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Pfizer Rolls Back Prices On 40 Drugs, 
Yielding To Pressure From Trump
JESSICA MERRILL jessica.merrill@informa.com

Pfizer Inc. CEO Ian Read has agreed 
to claw back price increases on 40 
drugs after a phone conversation with 

President Donald Trump July 10, in what 
represents an extraordinary move by a big 
pharma to yield to pressure from the US 
president. Pfizer’s decision to roll back the 
recent price increases comes a day after the 
president publicly shamed Pfizer on Twitter 
for increasing drug prices.

“Following an extensive discussion with 
President Trump today, Pfizer’s Chairman 
and CEO Ian Read announced that it will  
defer the company’s price increases that 
were effective on July 1 to give the presi-
dent an opportunity to work on his blue-
print to strengthen the health care system 

and provide more access to patients,” the 
company said in a statement. 

Pfizer will return the prices to their pre-
July 1 levels as soon as possible, and they 
will remain steady until the end of the year 
– or until the president’s blueprint goes into 
effect, the company said. At the same time, 
Pfizer said the price decreases it took on five 
drugs would remain in effect.

President Trump took to Twitter to praise 
Pfizer’s decision. “Pfizer is rolling back price 
hikes, so American patients don’t pay more. 
We applaud Pfizer for this decision and hope 
other companies do the same. Great news 
for the American people!” The president had 
previously tweeted that “massive” price re-
ductions were coming soon in response to 

the blueprint, but there have been no an-
nouncements yet, apart from Pfizer’s rescind-
ing of price increases and the five decreases.

US Department of Health and Human Ser-
vices (HHS) Secretary Alex Azar also issued a 
statement, calling the move a step in the right 
direction and a win for American patients. “I 
commend Pfizer for its constructive and pro-
fessional approach, and its desire to work with 
President Trump to be part of the solution 
and not part of the problem,” Azar said. 

Pfizer’s decision to reverse the price in-
creases is surprising to some extent as Read 
has been a steady proponent of the indus-
try’s pricing practices and has not typically 
cowed to pressure. At the same time, the 
July 1 price increases represented the sec-
ond round of price increases Pfizer has tak-
en in 2018, at a time when public backlash 
over the high cost of drugs is intensifying.

Pfizer was reportedly one of only four 
companies that took a second round of 
price increases thus far in 2018, according 
to research by Morgan Stanley analysts. The 
other three were smaller companies: Acor-
da Therapeutics Inc., DepoMed Inc. and 
Novo Nordisk AS.

Pfizer’s decision to roll back the prices on 
the 40 portfolio drugs could be mostly op-
tics in the face of public shaming, but the 
action also raises the question of whether 
or not Pfizer received some assurance from 
President Trump in return about the imple-
mentation of the drug pricing blueprint. For 
example, drug manufacturers would like to 
see steps taken to reign in the cut pharmacy 
benefit managers and other partners in the 
distribution chain take out of the cost of 
drugs.There has been congressional interest 
in the role of PBMs and wholesalers.

Read, who has never been shy about 
defending Pfizer’s pricing strategy publicly, 
said in a statement, “Pfizer shares the presi-
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Europe’s biotech start-up environment has not been in 
as such a good state as it is now, and with two of the 
most prominent venture capital groups announcing 
the new funds this week investor enthusiasm looks to 
be sustainable. Abingworth, which raised $315m for 
its 12th fund ABV VII, intends to allocate about 50% of 
that sum in Europe, while Forbion, which announced a 
first close of Forbion IV at €275m, earmarks up to 80% 
of its money for European opportunities.

In the first half of this year, European biotechs se-
curing seed, Series A and Series B money from ven-
ture and private capital sources have raised just un-
der $1.1bn, about 20% of the global total. In contrast, 
in 2017, European biotechs raised $1.25bn – about 
17% of the global take – in seed, Series A and Series B 
rounds. Indeed, the sum raised in the first six months 

is the most ever raised for early stage financing in any 
half year period.

Speaking to the managing partners at the two venture 
capitalists, it is clear there is a growing demand to invest 
in European biotechs which are considered to be more 
attractive than their US counterparts. Indeed, both VCs 
note an uptick in interest from US limited partners.  

There are two potential clouds on the horizon. First, is 
the impact the UK’s exit might have on the ability to tap 
into European VC sources, which tend to have a more 
generous allocation for EU-domiciled companies com-
pared with non-EU opportunities. Second, European 
companies still have to look across the Atlantic and tap 
into the deep pools of capital that exist stateside. The 
sight of Europe’s most promising start-ups heading to 
NASDAQ can be expected to continue for some time.
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Venture Funding Deals: I-Mab Is The Mega-Round 
Leader With $220m Series C
https://bit.ly/2NHiVh5

Freeline Therapeutics, I-Mab Biopharma, Kaleido Biosciences 
and Precision BioSciences raised more than $100m each, but 
Chinese start-ups continue to bring in some of this year’s largest 
venture capital mega rounds, with $220m in Series C cash to 
fund development of immuno-oncology and inflammatory 
disease drug candidates.

Finance Watch: Regulus Shrinks To Preserve Cash, 
Ironwood Cuts Jobs Ahead Of Split
https://bit.ly/2uatAIV

Long-struggling Regulus is laying off employees and pausing its 
two clinical programs. Also, Ironwood is shuffling staff ahead of 
splitting into two companies and will cut 40 jobs in the process. 
And among several loan agreements and note sales, Tesaro 
borrows another $200m.

Axovant Hopes Gene Silence Is Golden With  
Benitec Pact
https://bit.ly/2u7TcpN

Just over a month after inking a Parkinson’s disease gene therapy 
pact with the UK’s Oxford BioMedica, Axovant has licensed a 
‘silence-and-replace’ technology from Australia’s Benitec to 
tackle a rare but potentially fatal disease, oculopharyngeal 
muscular dystrophy.

Parexel Founder On Industry Creation, Private Equity 
And Presidential Rhetoric
https://bit.ly/2m8BOx5

When Josef von Rickenbach created Parexel, not only did he 
create a company, he also helped invent an industry. Now, 
35 years later, the Swiss native has stepped aside from CEO 
to chairman, likening the experience to sending your child to 
college; painful but ultimately necessary.

Drayson Outlines Ambition To Build Clinician-Driven 
AI Business Using NHS Data
https://bit.ly/2NICLbJ

Former UK science minister Lord Drayson explains to Scrip 
his plans for Sensyne Health, an Oxford, UK-based AI-focused 
healthcare technology company, to go public after securing a 
second deal with an NHS Foundation Trust while seeking big 
pharma research collaborations.
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Ovarian Cancer Therapies Looking For Lupus Partner Hansa’s Launch 
Hopes
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New Takeda HQ Reflects Strategic Direction Amid 
Lingering Doubters
IAN HAYDOCK ian.haydock@informa.com

Fresh from a late June annual general meeting at which he faced 
shareholder questions over the company’s planned $62bn 
acquisition of Shire PLC, CEO Christophe Weber showed off 

Takeda Pharmaceutical Co. Ltd.’s swish new global headquarters 
in Tokyo at an opening ceremony where he repeatedly stressed the 
237 year-old company’s Japanese roots but global ambitions.

Amid a feeling among some investors that the French executive, 
who also acts as president, is taking Takeda into uncharted turbulent 
waters through the effective merger with much larger Shire – which 
remains subject to final shareholder approval – Weber reiterated 
multiple times at the event that “We are a Japanese company with 
our HQ in Japan… we will remain a Japanese company.” 

Given that post-Shire the combined operation could eventually 
see close to 90% of its employees working outside Japan – and gen-
erating around half the group’s revenues - he nevertheless stressed 
that: “There was never any intent to move our headquarters out of 
Tokyo - our head office will be in Tokyo, no doubt about that – and 
the new HQ is a symbol of that.”

As a company and despite the Tokyo opening, Takeda remains 
legally incorporated in Japan’s second city Osaka, where its original 
roots can be traced.

At the same time, Weber said the new building, in the Nihonbashi 
“pharma quarter” of central Tokyo close to other major Japanese 
companies like Chugai Pharmaceutical Co. Ltd. , Astellas Pharma 
Inc. and Daiichi Sankyo Co. Ltd., also reflected Takeda’s current val-
ues, its design aiming to foster an open, inclusive and collaborative 
working culture.

Yasuhiro Fukutomi – head of corporate strategy and CEO office, 
gave a similar message, telling the event that “a feeling of ‘being Japa-
nese’ needed to be embedded in design, but we are also an innova-
tive company with a global presence, and we will maintain our [stock 
market] listing and presence in Japan.” 

SHAREHOLDER MOTION FAILS
Weber appeared relaxed at the June 2 event, despite facing ques-
tions at a June 28 AGM that saw challenges to the rationale for the 
Shire merger – the largest ever overseas by any Japanese firm - and 
where a motion was brought by a group of around 130 investors to 
effectively restrict future such large transactions.

The group, which holds around 1% of shares and includes interests 
of the founding family and has retained a former investment analyst 
as an advisor, was seeking to require executives to notify, explain and 
gain shareholder approval for any proposed large M&A transaction 
valued at more than around $9.2bn.

While around 10% voted in favor of the proposal, it did not pass. 
The Shire deal will be funded through a combination of cash and 

new stock, which will see existing Takeda investors holding around 
half of the new company, and the Japanese company initially taking 
on around close to $31bn in debt from a consortium of Japanese 
and other banks.

Weber has repeatedly insisted that the bridge loan will be paid 
down as soon as possible through a combination of improved cash 
flow, annual savings of around $1.4bn after three years, and potential 
divestments, with current dividend policies set to continue.

APPROVAL STILL NEEDED 
The broader merger itself is seen as strengthening the combined 
company’s position in rare diseases and the core US market, bol-
stering Takeda’s late-stage pipeline, and boosting Shire’s reach in 
emerging markets. 

However, the issuance of new Takeda stock as part of the deal, and 
the merger itself, still need to be approved by investors on both sides 
after regulatory clearances (expected in the first half of next year), 
meaning there are still opportunities for any dissenters to make their 
voices heard.  

The new headquarters, which currently accommodates around 
1,000 people, had originally been designed with some spare capac-
ity, “which will be enough to accommodate the post-Shire company” 
in Japan, Weber said.

Ireland-incorporated Shire has had only a limited presence in Ja-
pan, employing about 60 people in the country.

Takeda’s previous aging office block, on another large prime site 
nearby, has been sold off to a developer, with the proceeds largely 
supporting the move to the new site. 

FLEXIBILITY, INCLUSIVENESS 
Perhaps intending to indirectly address the questions around the 
pursuit of Shire, both Weber himself, and an employee who spoke 
to Scrip, stressed at the event that his leadership style is collaborative 
and consensus-based, rather than “just follow me and everything 
will be OK”.

This approach extended to the design of the new HQ – the plan 
for which was signed off before Weber joined Takeda in 2015 – as 
the new CEO became involved in the overall direction and the in-
corporation of employee ideas to differentiate the new building 
from others.

With an interior by creative designer Kashiwa Sato, who was 
brought in relatively late in the project, the new 24-storey building 
features extensive use of multiple “key word” Japanese characters, 
including for “life”, “light”, “people” and “bonds” that are extensively 
incorporated in wooden wall reliefs, light coverings and carpeting.

Each department had flexibility to organize as they wish, and the 
working environment comprises light-colored Japanese cypress 
wood and light carpets, large windows, ergonomic chairs, and elec-
trically adjusted height desks to allow work while standing if desired.

The concept aims for flexibility to suit individual working and life 
styles, diversity and inclusion, with facilities to encourage female 
managers, and gender free bathrooms.  

Published online 5 July 2018 
From the editors of PharmAsia News.
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dent’s concerns for patients and commit-
ment to providing affordable access to the 
medicines they need.”

He also took the opportunity to reiterate 
that the drug industry generates hundreds 
of thousands of highly skilled jobs in the US, 
and pointed out that Pfizer has committed 
to reinvest $5bn in capital to expand manu-
facturing in the US.

“We are encouraged that the president 
recognizes the value our industry brings to 
society and our ability to fulfill our mission 
to discover and bring innovative new medi-
cines to patients.”

THE BUILD UP
President Donald Trump used his Twitter 
pulpit to call out Pfizer Inc. for raising prices 
on its marketed drugs, returning to public 
shaming as a method to get drug makers to 
curb drug prices.

On July 9, Trump tweeted, “Pfizer & others 
should be ashamed that they have raised 
drug prices for no reason. They are merely 
taking advantage of the poor & others un-
able to defend themselves, while at the 
same time giving bargain basement prices 
to other countries in Europe & elsewhere. 
We will respond!” 

HHS Secretary Alex Azar followed up with 
a tweet later in the day, urging the indus-
try to self-regulate. “Those who increased 
prices will be remembered for creating a 
tipping point in US drug pricing policy,” 
he said. “The President’s noticed. I’ve no-
ticed, and more importantly, the American 
people noticed. Change is coming to drug 
pricing, whether painful or not for pharma-
ceutical companies.”

The tweets come after news of the drug 
industry’s July 1 price increases trickled out 
last week; Pfizer was among the companies 
that took price increases on its marketed 
drugs. The pharma giant took price increas-
es on eight marketed drugs in July, accord-
ing to a July 9 research note from Morgan 
Stanley: Celebrex, Chantix, Lyrica, Inlyta, 
Sutent, Viagra, Xalkori and Xeljanz. The price 
increases ranged from 3% for Xalkori to 9.4% 
for Celebrex, but came on top of even high-
er price increases in the first quarter.

