Contrave and 
certain other company assets for $75m to 
Nalpropion Pharmaceuticals, Inc.

Novo Nordisk’s GLP-1 agonist Saxenda 
has performed relatively well since ap-
proval in 2014. Labeling for Saxenda notes 
that the effects of the drug on cardiovascu-
lar morbidity and mortality have not been 
established. However, liraglutide also is mar-
keted as Victoza for diabetes and in that indi-
cation it demonstrated an outcomes bene-
fit in the LEADER study of patients with type 
2 diabetes, with a 13% reduction in risk for 
MACE, which resulted in a labeled claim.  
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Profile: Lupin CFO Swaminathan, The ‘Constant Learner’
ANJU GHANGURDE  anju.ghangurde@informa.com

Lupin Ltd.’s CFO Ramesh Swaminathan rarely minces words on earnings calls – he’s frank and direct about 
the Indian firm’s hits and misses. 

He retained similar candor in an interview with Scrip, outlining why he chose to move from Henkel AG 
& Co. KGAA in Germany to Lupin in India, how some risky bets in the backdrop of the volatile rupee hurt and 
that becoming a CEO “at some stage” is something that would interest him.

Swaminathan, whose previous roles include a stint as regional financial controller at Henkel for several 
countries across Central and Eastern Europe and the Middle East, also shares interesting insights around M&A, 
underscoring why deals must be done “for a cost” and “not at all costs.” 

LET’S START AT THE BEGINNING – WERE YOU ALWAYS 
BEST AT MATH AS A CHILD, WITH AN ACUMEN FOR ALL 
THINGS FINANCE?

In terms of academic excellence, I was really up there. I kind of 
ranked in all the exams that I did. I was a national/university 
ranker, also ranked in chartered accountancy -intermediate 
and finals - as I did in my cost accounting exams. I was also 
a company secretary, did my CIMA [the Chartered Institute 
of Management Accountants] from the UK and have been a 
Chevening scholar [eminent names like Harish Bhat of the Tata 
group were part of the program at the time alongside lot of 
other very bright people, he mentions. - Ed.]. I have been aca-
demically endowed, but I don’t know if that means anything at 
all in the world of finance or in the business world. It certainly 
gives you a perspective but I don’t believe academics is the 
only thing. It certainly helps but it’s only a beginning - an entry 
point; ultimately outcomes on the job matter.

MOVING FROM HENKEL TO LUPIN, TWO QUITE DIFFER-
ENT WORLDS IN TERMS OF BUSINESS PROFILES. WHAT 
LED YOU TO MAKE THE SHIFT? 

Henkel is a FMCG [fast-moving consumer goods] major, based 
out of Dusseldorf. I was in in Germany doing fairly well for my-
self. At that point of time in 2007 when I took that call, India 
was doing very well and growth rates were stupendous. I said 
to myself that I should be part of this growth story and let me 
come back. While I made this call I had offers from quite a few 
corporates in India but I chose Lupin, because it gave me a 
global flavour; they wanted to expand into various parts of the 
globe. And, I wanted to retain that from my Henkel experience. 
I met with the people here (in Lupin) – and was very pleased. I 
said to myself this seems to be a meritocracy. And I joined them 
and have not looked back since. It’s been a wonderful innings.

IT’S BEEN AROUND 11 YEARS IN LUPIN; HOW WOULD 
YOU SUM UP YOUR JOURNEY THUS FAR?

It’s been a very interesting journey. When I joined the company, 
we were doing [revenues of ] about INR16-17bn [$233-247m at 
current exchange rates], so it’s been a 10-fold increase in as 
many years/11 years [Lupin’s revenues for FY18 were $2.4bn]. 
Market cap is slightly less than a $1bn and we had peaked at 
some $12-13bn. Lot of good things that we did, lot of M&A 
down the road since 2007; I saw myself as a partner in progress, 

helped in setting up a lot of techs and reinforcing the cultural 
values that were always there as part of Lupin. It’s been an ex-
tremely exciting and interesting journey over the last 11 years.

ANY HIGH POINTS/ LOW POINTS ALONG THE WAY? 

