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Pfizer CEO Read Will Pass The Torch 
To Bourla In 2019
JESSICA MERRILL jessica.merrill@informa.com

Pfizer Inc.’s next CEO will be its cur-
rent Chief Operating Officer Albert 
Bourla, who will take over the top 

leadership spot at the big pharma Jan. 1, 
2019, succeeding CEO Ian Read. The tran-
sition should be a smooth one and comes 
at a relatively steady point for Pfizer, if not 
necessarily for the drug industry. Read will 
remain executive chairman of Pfizer’s board 
of directors. 

Talk of a CEO succession plan had begun 
emerging among investors earlier this year, 
so the change is not a big surprise to Wall 
Street. Bourla was appointed to the new po-
sition of chief operating officer last year in 
a move that many felt signaled he was the 
heir apparent to Read. 

Pfizer’s rival Merck & Co. Inc. recently 
took a different tack with its succession 
planning, rescinding a policy that would 
require CEO Kenneth Frazier to retire when 
he turns 65 in December 2019. Frazier took 
over as CEO of Merck in 2011, around the 
same time as Read. 

Bourla’s biggest near-term challenges will 
be working through the loss of exclusivity 
for the company’s second-best-selling drug 
Lyrica (pregabalin) in December, wrapping 
up a review of the company’s consumer 
health business and navigating a changing 
health care climate in the US, increasingly 
focused on lowering the cost of drugs. Lon-
ger-term he will most likely be focused on 
continuing the growth strategy put in place 

by Read, a plan that involves balancing a 
high-growth innovative health business 
and a cash-generating portfolio of legacy 
products called Pfizer Essential Health. 

Bourla, a 25-year Pfizer veteran, previ-
ously led the company’s Innovative Health 
business and was also previously group 
president of the Vaccines, Oncology and 
Consumer Healthcare business. Under his 
leadership, the oncology business tripled in 
size and the vaccines business grew by 50%.

A MORE FOCUSED PFIZER
The transition should be much steadier than 
the last one at Pfizer, when Read took the 
helm from Jeffrey Kindler in December 2010 
in a sudden leadership shakeup, and with 
the loss of the mega-blockbuster Lipitor 
looming on the horizon. Read has worked 
for Pfizer since 1978 and has been a steady 
leader with a focused strategy. 

His tenure was unmarked by any scandal, 
but he was also known to push the bound-
aries, particularly when it came to tangling 
with legislators and regulators in Washing-
ton, D.C. He didn’t flinch at the thought of 
moving the biggest American drug com-
pany outside the US, though the move 
never came to fruition. He has been one of 
the industry’s most outspoken advocates 
when it comes to pushing back on critics 
who challenge the industry’s drug pricing 
tactics, though he did surprise many earlier 
this year by backing down on portfolio price 
hikes after pressure from President Trump.

Read saw the company through the painful 
loss of Lipitor in 2011 and refocused the com-
pany in specialty areas like inflammation & im-
munology and oncology. Over his leadership 
tenure, the company’s revenues shrunk as the 
company absorbed the loss of Lipitor’s $11bn 
in revenues and $23bn in total patent losses, 
and the pipeline became more focused. Rev-

CONTINUED ON PAGE 4
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The Nobel Prizes awarded this week should remind us 
of the importance of a healthy academic ecosystem in 
supporting an innovative biotechnology industry and 
a profitable pharmaceutical industry. Sir Greg Winter, 
who shared the Nobel Prize in Chemistry for his work 
using phage display to evolve therapeutic antibodies, 
has previously said how lucky he was to be developing 
his science at the MRC Laboratory of Molecular Biology 
in Cambridge at a time when established pharma com-
panies were skeptical of its potential in the clinic. James 
Allison, who shared the Nobel Prize in Physiology or 
Medicine with Tasuku Honjo, also said his “spectacu-
lar” preclinical results with an antibody blocking CTLA-
4 failed to arouse the interest of mainstream pharma.

But in both cases, biotech eventually bridged the gap 
(Winter set up his own company; Medarex bought Al-

lison’s antibody). But pharma dived in a few years later, 
ultimately getting game-changing therapies including 
Humira and Yervoy to patients as well as making a very 
good return on investment. Meanwhile, in Japan, Honjo 
won the backing of Ono Pharmaceutical early on in a 
mutually beneficial relationship that led to the devel-
opment of Honjo’s studies of programmed cell death 
protein 1, partnership with Medarex and ultimately the 
approval of BMS’s PD-1 inhibitor Opdivo.