Pfizer defended the price increases in a 
statement. “The list price remains unchanged 
for the majority of our medicines,” the com-
pany said. “Our portfolio includes more than 
400 medicines and vaccines; we are modify-

ing prices for approximately 10% of these, in-
cluding some instances where we’re decreas-
ing the price.” The company also pointed out 
that the net selling price increases in the first 
quarter were 0% due to the rebates paid back 
to payers and distributors.

AMERICA OR INVESTORS FIRST
In a showdown with Pfizer, Trump faced a 
defiant opponent. CEO Ian Read is one of 
the industry’s most outspoken proponents 
when it comes to the thorny issue of drug 
pricing. In public platforms, Read has de-
fended industry’s drug pricing generally, 
whereas some pharma leaders have sound-
ed warning bells.

Read has frequently talked about the 
cost of drugs as a percent of the broader 
healthcare system, the cost savings drugs 
can deliver to the system, and lower 
growth of drug spending overall, not 
individual products. On the other hand, 
Regeneron Pharmaceuticals Inc. CEO 
Len Schleifer has been a more outspoken 
critic of regular price increases. Notably, 
Regeneron has never once raised the 
price of the drug it is solely responsible 
for marketing, Eylea (aflibercept).

During a CEO panel at the Forbes Health-
care Summit in December 2016, Read and 
Schleifer had a memorable confrontation 
on the issue, with Schleifer accusing the 
industry of using price increases to “cover 
up the gaps in innovation,” while Read 
responded, “I totally disagree with that.” 
Schleifer replied, “You are not entitled to a 
fraction of the GDP.” 

Read has stuck by his position, even 
amid pushback from President Trump. In 
January 2017, just days after Trump was 
inaugurated, Read skipped a high-profile 
meeting of biopharma CEOs at the White 
House to host Pfizer’s year-end conference 
call, where he told investors he would not 
make any changes to the company’s drug 
pricing strategy. 

Read has never been one to cave to 
government pressure. Perhaps most nota-
bly, he pressed forward with a plan to relo-
cate Pfizer – the number one drug maker 
in the US – outside the country largely for 
tax purposes, through the planned acqui-
sition with Ireland-domiciled Allergan. It 
took a real policy change by the US Trea-
sury to put a stop to the proposed merger 
at the eleventh hour.  When it comes to 
drug prices, that kind of policy change 

isn’t playing a significant role so far. The 
president has largely relied on public 
shaming to try to convince industry to 
reign in drug pricing. Notoriously, during 
a news conference in 2017 he accused the 
industry of “getting away with murder.”

But even as he has made a lot of noise 
about drug prices, he has also been criti-
cized by some public advocates for hiring 
industry insiders to oversee the work. HHS 
Secretary Azar was previously an executive 
at Eli Lilly & Co.. 

The pharma industry was mostly relieved 
when Trump released his drug pricing blue-
print in May because it didn’t include any 
immediate concrete changes that would 
give the government more authority to ne-
gotiate drug prices. Biopharma stocks rallied 
the day the blueprint was announced, a tell-
ing indicator of how little a threat investors 
view the potential policy changes.

Just a week or so later, Trump suggested 
during the Right To Try bill signing conference 
that drug makers would be coming in to an-
nounce “voluntary massive price decreases” 
within two weeks. Instead, it is price increases 
that have been revealed.

YIELDING TO PRESSURE
Drug makers have historically taken more 
than one price increase during the year on 
portfolio products, often on Jan. 1 and July 1. 
That practice of annual price increases – of-
ten double-digit price increases at that – has 
come under intense criticism more recently. 
As a result of growing backlash over the high 
cost of drugs, many drug makers have scaled 
back the number of times they increase pric-
es annually or issued pledges vowing to limit 
price increases to under 10% each year.

There are more signs industry may be 
yielding to the pressure. Pfizer was one of 
only four drug makers – along with Novo 
Nordisk AS, DepoMed Inc. and Acorda 
Therapeutics Inc. – that took a second 
round of drug price hikes in 2018, according 
to research by Morgan Stanley.

Drug makers increased prices on fewer of 
the top 276 drugs (based on IMS data) tracked 
by Morgan Stanley in the second quarter, just 
5% versus 22% in the second quarter of 2017, 
analysts said in the July 9 research note. Al-
most 90% of the 181 price increases tracked 
by Morgan Stanley took place in the first 
quarter of 2018, before Secretary Azar was 
confirmed, according to the report.  

 Published online 9 July 2018
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How Ovarian Cancer Maintenance Therapies Stack Up 
On Costs And Value
EMILY HAYES emily.hayes@informa.com

Once a poster child for high-cost 
cancer drugs, Roche’s VEGF inhibi-
tor Avastin is now being heralded 

as more cost effective as an add-on mainte-
nance treatment in advanced ovarian can-
cer than PARP inhibitors, and has potential 
for continuous use, according to new stud-
ies presented at the American Society of 
Clinical Oncology (ASCO) meeting in June. 

Platinum-based chemotherapy is stan-
dard treatment for ovarian cancer. Patients 
who relapse six months after treatment 
are considered “platinum-sensitive” and eli-
gible for repeat treatment. Others are con-
sidered “platinum-resistant” and are much 
harder to retreat. 

A range of therapies are used for plati-
num-sensitive and platinum-recurrent dis-
ease and the trend has been toward adding 
therapies as a maintenance treatment in 
those who are still sensitive.

THE LAY OF THE LAND 
The US FDA approved Avastin (bevacizumab) 
on June 13 for Stage III or IV advanced ovar-
ian cancer after initial surgical resection. In 
this setting it is used with chemo (carboplatin 
and paclitaxel) for six cycles and then as a sin-
gle agent for a fixed period of up to 22 cycles. 
It already was included in the US National 
Comprehensive Cancer Network guidelines 
for this use and has been approved in Europe 
for first-line ovarian cancer since 2011. 

Avastin was first approved in 2014 for 
platinum-resistant recurrent ovarian can-
cer and in 2016 for platinum-sensitive 
recurrent cancer as a maintenance treat-

ment until progression. The drug has or-
phan drug exclusivity in the US through 
the fourth quarter of 2021 for platinum-
resistant disease and the fourth quarter 
of 2023 for platinum-sensitive disease. 
The FDA granted Amgen Inc.’s biosimilar 
Mvasi (bevacizumab-awwb) approval for 
six other indications in September 2017, 
but patent litigation is ongoing. 

Three PARP inhibitors also are approved 
for maintenance use in platinum-sensitive, 
recurrent ovarian cancer, with dosing until 
progression – AstraZeneca PLC/Merck & 
Co. Inc.’s Lynparza (olaparib), Tesaro Inc.’s 
Zejula (niraparib) and Clovis Oncology Inc.’s 
Rubraca (rucaparib). Only 10% to 15% of 
ovarian cancer patients have germline BRCA 
mutations and respond better to treatment 
with PARP inhibitors, but the class is ap-
proved for all comers in this line of therapy.

But edging further into Avastin’s territory, 
AstraZeneca and Merck reported positive 
top-line results on June 27 for Lynparza in 
the Phase III SOLO-1 study, which tested the 
drug as a first-line maintenance monother-
apy after platinum-based chemotherapy. 
The companies will be discussing the data 
with regulators.

AVASTIN: MORE BANG FOR  
THE BUCK?
Studies presented at ASCO, held June 1-5 in 
Chicago, supported the use of Avastin as a 
maintenance treatment in ovarian cancer.

One study by Juliet Wolford of the Univer-
sity of California, Irvine (UCI) and colleagues 
compared costs for regimens used in the 
maintenance setting of ovarian cancer sen-
sitive to platinum-based chemotherapy and 
found Avastin was more cost-effective than 
PARP inhibitors.

Investigators sought to balance cost 
versus value. “It’s important to recognize 
that while clinical benefit will always be 
relevant, by contrast drug costs are fluid,” 
lead author Wolford, gynecologic oncol-
ogy fellow at UCI, said in presenting the 
results.

The cost-effectiveness study was inde-
pendently funded and Wolford had no 

financial relationships with biopharma 
companies, but her coauthors disclosed 
advisory and speaking relationships with 
multiple drug sponsors, including Roche/
Genentech, AstraZeneca, Merck, Clovis 
and Tesaro.

Wolford’s team evaluated costs, value and 
toxicity for Avastin, paclitaxel and the PARP 
inhibitors. PARP inhibitors are generally well 
tolerated, but there is a rare risk of myelodys-
plastic syndrome that is expensive to treat 
and adds to overall costs.

Merck’s PD-1 inhibitor Keytruda (pem-
brolizumab) also was evaluated – though 
this drug is not approved for this indication, 
it was tested in a very heavily pretreated 
ovarian cancer cohort of the Phase Ib KEY-
NOTE-028 study.

Researchers used list price data from the 
website Uptodate.com and Medicare data 
to determine direct drug and infusion costs. 
They used registrational trial data to model 
costs associated with pre-medication and 
managing toxicities, and the benefit, mea-
sured in progression-free survival (PFS). 

The resulting estimates did not include 
billed or indirect costs. 

The PARP inhibitors were associated with 
long PFS, particularly in patients with germ-
line BRCA mutations, but this came at a very 
high cost, Wolford reported. 

For example, Zejula was given for 21 
months to those with mutations for a to-
tal cost of $515,211 and 9.3 months at the 
cost of $316,488 for those without muta-
tions. However, this price is based on dosing 
from labeling, whereas in the real world, the 
dose and price are lower. Keytruda was as-
sociated with low cost and low PFS, primar-
ily because the drug was used in a heavily 
pre-treated population, so it wasn’t given for 
long and didn’t work very well.

The PARP class cost 22.5 times more than 
paclitaxel, 7.5 times more than Keytruda 
and three times more than Avastin, Wolford 
reported. A significant reduction in cost – 
more than 50% – would be needed to make 
PARP inhibitors cost-neutral relative to Avas-
tin, she noted. Wolford said in an interview 
after the meeting that PARP inhibitors are 
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very effective, but very costly. That doesn’t 
mean they won’t be prescribed – doctors will 
look at what patients are responding to – but 
it does point to the need for biomarkers, she 
told Scrip. 

“Then we will get therapies for patients 
who actually will benefit and we won’t be 
wasting money and toxicity on patients 
who won’t benefit,” Wolford said.

The third-party comparative effective-
ness research organization Institute for 
Clinical and Economic Review (ICER) ques-
tioned the cost-effectiveness of PARP inhib-
itors as a class in a report published in Sep-
tember, while noting that the benefits in 
maintenance therapy are greater for those 
with germline BRCA (gBRCA) mutations. 
For example, with Zejula, discounts of 57%-
90% off the list price would be required to 
achieve cost-effectiveness thresholds in the 
gBRCA population, and there is no price 
that would achieve these thresholds in 
women without the mutations, ICER found.

For its report, ICER cited monthly whole-
sale acquisition costs ranging from $13,679 
and $14,965 for the PARP inhibitors and 
$11,396 for Avastin.

Datamonitor Healthcare analyst Astrid 
Kurniawan noted in a March 2018 report 
on reimbursement policies in ovarian can-
cer that drugs for this indication tradition-
ally have been subject to low restrictions, as 
most patients usually start and remain on 
inexpensive platinum-based therapies. Be-
ginning with the launch of Avastin and the 
PARP inhibitor Lynparza, there was an uptick 
in spending for ovarian cancer and some 
US payers will be seeking to enact access 
control measures, the report noted. How-
ever, most payers will wait for the market to 
mature before they deploy any contracts for 
preferred products, she said.

“In the meantime, US payers report an on-
going challenging environment for enact-
ing restrictions, as there is an obligation to 
reimburse drugs according to the FDA label, 
as well as for off-label uses that are associ-
ated with strong guideline recommenda-
tions,” Kurniawan said.

Payers also say that similar pricing among 
the PARP inhibitors disincentivizes payers 
from placing one particular drug in a pre-
ferred contract, the analyst noted.

IMPACT OF NEW COMBOS 
Meanwhile, novel combinations that in-
clude two or more branded drugs are in de-

velopment, including regimens that include 
PD-1/L1 inhibitors, such as Keytruda.

“When considering economic toxicity, 
the current trend to study novel combina-
tions is problematic,” Wolford stated during 
her ASCO presentation.

Discussing the cost-effectiveness study 
at the meeting, Charlie Gourley, chair of 
medical oncology at the University of Ed-
inburgh, said “this sort of analysis is cru-
cial, because maintenance combinations 
of two or even three expensive drugs 
seem to be on the horizon.” 

Analysts see the next big wave in ovarian 
cancer treatment after PARP inhibitors as 
combination regimens that include PD-1/
L1 inhibitors. 

Genentech noted to Scrip that there are 
several independent and Roche/Genen-
tech-supported ongoing trials of Avastin 
in ovarian cancer, including in combina-
tion with its anti-PD-L1 Tecentriq (atezoli-
zumab). The Phase III IMagyn050 trial 
(NCT03038100) is evaluating Avastin in 
combination with Tecentriq and chemo-
therapy for newly diagnosed advanced 
ovarian cancer.