I could talk about lots of very interesting things that we did; I 
think finance was seen as a partner in progress. So we helped 
out in setting up the information supply chain, helped out in 
taking the right decisions in all of the functions in SBUs; helped 
in M&A, setting up the systems, processes. We helped in sourc-
ing out the right talent for various positions in finance, IT and 
other areas reporting to me and I set up a legal department. 
The investor base was enhanced – at its peak we had close to 
about 39% of total shareholding being held by FIIs [foreign in-
stitutional investors] and we reached out to the biggest names. 
Last couple of years it has come down a bit but it’s a matter of 
time before it goes back to the same levels. But it’s been a very 
interesting journey. There have been low points also. When for 
example the rupee appreciated from the 47 levels to the 39 
levels, we were in for a shock and maybe took some risky bets 
which didn’t pay off. That was a low point in my career at Lupin. 
It would have been okay if the rupee had stayed at that level 
but it depreciated back to 41, 44 and 47 and so on. It’s now 
hovering around the 70 mark. You don’t feel good when the 
company has lost a bit of money with the wrong kind of calls 
we made on the rupee.

YOU HAVE SEEN LUPIN THROUGH MANY ACQUISITIONS 
– WHAT’S THE ONE BIG M&A LEARNING YOU CAN SHARE?

There are quite a few learnings. Firstly, I would say the most 
important thing is buy for a cost and not at all costs. It’s not 
that you need to pay just because you like an asset. Set your 
own thresholds in terms of what you are willing to pay for an 
asset. Make sure you are able to bring in the cost/revenue syn-
ergies as early as possible. I’m not saying I’ve succeeded in all 
of these endeavors but we need to work on it to ensure that 
the payback period is as short as possible. It’s not as though 
it goes your way all the time; if you can do it 60% of the time 
then you’ve done fairly well. There have been learnings when 
things have not worked out very well. In fact, in one of the big-
gest acquisitions we did - Gavis Pharmaceuticals LLC - is where 
things have not necessarily worked in our favor. But that’s part 
of the overall learning itself.

EXECUTIVE INTERVIEW
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WHAT’S THE ONE CORPORATE DECISION YOU REGRET 
YOU MADE OR DIDN’T MAKE IN LUPIN OR PRIOR PO-
SITIONS?

Difficult to pinpoint a do or die decision but I don’t think that 
really came about in my career. There have been negatives and 
positives but overall things have panned out the way I’ve imag-
ined, so there has been no real cause for big regrets.

MBAS OR CAS, WHO DO YOU THINK MAKE BETTER 
CEOS, IN GENERAL?

The most important thing is the ability to connect the dots; 
connect the external and internal forces and take a big pic-
ture view, which is important for success. And the track record 
you exhibit will get you the confidence levels. The CEO job is 
a lot more demanding than all of this. [It’s] the ability to influ-
ence people, the ability to adapt to changing circumstances 
and the ability to sustain the momentum with a large work 
force. So, I don’t think qualifications really come into this, it’s 
a host of other attributes as well. Whether you are an engi-
neer or CA or MBA, you need the domain expertise to get to a 
particular level but when you get to CEO level it’s far beyond 
that. It requires a host of other skill sets as well and that I think 
is the most pertinent part.

FOREX FLUCTUATIONS OR PHARMA PRICING, WHICH 
DO YOU THINK WILL STAY MORE VOLATILE, GIVEN THE 
GEOPOLITICAL HEADWINDS AND CURRENT THINKING 
OF THE TRUMP ADMINISTRATION?

There seems to be a nationalistic fervor that is gathering 
pace across the world. One always thought that that is a 
phenomenon associated with emerging markets, so you 
suspected Russia, Mexico, Brazil, Turkey or India to do 
something like that in putting up barriers in terms of trade 
and so on. But for the first time in decades, you find it in 
advanced markets – America seems to be putting up a lot 
of obstacles along the path for free trade. That is spurring 
a lot of debate of course, movement of currencies and all 
of that. And I think the rupee turbulence you are seeing 
is part of the fallout of that but there are a host of things 
starting from oil prices to issues that face the Indian econ-
omy/emerging markets - all of that as well. But the Trump-
factor for sure is contributing to this turbulence. It’s never 
a one-way street, it’s not as if it’s going to be [currency] 
depreciation all along. When Raghuram Rajan came in to 
his position [Dr Rajan, the former governor of the Reserve 
Bank of India took charge in 2013], the rupee was hovering 
around 68 then it appreciated to 61 levels, now you find it 
going back to 68-69 levels. But any gain (on the forex front) 
is short-term, because you find that the pricing of imports 
adjusts, then you find channel partners would like to rene-
gotiate saying that you’ve got a larger margin than what 
we envisaged. In the long run, forex volatility is not neces-
sarily good even for exporters like us. I would like some 
levels of stability coming in.