Nobel scientists recognize companies are needed to 
make their discoveries meaningful: Allison and Win-
ter are biotech entrepreneurs themselves. And Winter 
told Scrip after winning the Scrip Lifetime Achievement 
Award in 2015 that although he’s an academic at heart, 
his ideas “would have remained as scientific curiosities 
unless [he] had refined them in the fire of the market.”
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Champagne Flows As CTLA-4/PD-1 Pioneers Allison 
And Honjo Win Nobel Prize
https://bit.ly/2IwLoUP

Joint prize for MD Anderson’s James Allison and Kyoto 
University’s Tasuko Honjo for checkpoint immunotherapy 
reflects decades of research and billions of IO dollars for industry.

Lilly Looks To Emgality Access, Injector And Data To 
Differentiate Its CGRP Inhibitor
https://bit.ly/2IyUlN8

The three US FDA-approved anti-CGRP antibodies for migraine 
prevention have similar efficacy and matching prices, but Lilly 
thinks access to Emgality – including through value-based 
arrangements – along with the biologic’s ease of use and 
headache-free data will differentiate the product.

Promising Results In GSK Study Could Break Years Of 
TB Vaccine Deadlock
https://bit.ly/2O0X2xa

GlaxoSmithKline has published results from its latest Phase 
IIb trial of its investigational tuberculosis vaccine that show a 
subunit vaccine can reduce pulmonary TB, possibly leading the 
way for the first new vaccine for TB in over 90 years.

AZ Respiratory Head: Fasenra As Add-On 
Maintenance Can Reduce Exacerbations
https://bit.ly/2xTEwMZ

AstraZeneca’s head of respiratory tells Scrip BORA Phase III data 
should reinforce and extend physician confidence in Fasenra 
as a long-term asthma biologic. The drug is also driving wider 
growth of biologics in asthma.

Deal Watch: Pfizer Offloads Troubled ADHD Products 
To Manufacturer Tris
https://bit.ly/2xUdMfz

Tris acquires Pfizer subsidiary Nextwave, which developed 
pair of ADHD drugs using Tris delivery technology. Lilly gets 
oral CGRP candidate from Chugai, while Dova signs US co-
promotion partner for Doptelet.

Finance Watch: Morphic’s ‘Smooth’ Progress With Oral 
Integrin Inhibitors Justifies $80m Series B
https://bit.ly/2zMp2vw

Private Company Edition: Morphic raises $80m to take its 
first two integrin inhibitors into the clinic for fibrosis and 
inflammatory bowel disease. Also, Hillhouse has a new $10.6bn 
private equity fund for health care and other investments, and 
Atreca closes a $125m Series C.
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enues compressed from $67.8bn in 2010 to $52.5bn in 2017. The com-
pany’s stock price was trading as low as around $17 in 2011, but has 
grown steadily over the last year and opened Oct. 1 at $44.

In 2010, the company’s top drugs were largely in primary care, 
drugs like Lipitor, Enbrel, Lyrica, Prevnar, Celebrex and Viagra. Now, 
while top-sellers still include Lyrica, Prevnar and Enbrel (outside the 
US and Canada), growth drivers are largely in specialty areas and in-
clude Eliquis, Ibrance, Xeljanz and Xtandi. 

Read supported investing more in oncology and the company 
went from having one cancer medicine, Sutent (sutinib), in 2010 to 
having a portfolio of seven cancer medicines, including the block-
buster breast cancer medicine Ibrance (palbociclib), a first-in-class 
CDK4/6 inhibitor; Xalkori (crizotinib), a first-in-class ALK inhibitor; 
and Xtandi (enzalutamide), which the company gained through the 
$14bn acquisition of Medivation Inc. in 2016.

He successfully spun out the company’s animal health business 
into a public company Zoetis, which raised $2.2bn in the initial pub-
lic offering in 2013. In addition to Medivation, the company’s other 
big acquisition during Read’s tenure was the $17bn acquisition of  
Hospira Inc. in 2015, in which Pfizer built up its generic drug, sterile 
injectable and biosimilars businesses.

Read never pushed the company over the hurdle when it came to 
completing a mega-merger, though not for lack of trying. He tried to 
complete two mega-mergers, both at least partly for tax advantages, 
the first with AstraZeneca PLC for $119bn in 2014, but AstraZen-
eca fought off the attempt, and the second  with Allergan PLC for 
$160bn, which fizzled in 2016 after the US Treasury changed its tax 
rules to reduce some of the benefits.

After Allergan, Read abandoned his hope of moving Pfizer to a tax 
friendlier domicile and was an outspoken advocate for US corporate 
tax reform, which came in 2017.

He also oversaw a strategic review a long time in the making over 
whether or not to break up the company, something some investors 
had been pushing for to unlock trapped value. Ultimately, in 2016, 
the company decided the best path forward for Pfizer was to remain 
one company.

Perhaps Read’s biggest priority has been returning value to share-
holders, something the chief executive has been consistent on. Pfizer 
returned $120bn in capital to shareholders during his tenure and in-
creased the annual dividends by 70% to $1.36.

Read’s shoes may not be easy to fill, but it’s a good time at Pfizer 
for someone to try.  