Clovis is tied up with Bristol-Myers 
Squibb Co. in a deal to test its Rubraca 
with BMS’s Opdivo (nivolumab) in ovar-
ian cancer, triple-negative breast cancer 
and metastatic castration-resistant pros-
tate cancer.  The Phase III ATHENA study is 
starting soon, testing the combination in 
first-line ovarian cancer after response with 
platinum-based chemo.

Speaking generally about addressing cost 
concerns related to maintenance treatment 
in ovarian cancer, Wolford suggested that 
in addition to greater use of biomarkers, it 
may be possible to use lower doses where 
it can be shown that efficacy won’t be com-
promised and that the development of ge-
nerics and biosimilars could make the use of 
novel drugs more economical.

LONGER USE OF AVASTIN 
Avastin actually is positioned now for a larg-
er, longer role in first-line advanced ovarian 
cancer, based on results from a Phase III Eu-
ropean Cooperative Group study presented 
at the meeting – which would increase the 
cost of therapy.

The study, MITO-16B/MaNGO OV2B/
ENGOT OV17, examined whether patients 
who get Avastin with chemotherapy as a 
first-line treatment for advanced ovarian 

cancer could benefit from having Avastin 
again if they relapsed and were still plati-
num-sensitive. 

PFS was significantly better for those who 
were retreated with Avastin and chemo ver-
sus chemo alone (11.8 versus 8.8 months, a 
49% reduction in risk of progression), and 
there was no unexpected toxicity, Sandro 
Pignata, president of the Multicenter Italian 
Trial in Ovarian Cancer (MITO) group, said at 
the ASCO meeting.

Discussing the results, Gourley sug-
gested that the finding that patients still 
benefit from adding Avastin are “practice-
changing,” and that it’s possible the drug 
should be given in the first-line setting 
through progression, though this would 
increase the expense.

Resistance to anti-angiogenic therapy 
is different from resistance to other kinds 
of treatment, like chemotherapy, he ex-
plained, and it may make sense to continue 
with Avastin.

Traditionally, treatments are switched 
once cancer progresses, based on the as-
sumption that the disease is treatment-
resistant and will not benefit from further 
therapy with the same drugs, but Roche 
has been amassing research for a long 
time to demonstrate the value of keeping 
patients on Avastin in various indications.

A third study presented in the same ASCO 
session retrospectively evaluated visceral fat 
density as a biomarker, using the GOG-0218 
trial that supported Avastin’s first-line ovar-
ian cancer approval in the US. Those with 
high visceral fat density as assessed on CT 
imaging studies benefited the most from 
treatment in terms of overall survival, re-
ported Oklahoma University gynecologist 
Meghan Buechel.

Gourley commented that there has been 
a long list of biomarkers that have been tried 
for predicting anti-angiogenic response; 
some looked good at the first pass, but were 
difficult to validate. It’s possible visceral fat 
density may predict efficacy and may “well 
be a suitable biomarker,” for anti-angiogenic 
agents, though further validation is needed, 
he said.  
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Measured Launch, Long Future For Gilead CAR-T  
In Europe
ELEANOR MALONE eleanor.malone@informa.com

Gilead Sciences Inc. and Novartis 
AG are poised to simultaneously 
launch Europe’s first CAR-T therapies 

within the next couple of months following 
the expected approval from the European 
Commission of Gilead’s Yescarta (axicabta-
gene ciloleucel) and Novartis’ Kymriah (ti-
sagenlecleucel). Both therapies received a 
positive opinion from the European Medi-
cines Agency’s drug evaluation committee, 
the CHMP, on June 29, paving the way for 
approval in early September. Both are rec-
ommended for relapsed or refractory dif-
fuse large B-cell lymphoma (DLBCL), while 
Yescarta is also recommended for primary 
mediastinal B-cell lymphoma and Kymriah 
for B-cell acute lymphoblastic leukemia.

While Yescarta and Kymriah have both 
been launched in the US already, the timing 
and the indications were different. Kymriah 
won approval first for the small indication 
of pediatric acute lymphocytic leukemia in 
August 2017 while Yescarta was approved 
in October for adults with relapsed or re-
fractory large B-cell lymphoma. Kymriah 
won its second indication, for adults with 
r/r large B-cell lymphoma, in May 2018. 
Novartis was able to take advantage of 
being the only CAR-T therapy provider on 
the market in its crucial first months after 
launch, while Gilead enjoyed a wider mar-
ket to itself during its initial launch. 

In the EU, however, the therapies are com-
peting for the same DLBCL patients and will 
both become available at the same time, 
making the market dynamics more compet-
itive. There are around 7,700 patients across 
Europe with DLBCL who are refractory to 
other therapies or relapsed, i.e., who may be 
potential candidates for CAR-T therapy.

STEADY NOT SPEEDY
As the two competitors embark on the fi-
nal stage of their launch preparations, Scrip 
spoke to Michael Elliott, vice president of 
medical affairs in Europe at Gilead Sciences, 
about the company’s launch plans and lon-
ger-term strategy in cell therapy.

Downplaying those competitive dynam-
ics, Elliott emphasized that Gilead was not 

venturing to forecast sales or numbers of pa-
tients to be treated in the launch phase. “We’ll 
be in a much better place 12 months down 
the track to be more solid on predictions,” 
he said, underlining rather that “we’re quite 
happy for it to go at a steady pace rather than 
too rapid a pace.” He noted that in the first 
seven-eight months on the US market “we’ve 
opened all the sites we would have predicted 
and still opening more sites, and certainly pa-
tients have come in and gone through at the 
rate we would have expected. It’s early days 
but so far everything’s working.”

The reason for the measured approach 
to launch relates in large part to the safety 
challenges that are known to be associated 
with CAR-T therapy. There are two serious 
syndromes that can be triggered by therapy 
and result in the need for patients to be 
treated in intensive care: cytokine release 
syndrome and neurotoxicity. 

These require careful education and pre-
paredness at sites delivering the therapies 
for the syndromes to be managed properly, 
noted Elliott. “It’s really important the site, 
the physicians, the nurses, the pharmacists 
and the ICU are well aware and can manage 
those when they come up. And it’s also criti-
cal that the patients know, because if they 
go home and either one of those syndromes 
occurs later than we would predict [i.e., af-
ter the first 10-14 days], they and their carer 
have to make sure that they connect back 
straight away to a hospital.” He added: “We’ve 
shown in clinical trials as well as in our early 
US experience that things can be managed, 
but it’s important that everyone’s aware.”

FIRST LAUNCH MARKETS
Gilead will focus initial commercial launch 
efforts in four markets: the UK, France, Ger-
many and Austria. In those countries, the 
company is working to have enough sites 
offering the treatment “to make sure pa-
tients have access to a site. It won’t be every 
transplant center, but there will be proxim-
ity to somewhere that does.” It is also work-
ing on referral-in systems to give patients at 
other centers access to the therapy. Initial 
launch will begin as soon as the European 

It’ll be a staged 
rollout, nothing 

like a regular 
pharmaceutical 

rollout
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Commission gives its approval. However, 
the competitive challenge vis-à-vis Kymriah 
is one that is still difficult to quantify. For ex-
ample, whether sites will decide to offer just 
one CAR-T therapy – Kymriah or Yescarta – 
or whether they may offer both, remains to 
be seen. 

“This will be the first test of that, because 
in the US the approvals were at different 
times. It could be either: we’ve talked to 
quite a few of the hospitals. I think maybe 
the preference would be to work with one 
company and their system, but it may be 
that some units want to do their own inter-
nal comparison. It’s part of us working with 
the hospitals to tell them everything about 
Yescarta and how it should be used, and 
then they’ll make their decisions.”

In the US, sites have tended to start small, 
with just one patient, then another, and 
“once they get the system running they can 
if necessary have an increased flow of pa-
tients,” Elliott said. “The advice really is that 
the profile is as the label would say regarding 
efficacy and safety, so start a little bit slowly 
for the first weeks or months, so that all of 
your staff, the whole system in the hospital, 
whether it’s the intensive care or the phar-
macy, is trained up on the system, and then 
moves to routine care. Dealing with very sick 
patients isn’t uncommon in intensive care, 
so they know how to manage, it’s just not 
normal to be managing this level of severity 
for patients with DLBCL.”

In Europe also, the company will be very 
involved with working with all the stake-
holders in the process to prepare them for 
using this novel therapy: “it’ll be a staged 
rollout, nothing like a regular pharmaceuti-
cal rollout,” noted Elliott.

Gilead will also begin working in larger 
countries with slower reimbursement sys-
tems on giving patients treatment via ex-
panded access programs in advance of re-
imbursement agreements. 

PAYER INTEREST
Elliott said that there had been a lot of in-
terest from both payers and departments 
of health across the continent, particularly 
following US approval. “It was well known 
that these therapies were coming and 
there was an understanding of both the 
huge advantages, the scientific break-
through and the potential to get patients 
to a function cure, as well as the challeng-
es, which include safety and potential cost.” 

He predicted there would be a mixed ap-
proach to reimbursement across the EU, but 
expected “we’ll be able to find a good and 
fairly quick solution in most if not all coun-
tries across Europe.” Gilead is in the middle 
of discussions over different pricing and re-
imbursement options. “There’s a will on all 
sides – patients, healthcare professionals, 
payers, ourselves – to make sure we get this 
to patients. Working on innovative therapies, 
usually the value argument is pretty strong.”

 “In 10-15 years’ time you’ll see these ther-
apies all manufactured within a hospital and 
treating many different tumor types.”

One significant piece of the jigsaw is the 
manufacturing and supply logistics: each 
individual patients’ cells must be taken to 
Gilead’s European processing center in Am-
sterdam before being shipped to the manu-
facturing site in Santa Monica, California and 
then being returned to the patient in ques-
tion. Still, for 99% of cells taken from patients 
the manufacturing is a success, Elliott noted. 
In 2020, a larger primary manufacturing site 
is to be opened in Amsterdam, enabling all 
production to be done within Europe. El-
liott was sanguine about the challenges of 
Brexit, saying “the worst case is that you’ll 
need some more import/export licenses for 
the cells,” which the company would obtain.

FUTURE OUTLOOK
The launch of CAR-T therapies is a major 
step forward in cancer treatment, but it is 
early days for cell therapy still. “If you wind 
10 years forward into the future you’ll see 
a number of things,” Elliott said. “First of all, 
the hospitals themselves will be able to 
manufacture the cells, so there won’t be any 
of this shipping around the world, or even 
shipping around Europe, to have manu-
facturing. You’ll also see many more tumor 
types addressed. We’re starting with the 
hematological tumors, so DLBCL and so on, 
but then we’ll move to solid tumors prob-
ably in the next five or so years.

“With this targeted approach, whether it’s 
CAR-T or going for T-cell receptors, I think in 
10-15 years’ time you’ll see these therapies 
all manufactured within a hospital and treat-
ing many different tumor types.” Elliott not-
ed that Gilead is “engaged across that whole 
spectrum” both with ongoing programs and 
recent deals. “Our aspiration is to very much 
be a leader in this area of cancer therapy,” he 
concluded.  

Published online 9 July 2018

VC Backing For 
Dynacure’s 
Antisense
Strasbourg, France-based Dynacure 
may only have been set up two years 
ago, but in some ways it is a “mature 
start up”, and has been able to raise 
a hefty €47m ($55m) from VCs and 
institutional investors in its first sub-
stantial financing round to support 
the move of its lead product candi-
date, Dyn101, into the clinic for the 
rare and often fatal muscle disease, 
centronuclear myopathy (CNM).

“We are preparing to enter clini-
cal trials in the first half of 2019 with 
Dyn101, so that’s pretty fast, but a lot 
of work has already been done on CNM 
in the academic setting in a collabora-
tion between researchers at the Institute 
of Genetic and Molecular and Cellular 
Biology (IGBMC) in Strasbourg and 
the antisense-focused US biotech, Ionis 
Pharmaceuticals Inc.,” explained Dy-
nacure’s CEO, Stephane van Rooijen, in 
a Scrip interview.

Advancing CNM Candidate
The funding may also be sufficient 
to progress the CNM clinical candi-
date towards more advanced clinical 
studies, and to support initial efforts 
by Dynacure to develop a pipeline of 
rare disease therapies. “We have pre-
clinical programs ongoing in other 
rare diseases,” van Rooijen noted.

The financing round was led by 
Andera Partners (formerly Edmond 
de Rothschild Investment Partners), 
joined by: Pontifax Venture Capi-
tal; the French national investment 
bank, Bpifrance; Kurma Partners; 
and the private equity firm, Idinvest 
Partners. Van Rooijen has previously 
worked at Genzyme Corp., ViroP-
harma Inc. and Conforma Thera-
peutics Corp.

CNM is a group of rare muscular 
disorders whose symptoms can  
range from mild to severe, and the 
conditions become apparent at vari-
ous ages, from birth through to late 
adulthood.  
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BAN2401 Results Validate Eisai/Biogen’s Faith In 
Alzheimer’s Amyloid Tack
IAN HAYDOCK ian.haydock@informa.com

Following recent positive top-line 
Phase II results for their BACE inhibitor 
elenbecestat, Eisai Co. Ltd. and part-

ner Biogen Inc. have notched up further 
progress in Alzheimer’s for another of their 
approaches to the disease, the amyloid-tar-
geting antibody BAN2401.

In a final analysis of the 856-patient Phase 
II study at 18 months, the therapy – which 
targets amyloid beta protofibrils by selec-
tively binding to and neutralizing soluble, 
toxic amyloid beta aggregates – showed a 
statistically significant slowing in both clini-
cal decline and reduction in brain amyloid 
beta accumulations.