WHAT IS THE BEST ADVICE YOU’VE EVER HAD FROM A 
MENTOR?

I’ve been fortunate enough to be led by very good folks 
across my career – be it at Henkel, Standard Chartered Bank 
and I’ve had a lot of people who have given me advice. The 
good thing about me is I’m a constant learner and I ‘d like to 
remain that way. So, there are a lot of learnings – people that I 
learnt from, people who advised me, lot of peers that I picked 
up a few things from. I picked up a few things from people 
who are junior to me as well. One mentor at Lupin has been 
Dr Kamal Sharma [Lupin’s vice chair]; I’ve learnt a lot from him 
-there’s been constant mentoring by him. I learnt a lot from Dr 
DBG [Lupin’s founder Desh Bandhu Gupta who passed away 
last year] as well on handling people, situations; I learnt from 
Vinita Gupta [Lupin’s CEO] – the way she has been able to 
network and the great job she does on the marketing/M&A 
front in America. And from Nilesh [Lupin’s managing direc-
tor], when it comes to the technicalities … he’s very much 
into details. There’s a lot you can pick up by interacting with 
people like that.

WHO DO YOU ADMIRE IN THE PHARMA INDUSTRY, 
AND WHY?

There are lots of people who are extremely successful in the 
pharma world. Sun Pharmaceutical Industries Ltd. is one that 
we admire looking at the kind of operating margins they used 
to have in India. They are clear leaders when it comes to the 
chronic segment; visionaries when it comes to picking the 
right therapy areas when it comes to India. They are great in 
making turnarounds and forays into several things. There are 
other companies too – Mylan NV and its forays into drug spe-
cialty; all of us are trying to get to the same thing. And we 
learn from Sandoz International GMBH, Teva Pharmaceutical 
Industries Ltd. and other peer group companies as well.

RAMESH SWAMINATHAN BEYOND THE BOARD ROOM – 
YOUR INTERESTS OUTSIDE OF WORK?

I like doing a lot of things. Reading has been a passion. I like 
golfing, exercise nearly every day. Unwinding by sweating it 
out in the gym has been a daily mantra – it’s a discipline I’m 
very observant about. And of course, I love to spend time with 
my family.

WHERE DO YOU SEE LUPIN IN 2025 - A TOP-10 GLOBAL 
SPECIALTY FIRM OR A HYBRID AVATAR WITH LARGE IN-
TERESTS IN AREAS LIKE BIOSIMILARS? 

I think it’s going to be a bit of both. There’s going to be a huge 
chunk which is going to be specialty, but I think our bread 
and butter business will be in complex generics in the general 
sense and complex generics also embraces biosimilars. And of 
course, spread across several geographies/continents – both in 
the emerged and emerging world.

IF NOT A CFO OR IN THE FINANCE SECTOR, IS THERE 
ANYTHING ELSE THAT YOU WOULD HAVE RATHER BEEN?

I’m very happy where I am and love being the CFO and it’s been 
the first choice. But I would certainly love to get to a “CEO-ship” 
at some stage. That’s certainly of interest to me.  
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PIPELINE WATCH

Scrip’s weekly Pipeline Watch tabulates the most recently reported  
late-stage clinical trial and regulatory developments from the more 
than 10,000 drug candidates currently under active research worldwide.

Click here for the entire pipeline 
with added commentary: 

http://bit.ly/2mx4jY3

Selected clinical trial developments for the week 13 July–19 July 2018

LEAD COMPANY/PARTNER COMPOUND INDICATION COMMENTS

PHASE III SUSPENDED

Novartis AG LIK066 obesity
The LIK066 for weight loss project has been discontin-
ued after Phase II data. 

PHASE III RESULTS PUBLISHED

AstraZeneca PLC Lynparza (olaparib) ovarian cancer SOLO-2 study - The Lancet Oncology on July 16.

Emmaus Medical, Inc.
Endari  
(L-glutamine oral powder)

sickle cell anemia New England Journal of Medicine.