Published online 1 October 2018

Novartis Cuts Jobs In Europe, Citing A Shifting 
Specialized Portfolio  
JESSICA MERRILL jessica.merrill@informa.com

Novartis AG will be making a significant headcount reduction 
at the company’s home country, a decision driven in part by 
the company’s increasing focus on specialized drugs over 

high-volume ones.
The Basel, Switzerland-headquartered company announced Sept. 

25 that it will cut a net of 1,700 jobs in Switzerland through 2022, 
taking into account the addition of 450 new jobs in cell and gene 
therapy. Another 395 positions in the UK will be eliminated as Novar-
tis closes one manufacturing facility.

Novartis said the job cuts reflect the evolving portfolio of the 
company, increasingly focused on specialty and personalized 
medicines rather than high-volume products, as well as the on-
going realignment of the company’s manufacturing network that 
began in 2015.

“This has led to a shift in investment strategy from more tradi-
tional production technologies to more advanced manufacturing 
platforms,” the company said in a statement. “In addition, the cre-
ation of an integrated manufacturing organization continues to 
create synergies.” 

The bulk of the cuts will come from manufacturing in Swit-
zerland, where a net 1,000 jobs will be eliminated in Basel, Sch-
weizerhalle, Stein and Locarno through 2022. The reductions are 
inclusive of the company’s recent decision to ramp up its cell and 
gene therapy manufacturing, which will bring about 450 new 
positions to Stein.  

The company is investing in cell and gene therapy R&D, hav-
ing launched its first CAR-T therapy, Kymriah (tisagenlecelucel), in 

2017 for pediatric acute lymphoblastic leukemia (ALL). Novartis 
also paid $8.7bn in April to buy the gene therapy specialist AveXis 
Inc., with a lead candidate for spinal muscular atrophy on track for 
a US FDA filing in the second half of this year.

Additionally, Novartis will exit manufacturing operations in 
Grimsby, UK by the end of 2020 in a phased two-year time ho-
rizon. The site employs about 395 employees and is part of the 
company’s active pharmaceutical ingredient production network. 
Novartis will consider divesting the facility or close the facility if a 
buyer isn’t found.

The decision will impact a little more than a quarter of Novar-
tis’ employees in the UK, as the company employs 1,500 people at 
three locations. 

CONTINUED FROM FRONT COVER
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MORE CONSOLIDATION TO 
GLOBAL SERVICE CENTERS
More job cuts will come in business ser-
vices, where the company has been shift-
ing responsibility to five Novartis Global 
Service Centers (NGSCs) since 2014, lo-
cated in lower-cost locations, including 
Dublin (Ireland), Hyderabad (India), Kuala 
Lumpur (Malaysia), Mexico City (Mexico) 
and Prague (Czech Republic). More man-
agement level positions will be shifting to 
those centers now as well, resulting in the 
elimination of up to 700 jobs, mostly at the 
company’s Basel campus. 

“We will continue to move more of our 
strategic roles and capabilities into these cen-
ters while we continue to move transactional 
roles as planned,” the company said. The NG-
SCs were created to consolidate operations 
and include services like information tech-
nology, financial reporting and accounting, 
market analytics and data management.

Novartis employs 12,800 people in Swit-
zerland and 125,000 around the world. The 
company said it remains committed to 
maintaining 10% of its global workforce in 
Switzerland, even though only 2% of global 
sales come from the region. The company 

pointed out that it has invested $1bn in 
manufacturing technologies in Switzerland 
over the last five years. In addition to the cell 
and gene therapy technologies in Stein, No-
vartis has invested in a Flow Through Chem-
istry Platform in Schweizerhalle, the build-
up of a continuous manufacturing plant in 
Basel and a new launch facility in Stein.

Novartis said it also is interested in maxi-
mizing the manufacturing capabilities of its 
Schweizerhalle site through collaborations 
with external partners to create a life sci-
ences park.  

Published online 25 September 2018

Takeda To Press On With Core R&D Strategy Post-Shire
IAN HAYDOCK ian.haydock@informa.com

Just over two years into its five-year ef-
fort to fundamentally transform its R&D 
activities, Takeda Pharmaceutical Co. 

Ltd. says the initiative has led to a more fo-
cused approach and an enlarged pipeline, 
fueled by an open approach to partnering. 

With a global emphasis on oncology, 
gastroenterology, neuroscience and vac-
cines, the company’s drug discovery units 
have been halved over the past few years to 
three – in Boston (US), Shonan (Japan), and 
San Diego (US). 

Fixed costs have been reduced through 
this and other restructuring, freeing up re-
sources for partnering and acquiring or gen-
erating innovation, and investing in building 
and progressing the pipeline, president and 
CEO Christophe Weber told the company’s 
recent R&D Investor Day in Tokyo.