The BAN2401 study is the first late-stage 
trial to show potential disease-modifying 
effects on these parameters, and the “new 
data provide compelling evidence to fur-
ther support the amyloid hypothesis as a 
therapeutic target,” the companies said. 

Describing the new results as “impressive”, 
Dr. Jeff Cummings of the Cleveland Clinic 
Lou Ruvo Center for Brain Health said they 
provided important support for the amyloid 
hypothesis, a view echoed by Eisai’s chief 
clinical and medical officer, Neurology Busi-
ness Group, Dr. Lynn Kramer.

Analysts also said the positive data should 
help the hypothesis for aducanumab, Bio-
gen’s amyloid-targeting antibody now in 
Phase III under the Eisai alliance, Jefferies 
saying the results should “help move the 
pendulum” towards more positive investor 
sentiment on Alzheimer’s in general.

Kramer said the “very encouraging re-
sults” for BAN2401 would be discussed with 
regulatory authorities to determine the best 
path forward. Jefferies and some other ana-
lysts believe this will most likely be by way 
of a large randomized Phase III study with 
a pre-specified endpoint, although this has 
yet to be confirmed by Eisai or Biogen.

STUDY DESIGN/OUTCOME 
Study 201 (NCT01767311) for BAN2401 
looked at mild cognitive impairment due to 
Alzheimer’s or mild dementia from the dis-
ease, with confirmed amyloid pathology. Pa-
tients were randomized to 2.5mg/kg biweek-

ly, 5mg/kg monthly, 5mg/kg biweekly, 10mg/
kg monthly, 10mg/kg biweekly, or placebo.

The companies reported last December 
that the study did not achieve its primary 
outcome designed to enable more rapid 
entry into Phase III, based on a Bayesian 
analysis at 12 months. 

However, the 18-month analysis using a 
predefined conventional statistical method 
did reach significance. Bayesian analysis 
includes some use of extrapolation to es-
timate effect size, and not all patients may 
have reached the earlier cut-off period at 
earlier interim analyses. 

The adaptive randomization design 
also meant that that patients were allo-
cated to more favorable doses based on 
interim results.

SLOWED PROGRESSION
Specifically, BAN2401 statistically significant-
ly slowed progression in Alzheimer’s Disease 
Composite Score (ADCOMS; a combination 
of scales and ratings) after 18 months at the 
10mg/kg biweekly dose versus placebo.

This highest dose began to show signifi-
cant clinical benefit (as measured by AD-
COMS) as early as six months and including 
at 12 months.  

Amyloid as measured using positron 
emission tomography standardized uptake 
value ratio and visual read in subjects con-
verting from positive to negative for brain 
amyloid was also significant at this highest 
dose, compared with placebo.

Otherwise, dose-dependent changes 
from baseline were seen across the PET re-
sults and clinical endpoints.  

BAN2401 also showed an “acceptable tol-
erability profile” across 18 months, the most 
common treatment-emergent effects be-
ing mostly mild to moderate infusion-relat-
ed reactions, and amyloid-related imaging 
abnormalities. Further details results will be 
presented at future academic conferences, 
the companies said.

The results were described by Evercore 
ISI analyst Umer Raffat as some “of the most 
important data in Alzheimer’s we’ve seen in 
a while,” and also from one of the most com-

plex trials. He added: “This reads very good…
[the trial] just showed that a a-beta targeted 
drug reduced plaque AND had efficacy,” not-
ing that the possibilities that either patients 
with a-beta reduction also had efficacy, or 
that efficacy is irrespective of a-beta reduc-
tion, is a “near-best case outcome”.

However, “we need to see the [full] data 
to confirm it”. 

Jefferies estimated the clinical benefit at 
“probably 20-30% and certainly very clinically 
meaningful,” while Evercore ISI noted it was 
possible – but still not confirmed – that the 
best dosing arm had efficacy of <38%, since 
that was the 12-month analysis threshold. 

The positive data take on additional sig-
nificance considering the two firms are 
among the few survivors left in the race 
to develop an effective BACE inhibitor and 
other drugs for Alzheimer’s, an area that has 
seen multiple drug casualties this year. 

BAN2401 was originated by Swedish bio-
venture BioArctic AB and acquired globally 
by Eisai in late 2007, then brought under the 
2014 multi-asset Alzheimer’s drug develop-
ment partnership with Biogen. Eisai is a long-
time player in Alzheimer’s through its now 
genericized former blockbuster Aricept (do-
nepezil), an acetylcholinesterase inhibitor.

As well as BAN2401 and aducanumab, 
the Eisai/Biogen partnership includes the 
Eisai BACE (beta-site amyloid precursor pro-
tein) inhibitor elenbecestat, and a Biogen 
anti-tau antibody. 

The firms will co-promote any marketed 
drugs under the alliance in major markets. 
For BAN2401 (and elenbecestat), they are 
equally splitting overall costs including R&D 
expenses, with Eisai to book sales for both 
drugs and profits to be shared equally.

In another positive development, they 
reported positive top-line Phase II results 
for elenbecestat (E2609) in June, when Eisai 
also confirmed to Scrip its continued belief 
in the amyloid hypothesis - essentially that 
clumps of the protein are thought to con-
tribute to the neurodegeneration character-
istic of Alzheimer’s.  

Published online 6 July 2018
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Missed Endpoints In PIX306 Mean End Of The Line For 
Pixuvri In NHL
STEN STOVALL sten.stovall@informa.com

The viability of Pixuvri (pixantrone) as a treatment for treating 
aggressive B-cell non-Hodgkin’s lymphoma has effectively 
ended with the failure of a pivotal trial evaluating its use treat-

ing the condition, analysts say.
Partners Servier SA of France and US-based CTI BioPharma 

Corp. on July 9 said the PIX306 trial studying Pixuvri combined with 
Roche’s Rituxan/MabThera (rituximab) in comparison to rituximab 
combined with gemcitabine in patients with aggressive B-cell non-
Hodgkin’s lymphoma did not meet its endpoints.

The failure throws the investigational drug’s prospects into ques-
tion, as Pixuvri was granted conditional marketing authorization 
from the European Medicines Agency (EMA) for the treatment of 
adult patients with multiply relapsed or refractory aggressive non-
Hodgkin’s B-cell lymphoma. 

As a specific post-authorization requirement, Pixuvri was being in-
vestigated in the Phase III clinical trial.

Had the results been positive, they would have been used to con-
firm the treatment’s current indication and could have supported 
broader indications.

Pixuvri was originally developed by the US-based biotech with 
which Servier has been in close partnership since 2014.

In April 2017, the duo expanded an existing license and develop-
ment alliance for Pixuvri under which Servier was given rights to the 
drug in all markets except the US, where CTI BioPharma retained the 
commercialization rights.

A spokesman for CTI BioPharma told Scrip, “the ball is now in Ser-
vier’s court” as to what happens now with Pixuvri.

Servier said it was “disappointed” that Pixuvri did not meet its pri-
mary endpoint in the study, and noted that there are limited treat-
ment options for aggressive B-cell non-Hodgkin’s lymphoma. 

“Servier will now conduct a thorough analysis of the clinical data 
to evaluate the next steps of the Pixuvri program,” a Servier spokes-
person told Scrip.  

Datamonitor Healthcare analyst Zachary McLellan had little doubt 
though that the trial’s failure ends its therapeutic prospects in ag-
gressive B-cell non-Hodgkin’s lymphoma. 

“These results likely spell the official end of Pixuvri in both the EU 
and US market,” he told Scrip. 

“The PIX306 confirmatory study was a requirement of EU approval, 
but CTI BioPharma/Servier also expressed hope that a positive result 
in this trial would support renewed registration efforts in the US. This 
is no longer an option,” he said 

“It should be noted that Pixuvri has been a marginal treatment 
choice for Diffuse large B-cell lymphoma (DLBCL) since its con-
ditional approval, with the product reaching only single digit 
($m) global sales from 2013 on. With this failure, the already di-
minutive market share for Pixuvri is likely to fall even more, with 
available treatment markets limited to Israel and Turkey,” McLel-
lan concluded.  

Published online 9 July 2018

Novartis Terminates Development Of Aveo Antibody 
JO SHORTHOUSE joanne.shorthouse@informa.com

T he relationship between Novartis AG and Aveo Pharmaceu-
ticals Inc. has come to an abrupt halt after the Swiss major 
notified Aveo that it would be terminating the license agree-

ment to develop and commercialize its proprietary antibody AV-380.
This comes just days after Aveo notified Novartis about its con-

cerns regarding the progress of the program, on June 28. This will be 
stepped up to formal discussion between the two companies, lead-
ing to dispute resolution, and arbitration, if necessary.

Antonio Ligi, Novartis’ director of global media relations, told Scrip: 
“We collaborate broadly and openly with the biotechnology com-
munity to advance new potential medicines for patients who need 
them most, including those with serious muscle diseases. Our suc-
cess in this effort requires us to regularly evaluate our portfolio and 
focus our resources on programs that have the highest potential to 
become transformational therapies.”

In an SEC filing on July 3, Aveo revealed that the license agree-
ment, signed in August 2015, which gave Novartis the worldwide 
rights to develop and commercialize the AV-380 program, which 
includes AV-380 and related Aveo antibodies that inhibit Growth Dif-

ferentiation Factor 15 (GDF15), will cease because of “of changes in 
management and strategic priorities” at Novartis.

Oliver Spray, company analyst at Datamonitor Healthcare’s Phar-
maVitae, believes it is more likely that the slow pace at which the 
drug has progressed through preclinical trials is to blame. “Pharma-
Vitae believes that AV-380’s profile aligns with Novartis’s strategic 
priorities under new CEO Vas Narasimhan of technology-driven, in-
novative prescription medications that are at the forefront of their 
respective markets,” he explains. “AV-380 is a first-in-class, potent an-
tibody that was in development for a poorly treated patient popula-
tion, which encompasses five million Americans making it a good 
target for Novartis investment. It is more likely that the slow develop-
ment of AV-380, which has been in preclinical development since 
2013, and was then anticipated to initiate human trials in 2014, has 
led to Novartis pulling out of the deal.”

This “termination without cause” now triggers a transfer of all pre-
clinical, technical, manufacturing and other data developed by No-
vartis back to Aveo. Novartis also gives up its rights to any patents, 
know-how or sub-license.                      Published online 5 July 2018
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China API Alert, Indian Firms Brace For More Pain
ANJU GHANGURDE anju.ghangurde@informa.com

W hen active pharmaceutical ingredient (API)-related issues 
figure on investor calls, that’s probably a fair indicator that 
it’s an area that may need more than just routine attention.

Prices of several APIs, intermediates and key starting materials im-
ported from China, some used in high burden disease segments in 
India, appear to have spiked significantly, as China clamps down on 
polluting industries and ups the compliance bar. (Also see “China’s En-
vironmental Regs Put More Pressure On Pharma” - Scrip, 23 Jan, 2012.)
(Also see “Bigger, Bolder, SMAR: Decoding China’s All-In-One Regulatory 
Agency” - , 12 Apr, 2018.) The resultant supply squeeze and spurt in 
prices, some industry experts claim, has begun to hurt, and the pain 
isn’t likely to be “just for a quarter or so.”

Industry experts told Scrip that prices of captopril API have 
risen by over 60% to $83 per kg in 2018 as against $50 per kg 
in 2017; rifampicin prices are up by around 36% to $150 per kg 
in 2018, while metronidazole prices have risen to $11 per kg to 
from around $8.5-9 per kg in 2017. For certain antibiotics like 
azithromycin prices have seen a spurt of around 29% in 2018 to 
$110 per kg, while roxithromycin prices are up by around 50% to 
$90 per kg in 2018.

“In the case of some intermediates, prices have gone up by 40-
100%; I don’t see this as a very short-term problem as some Chinese 
firms may be required to shift production to ensure compliance,” an 
industry expert told Scrip.

The expert noted how certain API companies in Spain and 
Italy, among others, are also being impacted, although the Chi-
nese situation has also meant that some Indian firms have been 
able to step in and “take advantage” in the case of certain small 
volume intermediates.

“But for the most part, several large Indian firms depend on China 
for intermediates and/or APIs,” he explained. 

NO SUPPLY NOTICES FROM SUPPLIERS?
Top executives at a frontline Indian firm claimed that many of 
the small-scale API manufacturers in China “have closed or are on 
the verge of closing” and some of the larger players are operating 
with 50% capacity because of pollution norms. Specifics around 
the interruptions in production in China could not immediately 
be ascertained by Scrip. Others also referred to the enforcement 
of revised good manufacturing practice (GMP) guidelines in Chi-
na that began in 2016, though the revisions had been adopted 
much earlier.

“This has resulted in price increase and shortage of materials. Labor 
and operational costs are also on an upward trend to meet the regu-
latory requirements,” the executives explained. 

They allege that some Chinese manufacturers are cashing in 
on the situation to drive up prices. This is, however, being “con-
tested” by the “vigilant” sourcing teams buying from India, they 
maintained. 

These executives expect prices from China to increase further as 
firms comply with China’s stringent pollution control norms.

Other experts predict an even more dire situation. Dilip Shah, 
secretary general of the Indian Pharmaceutical Alliance, which rep-

resents leading domestic firms, not only expects API prices to rise 
further, but also sees supplies shrinking.