Tesaro Inc../Johnson & Johnson Zejula (niraparib) ovarian cancer ENGOT-OV16/NOVA in The Lancet Oncology in July 2018.

PHASE III INTERIM/TOP-LINE RESULTS

Roche/ Genentech Inc. Tecentriq (atezolizumab)
non-small cell lung cancer 
(NSCLC)

IMpower 132 study in advanced non-squamous  
NSCLC positive.

Shanghai Green Valley  
Pharmaceutical Co. Ltd

sodium oligomannurarate 
(GV-971)

Alzheimer’s disease Phase III trial met its primary endpoint.

Beijing Northland  
Biotech. Co., Ltd.

NL-201 thrombocytopenia Positive Phase III data. Phase IIIb study being prepared. 

Roche/Shionogi & Co. Ltd.
baloxavir marboxil  
(S-033188)

influenza  
(excluding vaccines)

CAPSTONE-2 study – primary endpoint achieved.

Johnson & Johnson Invokana (canagliflozin) diabetic nephropathy
CREDENCE study - renal outcomes trial stopped  
early based on the achievement of pre-specified  
efficacy criteria.

Takeda Pharmaceutical Co. Ltd. vedolizumab sc ulcerative colitis VISIBLE 1 study – primary endpoint achieved. 

Allergan PLC Abicipar Pegol
wet age-related macular 
degeneration

SEQUOIA and CEDAR met the pre-specified primary 
endpoint.

Novartis AG osilodrostat Cushing’s syndrome LINC-3 study met the primary endpoint.

Pfizer Inc./ Eli Lilly & Co. tanezumab osteoarthritis
Phase III study (A4091056) met all three co-primary 
endpoints.

UPDATED PHASE III RESULTS

CytoDyn Inc. PRO 140 HIV / AIDS PRO 140 HIV combination trial - positive completed results.

PHASE II INTERIM/TOP-LINE RESULTS

Cellectar Biosciences Inc. CLR 131 hematologic cancer Positive interim data in diffuse large B-cell lymphoma. 

Catalyst Biosciences Inc. marzeptacog alfa hemophilia A and B 
Interim results from the Phase II/III trial support the 
target of achieving significant reductions in annualized 
bleed rate.

Biotest AG BT-063
systemic lupus  
erythematosus

Study No. 990 Phase IIa study achieved its primary 
endpoint.

UPDATED PHASE II RESULTS

ThromboGenics NV THR-317 diabetic macular edema
THR-317-001 study data provide continued support to 
the development.

Asterias Biotherapeutics Inc. AST-OPC1 spinal cord injury
Additional positive data from the ongoing Phase I/IIa 
SCiStar study. 

Catalyst Biosciences Inc. CB-FIX hemophilia B Positive data from the CB 2679d/ISU304 Phase I/II trial.

Source: Biomedtracker
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Bristol-Myers Squibb’s chief commer-
cial officer, Murdo Gordon, has left the 
company to “pursue another opportunity” 
in the same week as the company’s Q2 
results are published. A replacement is yet 
to be announced. “On behalf of the com-
pany, I want to thank Murdo for his leader-
ship and the important contributions he’s 
made in his many years with Bristol-Myers 
Squibb,” said Giovanni Caforio, BMS’s CEO. 
“Murdo helped build a highly performing 
commercial organization and developed a 
strong bench of talent, contributing to our 
competitive position in the market and our 
success in delivering innovative medicines 
to patients.” 

Astellas Americas today appointed Halit 
Bander as vice president of its medical af-
fairs oncology therapeutic area, where she 
will assume overall responsibility for the 
strategic direction of the product portfolio. 
Bander joins from Baxter Healthcare Corpo-
ration where she served as vice president of 
Clinical & Health Economics and Outcomes 
Research (HEOR). Prior to Baxter, Bander was 
with Pfizer for over 10 years with increasing 

responsibilities across various therapeutic 
areas. Her last position with Pfizer was the 
Global Medicine Team leader managing all 
medical affairs strategy and execution for a 
product, including a clinical program of over 
400 clinical trials worldwide. 