“It won’t be an issue of margins, but [that of ] retaining customers. 
Already some suppliers have given notice not to expect supply be-
yond 2019-20. Hence, few have started looking for alternate sources, 
but most wake up when the tail is on fire!” Shah told Scrip.

Shah adds that China joining the International Council for Harmo-
nization (ICH) as a new regulatory member and the Pharmaceutical 
Inspection Co-operation Scheme (PIC/S) as a new observer should 
have been a “wake-up call” for the Indian government and the na-
tional industry. “Unfortunately, it has not been so.”

NOT JUST INDIAN FIRMS HIT
That the China supply and price situation for APIs/intermediates is a 
growing concern is evident from specific references to these issues 
in some recent investor interactions. Some firms appear to be able to 
pass on the price hikes, at least for now.

Glenmark Pharmaceuticals Ltd. recently said that there is a “sub-
stantial amount” that “virtually every company” imports from China in 
terms of intermediates and key starting materials.

India is reported to have recently 
formed a task force to study global 
practices and draw up a plan to 
boost API production
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“And there has been some escalation that we have seen in raw 
material prices. We are able to pass on lot of it to the end con-
sumer,” Glenmark chair and managing director Glenn Saldanha 
said on the firm’s Q4 earnings call recently in response to an 
analyst’s query. 

Similar sentiments were echoed by another leading Indian 
firm, Aurobindo Pharma Ltd.. The Hyderabad-based com-
pany’s management said that in the antibiotic segment, the 
company had “no other way” except to pass on the API price 
increases to customers.

“But as far as the non-beta lactam business is concerned, major-
ity of the business [is] to Aurobindo only for regulated markets and 
that is going on a standard costing method. But definitely it is a bit 
of concern at this juncture,” N Govindarajan, Aurobindo’s managing 
director, stated on the firm’s Q4 earnings call May 29.

Aurobindo is working towards “securing sources” it has in China 
and also looking at “alternatives wherever possible” to have an Indian 
source as well. “But there are some concerns on that area and we are 
working towards mitigating that as well,” Govindarajan added. Au-
robindo had, at the time, said that imports from China amounted to 
“almost $400m,” although the specific composition of these imports 
is not very clear. 

But with China generally considered the pharmaceutical ingre-
dients factory to the world, the evolving situation is expected to 
have repercussions beyond India as well. Some Western firms that 
source key starting materials/intermediates/APIs from China are also 
re-aligning sourcing plans; in general, though, the current turmoil in 
China is expected to eventually mean better quality products and 
limited scope for brutal undercutting of prices. 

Earlier this year, agency reports quoted Stada Arzneimittel AG as 
saying that the shutdown for a few months of supplier factories in 
China was having a “big impact” on it. 

“Stada is seeking to insource many more products, to produce 
them in-house for better availability, better costs, reliable quality and 
for better logistics,” a senior company executive was quoted as saying 
at the time. 

Italian API producer Amsa is also reported as tackling issues per-
taining to supply disruptions as a result of strict enforcement of pol-
lution norms in China.

STAKES HIGHER FOR INDIA?
But the stakes are perhaps higher for India as China cleans up its 
pharma manufacturing segment; on-and-off turbulence in Indo-Chi-
na relations only makes things more complex. (Also see “India Presses 
Chinese API Firms Over Quality Concerns” - , 14 Jan, 2018.)

Last year, a report by the professional services firm KPMG and 
the Confederation of Indian Industry (CII) warned that India could 
be staring at a national health crisis in the backdrop of its con-
tinuing massive reliance on Chinese APIs, including those used in 
drugs for high-burden diseases such as diabetes and cardiovas-
cular ailments. 

The report noted India’s heavy reliance in 2016 on Chinese im-
ports for both APIs as well as key intermediates such as 6APA 
(100%), penicillin (98.5%) and ciprofloxacin (99%) in the antibi-
otics segment. Dependency on Chinese API imports was 100% 
for losartan and captopril (includes categories such as enalapril, 
lisinopril, perindopril and ramipril) and 95% for rifampicin, details 

in the report said at the time. India imported nearly 272m kg of 
bulk drugs and intermediates valued at nearly $2.8bn in 2016 
and China alone is said to account for around 70% of such im-
ports by value.

India’s heavy reliance on Chinese imports for both APIs as well as 
key intermediates has been a matter on ongoing concern, though 
industry claims that it still lacks meaningful support from the govern-
ment.

India is reported to have recently formed a task force to study 
global practices and draw up a plan to boost API production; indus-
try, though, laments that previous reports on the subject including 
one by Dr VM Katoch, a former director general of the Indian Council 
of Medical Research and secretary, department of health research, 
have seen little follow up.  (Also see “India’s API Build-Up Plan To Bridle 
The Dragon” - Scrip, 4 Oct, 2015.)

Among other suggestions, the executives from the leading 
Indian firm quoted previously called for concerted efforts to 
promote and support mid-sized Indian manufacturers of API/ in-
termediates on improvements in  quality management systems, 
Good Manufacturing Practices and technical expertise to meet 
ICH guidelines. 

IPA’s Shah suggested that India should potentially identify Pen G 
first crystals and thiocyanate (an intermediate for erythromycin) as 
“key requirement”; it should also obtain advanced strains from China 
“on payment”. 

“Give them to [India’s ] Council of Scientific and Industrial Research 
(CSIR)/DBT [department of biotechnology] for further development 
to improve yields. The Government should license them to four 
companies each against royalty. This would take at least three to four 
years, but reduce dependence on China for antibiotics,” Shah said.  

Published online 4 July 2018
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AAA Ramps Up Lutathera Launch And Plans Expansion 
Under Novartis Ownership 
JESSICA MERRILL jessica.merrill@informa.com

Novartis AG completed the $3.9bn 
acquisition of nuclear medicine spe-
cialist Advanced Accelerator Ap-

plications (AAA) in January, just four days 
before the company’s first drug, Lutathera 
(lutetium Lu 177 dotatate), was approved 
by FDA for a rare, complex cancer. Now the 
company is ramping up the launch of Luta-
thera, a peptide receptor radionuclide ther-
apy, while preparing to expand the technol-
ogy platform to a broader range of tumors. 

AAA President Susanne Schaffert talked to 
Scrip last month at the American Society of 
Clinical Oncology (ASCO) meeting about the 
launch, AAA’s expansion strategy under the 
ownership of Novartis and why the compa-
ny will continue to operate independently. 

Schaffert is a Novartis executive who took 
the top spot at AAA after the acquisition was 
completed. She previously led Novartis’ on-
cology business unit in Europe, but said she 
was drawn to the new opportunity because 
of the impressive data around Lutathera and 
the opportunity to run a biotech-like busi-
ness within a big pharma. 

“When I saw this data, that really made 
me decide to go and really try to replicate 
it for other diseases,” Schaffert said. “But it is 
also the spirit this team has, very entrepre-
neurial, very dedicated, very passionate.” 

Radiopharmaceuticals are poised to be 
a new emerging area of oncology drug 
development for Novartis, as the com-
pany looks to explore novel combina-
tions of drugs with the hope of delivering 
long-term survival benefits. Novartis’ new 
head of oncology Liz Barrett also talked to 
Scrip at ASCO about her ambitions for the 
Swiss pharma’s oncology unit and what 
might come next as the industry digests 
some high-profile clinical immuno-on-
cology trial combinations.

A PLATFORM TO BUILD ON
The draw of AAA was not just Lutathera, 
which was approved by FDA in January to 
treat somatostatin receptor-positive gastro-
enteropancreatic neuroendocrine tumors 
(GEP-NETs), but the potential for the plat-
form more broadly. AAA also develops and 

markets radio-labeled diagnostics. The com-
pany’s broad strategy is the development of 
what it calls theragnostics, therapeutic and 
diagnostic pairings that can be used to di-
agnose and treat patients.

Lutathera is a lutetim Lu 177-labeled so-
matostatin analog peptide. Once it is ad-
ministered through an infusion drip into the 
bloodstream, the targeting molecule binds 
to a specific receptor on tumor cells, and is 
internalized into the target cell where the 
radioactive component destroys the tumor 
cells from within.

“The vision obviously is that you do this 
with other targets,” Schaffert said. “That is 
why we now hope to find new targets to 
basically achieve similar clinical benefits.”

Lutathera was approved in Europe last 
year in September, but its US approval came 
early this year after an initial FDA rejection 
in 2016.  The approvals were based on the 
Phase III NETTER-1 trial in which Lutathera 
plus best standard of care – Novartis’ Sand-
ostatinLAR (octreotide acetate) – demon-
strated a 79% reduction in risk of disease 
progression or death compared with Sand-
ostatin LAR alone. 

A “MEANINGFUL” OPPORTUNITY
Analysts expect the GEP-NETs indication to 
be a relatively niche market, but Schaffert 
insisted it is a meaningful commercial op-
portunity. “It’s a rare disease, but it is not so 
small. There are 80,000 patients in the US and 
Europe,” she said. Sandostatin generally is the 
first-line therapy for GEP-NETS, so the expec-
tation is that Lutathera will be used after.

“Lutathera will have the potential to 
be the first choice in second-line,” Schaf-
fert said. “So, that means we have quite a 
meaningful patient population.”  The drug 
costs $47,000 per treatment, and patients 
are treated in four cycles. NETs are tumors 
originating in the neuroendocrine cells of 
numerous organs, including the gastro-
intestinal tract, pancreas and lung. Some 
patients develop symptoms related to ex-
cessive production of hormones by neuro-
endocrine tumor cells, while others remain 
clinically silent for years.

Like other pharmaceuticals made with 
radioactive materials, Lutathera has to be 
administered at a licensed facility that is 
equipped to handle radioactive materials 
and waste. Novartis is focusing initially on 
large medical centers that have established 
nuclear medicines units.

Manufacturing and distribution also 
are challenges for the drug maker and the 
health care system, not entirely unlike the 
complicated process Novartis faces with its 
individualized chimeric antigen receptor T-
cell (CAR-T) therapy Kymriah (tisagenlecleu-
cel) for leukemia. Although Lutathera isn’t 
individualized per patient like Kymriah, the 
drug has a short half-life and needs to be 
administered within a two-week timeframe 
from initial order to injection.

“You have to have a flawless process to get 
it to the hospital, get it administered, and that 
is what my team is working a lot on, to help 
the centers to organize the logistics,” Schaf-
fert said. The short 72-hour half-life of lute-
tium also is an advantage, however, because 
it means by the time patients are injected, 
the remaining half-life is only 24 hours and 
patients can leave the hospital one day fol-
lowing treatment. A longer half-life would re-
quire the patient to stay in the hospital longer 
so the radioactive waste can be collected.

STAYING SEPARATE, NIMBLE
Novartis has no immediate plans to inte-
grate the French pharma into its operations, 
which Schaffert said is a strategic decision to 
build on the compelling scientific platform. 
The company has roughly 600 employees, 
including both research and commercial 
personnel. AAA will collaborate with Novar-
tis’ research arm, the Novartis Institute for 
Biomedical Research (NIBR), however, as it 
works to find new targets.

“Where the Novartis expertise comes in, 
and also the interest of course, is to find 
new targets that you can radiolabel,” she 
said. “That’s where the beauty is to keep it 
separate. You keep this nimble biotech spirit 
and approach, but we can of course tap into 
the knowledge of Novartis.”  

Published online 5 July 2018
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Neovacs CEO: ‘We Need A Phase III Partner Now’  
To Progress Our Lupus Asset 
STEN STOVALL sten.stovall@informa.com

France-based Neovacs SA has reached 
an inflection point with the biological 
endpoint and three out of four clinical 

endpoints being met in a Phase IIb study, as 
it paves the way for talks with regulators on 
a Phase III trial of its of IFNalpha Kinoid in pa-
tients with moderate to severe lupus.

But to proceed, CEO Miguel Sieler told 
Scrip the biotech needs to find a big pharma 
partner versed in in the field of immunology 
or rheumatology and with global reach.

‘STATISTICALLY SIGNIFICANT 
BIOLOGICAL EFFICACY’
Neovacs’ lead clinical asset IFN-K was de-
veloped to neutralize IFNa in autoimmune 
diseases where it is overexpressed. IFN-K 
therapy involves inducing the patient’s own 
immune system to produce neutralizing an-
tibodies against IFNa.

Phase IIb top-line data using IFN-K to treat 
patients with moderate to severe lupus 
(SLE) was released July 3 and showed “a very 
statistically significant biological efficacy” of 
IFNalpha Kinoid (p<0.0001), measured by 
the decrease of the interferon signature at 
week 36 of the study,” Sieler told Scrip.

“This therapy promises to help patients 
improve their condition while reducing 
their dependence on steroids,” he summa-
rized in an interview.

The reduction of steroid use is a major 
topic in the treatment of lupus, a chronic 
autoimmune disease in which the body’s 
immune system becomes hyperactive 
and attacks normal, healthy tissue, result-
ing in symptoms such as inflammation, 
swelling, and damage to joints, skin, kid-

neys, blood, the heart, and lungs. That’s 
because long-term steroid use can cause 
numerous side effects. 

“These Phase II results of clinical efficacy, 
in particular on two reference indices – SRI-4 
with steroid reduction to less than or equal 
to 5 mg/day and LLDAS, or Lupus Low Dis-
ease Activity Score, which have been vali-
dated by international health authorities or 
medical community – authorize the further 
clinical development with these scores into 
Phase III,” said Thérèse Croughs, the chief 
medical officer of Neovacs.

CLINICAL MISS
But the clinical response in patients treated 
with IFNalpha Kinoid versus those treated 
with placebo in the Phase II trial and mea-
sured by the BICLA score at week 36 did not 
achieve a statistical trend as defined in the 
primary endpoints of the study.

Neovacs’ leadership played that clini-
cal measurement ‘miss’ down, however. 
“It doesn’t matter because to move to a 

Phase III trial, I must show the competent 
authorities the data and say that, based 
on my mechanism of action, and based 
on what we observed on the biologi-
cal response, we could consider it is ad-
equate for reduction of steroid use; that is 
much more appropriate and much more 
relevant, and this trend is fully supported 
by another score, still in terms of valid-
ity and used by the medical community 
called LLDAS,  which takes into account 
the reduction of steroids,” the CMO said in 
an interview.

“We documented that the biological ef-
fect was translated into a clinical response 
…  we must now decide in designing the 
Phase III what measurements will best re-
flect the clinical response,” she said.  “We will 
now present the Phase II data and propose 
a Phase III design program and validate this 
program with the competent authorities in 
the US and in Europe. And this will be done 
in parallel with looking for a partner – or 
even with a partner,” Croughs said.

PHASE III TRIAL DESIGN 
CRUCIAL
Still, it’s worth noting that many agents 
in the past failed Phase III studies despite 
positive results in Phase II, so one must be 
cautious when making forward-looking 
statements, Datamonitor Healthcare analyst 
Karolina Kujawa said.

“The major challenge for companies with 
drugs in the pipeline for SLE is a trial design 
that is capable of demonstrating the effi-
cacy of an active drug despite the hetero-
geneity of the patient population,” she said. 

SLE is notorious for failed clinical trials, 
with many failures attributed to inadequate 
or incorrect trial design. 

“In this case, the decrease in interferon 
combined with allowing a reduction of 
steroid use make a convincing case that 
the drug could be effective. Still, the com-
pany will need to be careful when design-
ing the Phase III trials to capture the full 
effect of the drug to convince the authori-
ties,” she said.   

Published online 3 July 2018
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Shire’s Veyvondi Set To Grow Europe’s VWF Market
JOHN DAVIS john.davis@informa.com

T he positive opinion on the EU marketing application for 
Shire PLC’s recombinant von Willebrand factor (VWF) prod-
uct, Veyvondi (vonicog alfa), issued last week, and the likely  

approval of the product in the next couple of months, should in-
crease the growth rate of the VWF market. 

However, the market opportunity for vonicog alfa is smaller than 
that for hemophilia A and B products, reckons a recent analysis by 
Datamonitor Healthcare.

Vonicog alfa was approved in the US, as Vonvendi, in Dec. 2015, 
and Shire announced on July 2, 2018, that the EU’s Committee for 
Medicinal Products for Human Use (CHMP) had issued it a positive 
opinion as Veyvondi for the treatment of bleeding events, and the 
treatment or prevention of surgical bleeding in adults with von Will-
ebrand disease when desmopressin (DDAVP) treatment alone is inef-
fective or not indicated.

Von Willebrand disease is the most common inherited bleeding 
disorder, affecting up to 1% of the global population, or 100,000 peo-
ple in the EU, so at first sight might have been considered a signifi-
cant market opportunity. However, this is not necessarily the case, as 
in general the condition results in less severe symptoms than other 
bleeding disorders. 

“Many people with VWD may not know that they have the dis-
order because their bleeding symptoms are very mild,” notes the 
World Federation of Hemophilia. Individuals with VWD may have 

heavy menstrual periods, bruise easily, or have frequent nose 
bleeds. And as a consequence, the use of Veyvondi may only be 
required in a small number of patients. “Only a minor proportion of 
affected individuals have the severe form of the disease and are in 
need of VWF replacement,” said Shire in its July 2 announcement. 
Indeed, Veyvondi has orphan drug designation in the EU, granted 
in Nov. 2010. 

The company estimates that the most severe form of VWD, severe 
type 3 VWD, has a prevalence that ranges from 0.1 to 5.3 cases per 
million population (0.00001-0.00053%) and an incidence of approxi-
mately one case per million of the population.

INDIVIDUALIZED THERAPY
When vonicog alfa becomes available in Europe, it will be competing 
against a range of plasma-derived VWF products, some of which also 
contain Factor VIII. But because Veyvondi does not contain Factor VIII, 
there is greater scope to customize treatment to individual patients, 
notes the  Datamonitor Healthcare analysis.

As the first recombinant VWF product to become available, vo-
nicog alfa may also become popular among patients because of 
the low risk of viral transmission, the analysis also notes. Data-
monitor Healthcare expects sales of vonicog alfa in the US and 
the five major EU markets to grow from around $103m in 2018 
to around $151m in 2025.                 Published online 3 July 2018

Merz Neurology Boosted By Xeomin Sialorrhea OK 
KEVIN GROGAN kevin.grogan@informa.com

In the competitive neurotoxins market, privately owned Merz has 
bagged another approval in the US for Xeomin (incobotulinum-
toxinA) which has been given the green light for the treatment of 

chronic sialorrhea, or excessive drooling, in adults. 
Sialorrhea is a common symptom among patients who suffer from 

neurological disorders including Parkinson’s disease, amyotrophic 
lateral sclerosis, cerebral palsy or who have experienced a stroke. The 
condition can occur from difficulty retaining saliva inside the mouth, 
issues with swallowing and from problems controlling facial muscles. 

The thumbs-up from the FDA means that Xeomin is the only neu-
rotoxin to be approved for this indication. Kevin O’Brien, US head of 
neurosciences at Merz North America, said in a statement that this 
approval “represents a significant milestone in addressing the unmet 
needs for more than 600,000 adults who suffer from chronic sialorrhea.”

The approval, which came after a priority review by the FDA, is 
based on a Phase III 184-patient trial. A statistically significant im-
provement was observed in change in unstimulated salivary flow 
rate and no new or unexpected adverse events were reported. 

This is the fourth neurological indication for Xeomin, which was 
first approved by the FDA in 2010 for the treatment of cervical dysto-
nia and blepharospasm (abnormal spasm of the eyelids) in patients 
previously treated with Allergan PLC’s blockbuster Botox (onabotu-

linumtoxinA). In 2015, the drug was approved for upper limb spastic-
ity in adult patients.

Xeomin, which is injected into muscles or glands, also has a US ap-
proval for aesthetic purposes, with the FDA giving the go-ahead for 
its use as a treatment for the temporary improvement in the appear-
ance of moderate to severe glabellar lines, or frown lines between 
the eyebrows, back in 2011. It is marketed in the latter indication in 
Europe as Bocouture.

Merz is investing heavily in its aesthetics business but the field is a 
pretty crowded one with Botox still dominating. As well as Xeomin 
and Ipsen and Galderma’s Dysport (abobotulinumtoxinA), the Aller-
gan blockbuster could soon face competition from Evolus’ DWP-450 
(prabotulinumtoxinA), while biosimilar versions of Botox are in devel-
opment, notably a candidate from ReVance Therapeutics Inc. that 
has partnered with Mylan NV.

Merz also sees opportunities for Xeomin growth in specialty neu-
rology in Japan and in October 2017, it entered into a license and de-
velopment partnership for the product with Teijin Ltd.. Merz, which 
has been conducting two trials in Japan covering spasticity of both 
upper and lower limbs, will be responsible for the product manufac-
turing and supply and Teijin will manage commercial activities.  
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I M M U N OT H E R A P Y

Transgene Hopes To Finally Catch The Wave In Virus 
Based Immunotherapies
STEN STOVALL sten.stovall@informa.com

T ransgene SA has been waiting years 
to successfully catch a commercial 
wave with its pipeline and combi-

nation immunotherapy strategy. Its French 
CEO believes that this may at last be about 
to happen.

The France-based company, which has 
been in existence for nearly 40 years, is fo-
cused on virus-based immunotherapies 
to treat cancers with vaccines or onco-
lytic viruses. 

It has nine clinical trials reading out in 
2018, the most important of which could be 
a Phase II trial for its lead candidate vaccine 
TG4010 in first-line treatment for non-small 
cell lung cancer in combination with Bris-
tol-Myers Squibb Co.’s Opdivo (nivolumab) 
and chemotherapy, and which is expected 
to read-out in this year’s second half.

Transgene’s CEO Philippe Archinard said 
the biotech was building a data package 
in non-small cell lung cancer for this lead 
vaccine. First interim data from a Phase 
II trial studying TG4010 in second-line 
NSCLC combined with Opdivo will also 
read-out soon.

Many analysts say a positive read-out in 
first-line NSCLC with TG4010 in combina-
tion with Opdivo and chemo would lead to 
a change in investor sentiment that could 
trigger a re-rating for Transgene’s stock. But 
analysts at Kempen say the second-line indi-
cation would also be important, as “the first 
second-line is an important trigger since 
TG4010 in NSCLC is a major value driver.”

CEO Archinard told Scrip that Transgene 
hoped, with the two Phase II trials with 
TG4010 in combination with Opdivo, to 
build enough NSCLC data to support an 
eventual commercial partnership.

“Lung cancer is the largest and most 
complicated indication in oncology and 
Transgene isn’t able to do it alone so we 
hope to translate good clinical results into 
a partnership with a large enough pharma 
player who could take this combination to 
registration and compete with the other big 
guys in the sector,” he said. 

Archinard said he feels the read-out in 
first-line NSCLC with TG4010 and Opdivo 

plus chemo will be more important for 
Transgene. “Because of the recent changes 
in standard of care in NSCLC, the positioning 
in second-line is of less commercial interest.”

“If the Phase II trial in first-line NSCLC using 
TG4010 and Opdivo and chemo is positive, 
as we hope it will be, then we would either 
build on the existing Phase II trial or amend it 
in such a way that the trial becomes pivotal, 
which is not the case today. What we do go-
ing forward would also depend on who our 
eventual partner for this will be,” the CEO said.

OTHER SECOND HALF CATALYSTS
Other news flow events expected in this 
year’s second half from Transgene include 
TG4001’s first results in HPV-derived head 
and neck squamous cell carcinoma and 
full results of the Phase Ib for TG1050 in the 
treatment of chronic hepatitis, as well as the 
combination between Pexa-Vec (pexasti-
mogene devacirepvec) and BMS’s Opdivo.

There will also be three exploratory clini-
cal trial read-outs later this year for Pexa-Vec 
in combination in solid tumors. 

An Institut Mérieux subsidiary, Transgene 
has exclusive rights to develop and com-
mercialize Pexa-Vec in Europe, while the 
licensor SillaJen Inc.. is focused on devel-
oping Pexa-Vec for the North American 
market. SillaJen has also licensed rights in 
China and Hong Kong to Lee’s Pharma-
ceutical Holdings Ltd. 

Pexa-Vec, which is being investigated in 
combination with Opdivo for liver cancer, 
drew attention at ASCO in June with a post-
er presentation showing Pexa-Vec led to an 
immune cell activation with an increase of 
CD69, which is an early activation marker, 
on NK and T cells and an increase in PD-L1 
expression. Also, other markers like cytokine 
profile indicated an inflammatory response. 

Although the trial was conducted on 
a limited number of patients, with three 
with metastatic melanoma and five with 
colorectal cancer, one complete pathologic 
response was recorded where no more can-
cer cells were seen in the cancerous tissue 
removed during surgery, and one partial 
pathologic response was observed in pa-
tients with colorectal cancer.

Archinard said the observed upregula-
tion of PD-1 and PD-L1 positive pathways in 
the trial strongly supported the rationale for 
combining Pexa-Vec with anti-PD-1 immu-
notherapies, which is the focus of an ongo-
ing Phase I/II trial in the first-line treatment 
of liver cancer. 

“This trial clearly shows that Vaccinia-virus 
based immunotherapeutics can reach the 
tumor sites after intravenous administration, 
and selectively replicate within cancer cells,” 
he said.

Analysts said that although that trial data 
are early, they do show promise.

“We see these results as very interesting 
regarding the potential priming effect of 
oncolytic viruses in general and more par-
ticularly in view of clinical results for the 
combination of Pexa-Vec and BMS’s Opdivo 
in hepatocellular carcinoma  (HCC) to be 
published in the second half of 2018,” ana-
lysts at Bryan, Garnier & Co said in a note.

Other companies developing oncolytic 
viruses include Amgen Inc. with its recent-
ly-acquired oncolytic virus-based immuno-
therapy Imlygic (talimogene laherparepvec), 
and Oncorus Inc.., ViraTherapeutics 
GMBH and Replimune Ltd. while Psioxus 
Therapeutics Ltd. and partner BMS are in 
Phase I trialling for NG-348, the first of its 
gene therapy for tumor products.  

Published online 6 July 2018
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G E N E R I C S

India’s Cut-Price Generics Program Rebounds But Real 
Impact Still Limited
ANJU GHANGURDE anju.ghangurde@informa.com

Healthcare is expected to be an 
important vote-bank draw in 
poll-bound India and the current 

Bharatiya Janata Party (BJP)-led government 
is probably not going to let any effort in the 
area go unnoticed. 

Recent government data have high-
lighted the progress made by the Pradhan 
Mantri Bhartiya Janaushadhi Pariyojana (PM-
BJP), a key initiative that provides cut-price 
generic medicines to the people, providing 
direct comparisons of the initiative under 
the previous United Progressive Alliance 
(UPA) dispensation in India. India heads into 
general elections in 2019.