Epizyme, a clinical-stage company de-
veloping novel epigenetic therapies, has 
named Shefali Agarwal as chief medical 
officer. In this role, Agarwal will oversee 
all activities related to the global strategic 
development of tazemetostat, Epizyme’s 
EZH2 inhibitor, as well as additional pipe-
line candidates. Agarwal most recently 
served as chief medical officer at SQZ Bio-
tech, where she built and led the clinical 
development organization, which includ-
ed clinical research operations and the reg-
ulatory function. She brings significant on-
cology experience to Epizyme, having held 
leadership positions at Curis and Tesaro.

NanoViricides has appointed Irach Tara-
porewala as CEO. Taraporewala was the 
founding CEO and president of Ohr Phar-
maceutical, from April 2010 until December 
2015.  During his five years of leadership at 

Ohr, he played a critical role in taking the 
company from preclinical stage through 
successful Phase II clinical trials. Tarapore-
wala ensured that the company was well 
capitalized, oversaw the up-listing of the 
company’s common stock to the NASDAQ 
exchange, and completed several success-
ful rounds of financing.

Aeglea BioTherapeutics, a clinical-stage 
biotechnology company that designs 
and develops innovative human enzyme 
therapeutics for patients with rare genetic 
diseases and cancer, has hired Anthony 
G. Quinn as the company’s president and 
CEO. Quinn has been a member of the 
company’s board of directors since 2016 
and had served as interim CEO since July 
2017. Prior to joining Aeglea, Quinn served 
as executive vice president, head of re-
search and development, and chief medi-
cal officer at Synageva Biopharma Corp 
until the company’s acquisition by Alexion 
Pharmaceuticals in 2015. Quinn previously 
served as worldwide head of clinical re-
search and exploratory development for 
inflammatory diseases at Roche.

Roche Steps Closer To Flu Market Domination 
JO SHORTHOUSE  joanne.shorthouse@informa.com

Roche’s flu candidate baloxavir mar-
boxil has showed superior efficacy in 
the primary endpoint of time to im-

provement versus placebo, taking it one 
step closer to being the first single-dose 
oral antiviral with a novel MoA in nearly 
20 years. 

The Phase III CAPSTONE-2 study as-
sesses the safety and efficacy of the single 
dose antiviral in people with high risk of 
complications from flu. Baloxavir mar-
boxil also demonstrated superior efficacy 
compared to placebo and Roche’s block-
buster Tamiflu (oseltamivir) for important 
secondary endpoints, including reducing 
the time that the virus continued to be re-
leased (viral shedding) and reducing viral 
levels in the body. 

Baloxavir marboxil is the first in a new 
class of antivirals designed to inhibit the 
cap-dependent endonuclease protein 
within the flu virus, which is essential for 
viral replication. If approved by the FDA, 

it would be the first single-dose oral an-
tiviral, and the first medicine with a novel 
proposed mechanism of action to treat 
the flu in nearly 20 years.

“Baloxavir marboxil is the first antiviral 
to show a clinically meaningful benefit in 
people who are most susceptible to com-
plications from the flu, including older peo-
ple and those living with certain medical 
conditions,” said Sandra Horning, Roche’s 
chief medical officer and head of global 
product development. “We plan to submit 
the results of this second positive Phase III 
study for baloxavir marboxil to healthcare 
authorities, and look forward to discussing 
next steps since there are no current antivi-
ral medicines approved to specifically treat 
this high-risk population.”

The antiviral also significantly reduced 
the incidence of influenza-related compli-
cations compared with placebo. Baloxavir 
marboxil was well tolerated and no safety 
signals were identified. It has already dem-

onstrated a clinically significant benefit 
over placebo in otherwise healthy people 
in the Phase III CAPSTONE-1 study. 

The FDA recently accepted a New Drug 
Application (NDA) and granted Priority Re-
view to baloxavir marboxil as a single-dose, 
oral treatment for acute, uncomplicated in-
fluenza in people 12 years and older based 
on the CAPSTONE-1 study and the Phase II 
study. A decision is expected on approval 
by 24 December. 

Baloxavir marboxil was discovered and 
developed by Shionogi & Co. Ltd., and 
is sold in Japan under the trade name Xo-
fluza. “If approved by the FDA in Decem-
ber, the drug could reinvigorate Roche’s 
flu franchise, which has been hit hard by 
generic competition. While the company’s 
blockbuster Tamiflu is the current lead-
ing antiviral, generic competition meant 
that European sales fell by 33% in 2016 to 
$540m, while US sales halved.”  
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