Launched in 2008 as the Jan Aushadhi 
(loosely meaning people’s medicines in the 
Hindi language) scheme in its earlier avatar 
by the UPA government, the once stuttering 
initiative appears to have gathered some 
pace, going by details provided in a recent 
update on key “initiatives/decisions” taken 
between May 2014 and March 2018 under 
the current government.

Data put out by India’s department of 
pharmaceuticals (DoP) said that PMBJP’s 
product basket now includes more than 
700 medicines and 154 “surgicals and con-
sumables” compared with 361 medicines 
under the previous government.

There is also a sales pick-up over the years; 
the scheme reported sales of INR1.08bn 
($15.7m)in 2017-18 and about INR171m as 
of May 21 this year; this compared with “nil 
revenues” in 2013-14, as per the data. 

Critically, the data note savings under the 
scheme under the previous dispensation 
were in the range of 10-25% when com-
pared with the rates of branded medicines. 
Under the current government these sav-
ing range between 50-99%, with 36 prod-
ucts available at “90-99% savings”, accord-
ing to the data.

The number of outlets dispensing these 
medicines – PMBJP Kendras – has gone up 
from just 99 up to May 2014, to 3,578 as of 
May 21, 2018, with the scheme covering 33 
states and union territories (UTs) now, up 
from 16 states and UTs under the previous 
dispensation. 

In June, 82 PMBJP Kendras were opened 
across the country, latest government data 
said. Financial assistance to those opening 
PMBJP Kendras is also higher under the cur-
rent government. 

The DoP document also does not shy 
away from some brutal comparisons; it 
notes how the product basket under the Jan 
Aushadhi scheme was “incomplete” under 
the UPA regime but now covers all major 
therapeutic categories such as anti-infective, 
antidiabetic, cardiovascular, anticancer and 
gastro-intestinal medicines. Then there is the 
“non-existent” supply chain management of 
the previous regime versus having a profes-
sional agency to manage the entire supply 
chain starting from the Central Warehouse 
(CWH) of BPPI [Bureau of Pharma Public Sec-
tor Undertakings of India],to Carrying & For-
warding (C&F) Agents and Distributors. BPPI 
is the agency implementing the PMBJP.

“Eight C&F Agents and 53 distributors are 
part of this supply chain. Recently, an end-to-
end supply chain system has also been intro-
duced for making available full range of medi-
cines from CWH to PMBJP Kendras directly to 
save time and cost,” the document notes.

GROUND REALITY NOT IN SYNC?
But the progress and better numbers not-
withstanding, industry experts suggest that 
PMBJP has a long way to go to make a mean-
ingful impact in India, where healthcare ex-
penses have pushed millions to poverty.

Dr Ajit Dangi, president and CEO of Dans-
sen Consulting and a former director gen-
eral of the Organization of Pharmaceutical 
Producers of India (OPPI), said that while  the 
government would like to showcase this as 
a successful scheme , the ground reality is 
“little different”. 

“Access to essential medicines in India is 
less than 40% , which is one of the lowest 
in the world. The Jan Aushadhi Scheme has 
had little impact on improving access,” Dan-
gi, also a former president and executive 
director of Johnson and Johnson India, said.

He referred to a number of pressing 
problems including how many Jan Aus-
hadhi stores faced shortages of essential 

medicines due to short supply and how the 
medical profession is also” not very enthusi-
astic” about prescribing these generic drugs 
because of quality issues. 

“For instance, the Maharashtra Chapter of 
the Indian Medical Association  said in April 
‘18 that in the last few months more than six 
batches have been recalled due to quality 
problems. Generic drugs may be chemically 
equivalent but due to inadequate regulato-
ry oversight their bioequivalence and qual-
ity is often questionable, particularly those 
produced by the SME [small and medium-
sized enterprises] sector,” Dangi explained.

Other experts mirrored similar views, indi-
cating that Jan Aushadhi stores “barely have 
the required medicines” in stock all the time; 
the expansion numbers also are not mean-
ingful in the overall picture they explain. 

Salil Kallianpur, a former EVP at Glaxo-
SmithKline PLC in India, now running a 
digital health consultancy, said that the 
impact of the scheme could perhaps be un-
derstood from the fact that after more than 
a decade of its existence, there are merely 
3,500 Jan Aushadhi stores in a country with 
1.3bn people. 

“To put that into context there are any-
where between 850,000 to 900,000 retail 
pharmacy stores and that number is also 
not enough to ensure last mile connectivity 
in this vast country. What impact can 3500 
stores create?” Kallianpur said.

Then there is a “princely sum” of INR350m 
allotted in the government budget for 
opening Jan Aushadhi stores. 

“Their own numbers show a sale of about 
INR1bn in 2017-18 which is a paltry number 
in an industry which clocks 100,000 crores 
[$14.5bn]-plus and services just about 40% 
of Indians,” the executive said.

The experts were also not impressed 
about the government’s claims of being 
able to attract private sector participation in 
supplying to the PMBJP. 

Government data indicates that procure-
ments were made from 150 private manu-
facturers with WHO-GMP approvals, in addi-
tion to public sector units.  
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E X E C U T I V E  I N T E R V I E W : H A N S A’ S  S O R E N  T U L S T R U P

New Hansa CEO Outlines Hopes And Plans For 2020 
Lead Asset Launch
STEN STOVALL sten.stovall@informa.com

Hansa Medical AB’s new CEO is tak-
ing a “steady as she goes” approach, 
as the Swedish-listed biotech awaits 

decisive Phase II data that could allow its 
lead asset to win accelerated approval sta-
tus in the US and Europe for use in renal 
transplantation, and potentially other indi-
cations later.

Søren Tulstrup was made new president 
and CEO of Hansa Medical on March 20, a 
move that allowed acting CEO Ulf Wiin-
berg to revert back to his role as chairman 
of the revenue-generating, clinical-stage 
biotechnology company, which is focused 
on developing novel immunomodulatory 
enzymes for transplantation and acute au-
toimmune diseases. 

Tulstrup, who most recently served as 
CEO of  Vifor Pharma Group, told Scrip 
that he was brought in as CEO at Hansa to 
tap his past hands-on experience to help 
shepherd the biotech as it advances to its 
commercial stage.

“Hansa sits atop a very exciting platform 
that is broadly applicable and very flexible 
– and yet we have a couple of lead assets 
that are in development and preclinical de-
velopment that are focused on pretty well 
defined therapeutic spaces – which will al-
low us to go all the way to the commercial 
level,” he said in an interview.

The company’s lead clinical candi-
date IdeS (imlifidase) is a novel bacterial en-
zyme which selectively and rapidly cleaves 
IgG, which could enable organ transplants 
in ‘un-matched’ recipients. Hansa’s game 
plan remains to bring IdeS to market within 
the next two years in renal transplantation.

The company has two ongoing Phase II 
trials which it is banking on. 

In June, Hansa Medical presented posi-
tive long-term follow up data from a US in-
vestigator initiated study of  IdeS in kidney 
transplantation in highly HLA sensitized 
patients. Results from this trial, conducted at 
Cedars-Sinai Medical Center in Los Angeles, 
California, had previously been published in 
the New England Journal of Medicine (Au-
gust 2017) for 14 patients with six-month 
follow-up. Those results were presented at 

the American Transplant Congress (Seattle) 
last month. 

The most recent results indicated good 
kidney function with minimal evidence of 
antibody-mediated rejection (AMR) approx-
imately 1.5 years post-transplant.

“They were very good and confirmatory 
results, with no serious adverse events re-
ported,” Tulstrup said. “Now we’re waiting for 
the second and last Phase II trial to read out; 
It has a similar design, but it’s a multi-center 
trial, with treatment sites in the US and a 
couple in Europe, and we should have the 
results from that trial towards the end of Sep-
tember,” the CEO said. “After that – when we 
get the final results from the Phase II Cedars-
Sinai Medical Center US investigator initiated 
study – we will then be able to enter real 
discussion with both the FDA and EMA on 
the regulatory path forward. And my hope 
is that we can go for accelerated approval 
both in the US and in Europe,” Tulstrup said.

That hope is based on the strong data 
seen for IdeS in renal transplantation so far, 
as well as the high medical need that exists 
for an effective therapy. 

“Our hope is to submit a BLA in the US 
and an MAA in Europe by the first quarter 
of next year. And if all goes well that would 
allow us to launch in 2020,” Tulstrup said. 

That scenario presumes regulators will 
not ask for a pivotal Phase III trial. 

“We assume at this point that we will not 
need to go to Phase III due to the strong 

Phase II data, and that we’ll get approval in 
both the US and Europe on that.”

IdeS has orphan drug status in the US and 
Europe and last year received PRIME status 
from the European Medicines Agency.

IdeS also has potential in settings beyond 
organ transplantation, including the treat-
ment of additional autoimmune indications 
mediated by pathogenic autoreactive anti-
bodies such as Goodpasture Syndrome and 
Guillain-Barre Syndrome.

But Hansa will not be looking to partner 
IdeS with another company.

“As this product is structured towards a 
very well-defined but small patient seg-
ment – we’re talking thousands not millions 
of patients here – and specific prescribers 
who are doing transplants, we believe we 
can handle the launch ourselves,” the CEO 
said, adding that Hansa is now busily build-
ing its launch infrastructure.

The Dane, who has spent his entire career 
in the pharma biotech space, has racked up 
commercial experience at the likes of Shire 
PLC, Sandoz International GMBH and 
Merck & Co. Inc. and from within the bio-
tech sector since 2008. 

“The setting up of the necessary infra-
structure to go to commercial stage is 
something that I have lots of experience 
in, and launching new products in new 
therapeutic areas is also one of my skill 
sets,” he said.  

Published online 5 July 2018
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R E S E A R C H  & D E V E L O P M E N T

UCB Sees Bimekizumab As Good Long-Term Bet
KEVIN GROGAN kevin.grogan@informa.com

UCB Group’s bimekizumab may be well behind the competi-
tion in the crowded fields of psoriasis, psoriatic arthritis (PsA) 
and ankylosing spondylitis (AS) but to paraphrase Bob Dylan, 

the slow one now may later be fast if the Belgian drug maker’s prod-
uct candidate continues to hit the high endpoints the company has 
been setting in clinical studies.

The latest set of strong data on the monoclonal antibody which 
inhibits both interleukin-17A and IL-17F were presented at the Euro-
pean League Against Rheumatism (EULAR) meeting in Amsterdam 
last month. In a late-breaking oral presentation of week 12 findings 
from the Phase IIb BE AGILE study, a greater percentage of patients 
treated with 16 mg (29.5%), 64 mg (42.6%), 160 mg (46.7%), and 
320 mg (45.9%) bimekizumab (delivered subcutaneously every four 
weeks) achieved ASAS40 (ie a 40% or greater disease response) com-
pared with those treated with placebo (13.3%).

In an interview with Scrip at EULAR, UCB head of immunology Em-
manuel Caeymaex noted that the results were impressive given that 
the response was seen across all doses and within the placebo group 
a number of patients had already been exposed to biologics, “show-
ing a greater effect than has been seen before.” He stressed that UCB 
went for the more stringent primary endpoint of ASAS40 because 
“the days of ASAS20 are over as payers are looking for treatments that 
have a more significant impact.”

UCB has been setting the bar high for trials of bimekizumab in in-
dications other than AS. Most notably, the company presented full 
data from the Phase IIb BE ABLE trial at the American Academy of 
Dermatology meeting in San Diego in February with up to 79% of 
patients achieving at least 90% skin clearance in the psoriasis area 
and severity index (PASI90) at week 12. Most strikingly, up to 60% of 
patients achieved complete skin clearance at week 12 as measured 
by PASI100, which is ultimately the end goal for what patients are 
looking to achieve from their treatment, Caeymaex noted.

All very impressive but if all goes well in Phase III, bimekizumab 
would be entering a congested IL-17 market and go up against No-
vartis AG’s Cosentyx (secukinumab) and Eli Lilly & Co.’s Taltz (ixeki-
zumab), drugs which specifically inhibit IL-17A and have proved to 
be safe, efficacious and successful commercially. Caeymaex acknowl-
edged the success of the IL-17A inhibitors which have proven that 
the pathway is very relevant in tackling autoimmune disease.

However, that led researchers at UCB to ask the question about 
what can be gained by blocking both IL-7A and IL-17F, “two differ-
ent cytokines that synergize and collaborate with each other as well 
as with other cytokines,” he added. “They act like faucets,” he said, 
whereby one flows quickly - A – while F “drips a little slower.” In the 
trials to date in psoriasis and AS, as well as PsA, the dual neutraliza-
tion approach is showing extremely rapid and durable clinical im-
provements, Caeymaex noted, and up to 60% of patients achieving 
PASI100 at week 12 compares very favorably when compared to 
studies of Cosentyx – in the latter’s ERASURE study, at week 12, 28.6% 
on the 300 mg dose achieved clear skin. 

Late-stage studies in psoriasis are progressing well and UCB is 
finalizing the Phase III programs for bimekizumab in PsA and AS 
while talking to regulators “and also taking the payer view into 

account,” he said. As for additional psoriasis trials, it is also going 
head-to-head with AbbVie Inc.’s anti-TNF blockbuster Humira 
(adalimumab) with PASI90 as the primary endpoint, and Johnson 
& Johnson’s IL-23/IL-12 inhibitor Stelara (ustekinumab), also with 
PASI90 as the primary outcome. Arguably of more significance is 
a head-to-head trial of bimekizumab with Cosentyx, which has 
PASI100 as the primary endpoint. 

UCB does not intend to partner bimekizumab, “as its differenti-
ated profile is more than sufficient for us to take it further on our 
own,” Caeymaex said. He did not rule out a licensing deal completely, 
however, because as a research-based company it may have to make 
portfolio choices given its strong earlier-stage pipeline – “we have a 
flurry of Phase II assets.”

CIMZIA APPROVED FOR PSORIASIS
Indeed, UCB has dipped its toe into the commercial psoriasis field re-
cently following approvals on both sides of the Atlantic for moderate-
to-severe psoriasis for its established anti-TNF drug Cimzia (certolizum-
ab pegol), which is already approved for rheumatoid arthritis, AS and 
PsA. Cimzia is a late entry to the psoriasis market with other anti-TNFs 
having been available for many years “but we have listened to thought 
leaders and learnt from the competition,” Caeymaex told Scrip. 

Those learnings show that psoriasis patients need a higher dose 
than RA, and that while other anti-TNFs have shown efficacy up to 
weeks 12-16, some lose efficacy between month six and month 
12, he said. A Phase III program that enrolled over 1,000 patients, of 
whom nearly one-third had prior biologic exposure, confirmed the 
durable efficacy up to 48 weeks and safety of 400 mg of Cimzia ev-
ery other week in adults with moderate-to-severe plaque psoriasis, 
with significantly more patients achieving PASI75 and PASI90 than 
those on placebo.

These are interesting times for UCB, which is noted in the industry 
for its patient-centric business model. “It gives us a great competitive 
advantage but it is not easy to copy,” he told Scrip, noting that the 
concept of being patient-centric “appeals to people emotionally but 
to translate it takes years, it involves a culture change which needs to 
be organized - if done in a haphazard way, it may move an individual 
but it does not move a company.”

As an example of going a step further, he noted the recent FDA 
and EMA label updates which mean that Cimzia is the first anti-TNF 
for potential use in women with chronic rheumatic disease during 
both pregnancy and breastfeeding. That came on the back of stud-
ies demonstrating minimal transfer of the drug through the placen-
ta and breast milk from mother to infant and “these are very hard 
studies to do, you have to send people to the woman’s home, they 
stretch everyone and require genuine commitment.” 

Engaging even more with patients is behind UCB’s partnership 
inked in May with Science 37, focusing on more patient-friendly, 
technology-enabled trials at home. Decentralizing clinical trials will 
provide data that is more representative of real life settings and Caey-
maex noted that psoriasis studies will be covered in the Science 37 
link-up.  
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P I P E L I N E  WAT C H

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 29 June–5 July 2018

LEAD COMPANY/PARTNER COMPOUND INDICATION COMMENTS

PHASE III RESULTS PUBLISHED

Ionis Pharmaceuticals Inc./ 
Akcea Therapeutics Inc.

Tegsedi (inotersen)
hereditary ATTR amyloido-
sis with polyneuropathy

NEURO-TTR; NEJM, July 5, 2018.

Siga Technologies Inc. TPOXX (tecovirimat) smallpox NEJM, July 5, 2018.

Alnylam Pharmaceuticals Inc. patisiran
hereditary transthyretin 
amyloidosis

APOLLO; NEJM, July 5, 2018.

Ipsen/ Exelixis Inc.
Cabometyx/Cometriq  
(cabozantinib)

advanced liver cancer CELESTIAL; NEJM, July 5, 2018.

PHASE III INTERIM/TOP-LINE RESULTS

Roche
Tecentriq (atezolizumab) 
plus chemo

advanced triple negative 
breast cancer, first-line

Impassion130; PFS improved, a co-primary 
endpoint.

Spectrum Pharmaceuticals Inc. Rolontis (eflapegrastim) neutropenia/leukopenia RECOVER; non-inferior to pegfilgrastim.

Advicenne SA ADV7103 distal tubular acidosis Extension study confirming efficacy and safety.

Takeda Pharmaceutical Co. Ltd. Entyvio (vedolizumab) ulcerative colitis CCT-101; safe and effective in Japanese patients.

UPDATED PHASE III RESULTS

Alder Biopharmaceuticals Inc. eptinezumab episodic migraine PROMISE 1; long-term efficacy shown.

Alder Biopharmaceuticals Inc. eptinezumab migraine, chronic PROMISE 2; improved efficacy in 6-month data.

Ferring BV Rekovelle (follitropin delta) infertility ESTHER-1; ovarian responses evaluated.

Spectrum Pharmaceuticals Inc. Rolontis (eflapegrastim)
neutropenia during cancer 
chemo

ADVANCE; safe and effective.

Zosano Pharma Corp. M207 (zolmitriptan) patch migraine Rapid pain relief.

PHASE III INITIATED

JCR Pharmaceuticals Co. Ltd.
Growject (human  
growth hormone)

SHOX deficiency Given for 12 months.

Ocugen Inc. OCU300 ocular discomfort During ocular graft-versus- host disease.

PHASE II INTERIM/TOP-LINE RESULTS

Neovacs SA/Stellar  
Biotechnologies Inc.

IFN-alpha kinoid
systemic lupus  
erythematosus

Clinical efficacy and favorable safety profile.

Integrative Research Laboratories 
Therapeutics AB

IRL752
Parkinson’s disease and 
dementia

Well tolerated.

UPDATED PHASE II RESULTS

Abivax ABX464 HIV/AIDS HIV DNA reduced.

Antibe Therapeutics Inc. ATB-346 pain GI safety confirmed.

Galera Therapeutics Inc. GC4419 mucositis GT-201; symptoms reduced.

PHASE II INITIATION

JCR Pharmaceuticals Co. Ltd. JR-141 mucopolysaccharidosis II Dose finding study in Brazil.

Source: Biomedtracker
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H I V  T H E R A P Y/A P P O I N T M E N T S

Erik Nordkamp, managing director of Pfiz-
er UK, has been confirmed as the new pres-
ident of the Association of the British 
Pharmaceutical Industry, taking over 
the role vacated by the new CEO of Redx 
Pharma, Lisa Anson. Announcing the news, 
ABPI chief executive Mike Thompson said 
that Nordkamp is taking over “at arguably 
the most challenging period for the phar-
maceutical industry in the UK as Britain 
continues to negotiate its withdrawal from 
the European Union, implement a modern 
Industrial Strategy and agree a deal on UK 
branded medicines policy for the next five 
years.” Also, for the first time in its history, 
the ABPI has appointed a vice president, 
namely Haseeb Ahmad, Novartis Pharma-
ceutical’s managing director for the UK and 
Ireland. The two appointments will take ef-
fect from Aug 1.

Industry veteran Myrtle Potter, a former 
president and chief operating officer of 
Genentech, is joining Roivant having 

been appointed as Vant operating chair. In 
this role, she is expected to serve as one of 
two Roivant representatives on the boards 
of all the 12 biopharmaceutical companies 
in the group.

Celgene’s former top deal-maker George 
Golumbeski has been named president 
of cancer genomics company Grail, effec-
tive August 1 and replacing Ken Drazan, 
while Onaiza Cadoret-Manier has been 
appointed as chief commercial officer, join-
ing from Roche’s Genentech unit where she 
headed up the respiratory franchise. Also 
joining from Roche is Fred Kohler, who will 
assume the role of vice president of people. 

Robert Zeldin is the new chief medical 
officer at Acceleron Pharma, bringing 
more than two decades of clinical, regu-
latory and industry experience to the 
company, most recently having served as 
CMO of Belgium’s Ablynx, which has just 
been acquired by Sanofi. He is taking over 

from Matthew Sherman, who is retiring 
but will stay on in an advisory capacity 
through 2019.

Gilead-owned Kite has announced that 
Michael Amoroso will join the company 
as senior vice president and head of world-
wide commercial, cell therapy. He joins Kite 
from the US pharmaceutical subsidiary 
of Japan’s Eisai, where he was senior vice 
president, Americas commercial for the 
company’s oncology business group. 

G1 Therapeutics has expanded its leader-
ship team with the creation of two new ex-
ecutive roles, appointing John Demaree 
as chief commercial officer and Stillman 
Hanson as general counsel. Demaree joins 
from Astellas Pharma, where he served as 
vice president, oncology marketing, while 
Stillman most recently served as associate 
general counsel and at IQVIA, where he led 
the Quintiles legal team in its $20bn merg-
er with IMSHealth. 

Draining HIV Viral Reservoirs: Abivax Prepares ABX464 
Cure For Phase IIb    
STEN STOVALL sten.stovall@informa.com

Abivax aims to start a Phase IIb trial 
with its investigational ABX464 to-
wards the end of 2018 using guid-

ance from regulators on its design after a 
Phase IIa evaluation of the HIV therapy for 
the first time showed a positive effect on viral 
DNA reservoirs in tissue and blood in patients.

“This is the first time that we’ve shown 
that our compound was able to reduce the 
HIV DNA in both blood and rectal tissue res-
ervoirs,” the biotech’s chief medical officer 
Jean-Marc Steens told Scrip, adding that no 
other therapy had done so.

“Now that we have these cohorts, which 
is the third Phase IIa study, it gives us the 
confidence to enter a large Phase IIb involv-
ing up to 100 patients, to look at how long it 
takes for the reservoir of individual patients 
to go to the lowest level possible,the CMO 
said in an interview.

He noted that the HIV DNA reservoir in 
humans is mainly concentrated in the brain, 
the gut and the blood.

“We’ve now shown that our compound 
works in two of these. The brain is obviously 

more difficult to study. You can’t take brain 
biopsies. However, what we know now is 
that our drug goes to all parts of the body. 
That was proven in the efficacy data in the 
second cohort,” Steens explained.

ABX464 binds to a specific sequence in 
the RNA of the virus, inhibiting its replica-
tion. It appears to have both anti-viral and 
inflammatory effects. Inflammation is a sig-
nificant problem in HIV patients. A drug with 
both sustained anti-viral and anti-inflamma-
tory effects could have significant benefit in 
these patients, analysts say.

DRAIN THE SWAMP
“Now that HIV has become a chronic disease 
typically treated over decades rather than 
the more imminently terminal condition 
that it was previously, the draining of this 
HIV reservoir has now become an important 
objective for improving patient outcomes,” 
Abivax’s CEO Hartmut Ehrlich told Scrip.

“What we are trying to do is reduce the 
HIV DNA reservoir in as many patients as 
possible and reduce it as much as pos-

sible because we believe that by reduc-
ing the reservoir, we are paving the way 
for treatment.

“If we reduce the reservoir in the end, that 
could allow patients to actually get away 
with interrupting their treatment. Today we 
see certain patients stopping their treatment 
themselves without medical advice, due to 
the burden that their continuous daily treat-
ment places on them. They then become 
infectious again as a result,” the CEO said. 

Erlich said Abivax was now in discussions 
with the FDA with a view to agreeing the 
criteria and design of a Phase IIb evaluation. 
Asked whether a Phase III would be needed 
after a Phase IIb he replied, “yes, most likely.”

PARTNER NOW SOUGHT
Abivax would need help to conduct a 
Phase III trial, however. “We would like to 
find a partner, one who would help us 
with the Phase III trial and who would 
subsequently commercialize the product 
globally,” said Steens.  

 Published online 5 July 2018

scripintelligence.com
mailto:sten.stovall@informa.com


Recognising the best in the global
generics and biosimilars industries.

Cocktail Reception 
& Awards Presentation
Tuesday, 9 October 2018
Palacio Municipal de Congresos
Madrid, Spain

Sponsor, Enter, Join us!
Find out more about sponsoring or entering 

an Award and joining us on the night.

Visit: www.pharmaintelligence.informa.com/ggba
Email: awards@generics-bulletin.com | Call: +44 (0) 1564 777 550

Presented by

In association with

Sponsored by

JN1113 GGB Awards 2018 Advert UKA4.indd   1 2018/05/25   10:14


	Pfizer Rolls Back Prices On 40 Drugs, Yielding To Pressure From Trump
	New Takeda HQ Reflects Strategic Direction Amid Lingering Doubters
	How Ovarian Cancer Maintenance Therapies Stack Up On Costs And Value
	Measured Launch, Long Future For Gilead CAR-T 
In Europe
	BAN2401 Results Validate Eisai/Biogen’s Faith In Alzheimer’s Amyloid Tack
	Missed Endpoints In PIX306 Mean End Of The Line For Pixuvri In NHL
	Novartis Terminates Development Of Aveo Antibody 
	China API Alert, Indian Firms Brace For More Pain
	AAA Ramps Up Lutathera Launch And Plans Expansion Under Novartis Ownership 
	Neovacs CEO: ‘We Need A Phase III Partner Now’ 
To Progress Our Lupus Asset 
	Shire’s Veyvondi Set To Grow Europe’s VWF Market
	Merz Neurology Boosted By Xeomin Sialorrhea OK 
	Transgene Hopes To Finally Catch The Wave In Virus Based Immunotherapies
	India’s Cut-Price Generics Program Rebounds But Real Impact Still Limited
	New Hansa CEO Outlines Hopes And Plans For 2020 Lead Asset Launch
	UCB Sees Bimekizumab As Good Long-Term Bet
	Draining HIV Viral Reservoirs: Abivax Prepares ABX464 Cure For Phase IIb    