A major step was taken last year to spin 
out the company’s in-house drug discov-
ery research division into a new entity, Ax-
celead, which became an independent 
company earlier this year with support from 
other investment partners.

Meanwhile, times to select development 
candidates have been cut, and “We are on 
track to achieve 11 planned candidate se-
lections in fiscal 2018 [ending next March 
31], of which five are small molecules,” Chief 
Medical and Scientific Officer Dr Andrew 
Plump told the meeting.

In total, 30 pipeline assets have pro-
gressed since April 2016, 45% of the cur-
rent pipeline is partnered, and 38% of the 
pipeline has orphan drug designation. 
Overall, this reflects a shifting focus to di-

versify modalities, with 60% of the Japa-
nese company’s research pipeline now 
accounted for by non-small molecules, 
Plump noted. 

The R&D transformation process began 
in 2015, and the main strategic takeaway 
messages were that changes have been 
made to the previous “ top-down hierar-

chical organization” to create a more per-
formance- and outcomes-driven culture 
to push innovation, promote experimen-
tation and tolerate and learn from failure, 
Plump said. 

WHAT WILL SHIRE BRING?
With the planned $62.4bn acquisition of 
Shire still on track to close in the calendar 
first half of 2019, another key message from 
the event was that there would be no fun-
damental change in R&D strategy in the 
merged company.

Antitrust regulatory clearances around 
the deal have so far in major markets such 
as the US and China have been “seamless”, 
Plump noted. 

While the deal will bring further financial 
stability and enable current R&D investment 
to be raised by at least $1bn - a 33% increase 
from the current base - Plump said the main 

change would be the added capability 
around rare diseases.

Weber reiterated a similar message on the 
sort of R&D expertise Shire will bring, with-
out derailing overall strategy. “In that sense, 
the Shire acquisition is not disruptive to our 
R&D, which in our mind was very important 
because you often pay a heavy price with 
M&A on the R&D front because you have 
years of disruption.

“This will not be the case here because 
we have already done the ‘disruption’ if 
you like.”

So
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NEW RARE DISEASES UNIT
Christopher Morabito, who is heading up the R&D integration pro-
cess for Takeda, told the meeting that bringing together the pipeline 
assets would be helped by the creation of a new specific rare dis-
eases therapeutic area unit.

This is expected to focus on “probably on a few specific indications 
such as hereditary angioedema, hematology including hemophilia, 
and lysosomal storage diseases,” reflecting Shire’s current portfolio 
and pipeline in these indications. 

This greater focus on rare diseases is also expected to help further 
tighten up the development cost base given the smaller patient 
populations, which will provide the chance “to be more productive 
with less financial investment,” Morabito predicted. 

More widely, synergies in the acquisition will “focus on pipeline ra-
tionalization, looking for redundancies in the workforce, increasing 
the leanness by tightening up that infrastructure, and then ultimately 
thinking about how to better leverage the R&D rare diseases exper-
tise in order to be more effective,” Morabito added. 

Besides the specific R&D assets Shire will bring, “Shire also has this 
strong capability of working with patients directly, working with pa-
tients’ organizations, working with families” to get new medicines to 
patients in an effective way, he added. 

Morabito also pointed to Shire’s “world-class regulatory expertise 
and top-notch talent…for clinical trial execution - it’s a machine”. 
The company works well both internally and with partners, and for 
instance enrolled the Takhzyro (lanadelumab-flyo) Phase III trial for 
hereditary angioedema - a “very rare disease” - at record pace. 

“So we look forward to learning from them about how to be even 
more effective operationally, in particular with clinical trials,” he said.

Addressing a question on how the corporate cultures might mesh, 
Morabito said the reception in Shire to “Takeda-ism”, a value system 
that includes integrity, fairness, honesty, has been “incredibly positive”. 

Despite the pipeline additions that Shire and other acquisitions 
have brought, Plump conceded at the meeting that “our Phase III 
pipeline today is not where it needs to be.”

In future, more spending will go towards the innovative pipe-
line, rather than the 60% currently spend on life cycle manage-
ment, although this figure in part reflects multiple indications 
being pursued for single or combination products in the oncol-
ogy space. Continued partnering, through in-licensing or targeted 

acquisitions, will remain a key facet of R&D strategy and a core part of 
Takeda’s overall R&D model, Plump stressed, helped by a dedicated, 
US-based Center for External Innovation. 

The rationale here is that this will enable the company to access 
external innovation while keeping in-house activities focused, and 
the same principles will be applied to Shire assets, Morabito noted.

Takeda entered into 56 partnerships in the fiscal year ended 
last March 31, linked to its core therapeutic interests or technol-
ogy platforms. However, given the size and financing needs of the 
Shire deal, and the already stated goal to pay off related debt in three 
to five years, Plump explained that: “it’s unlikely that we’ll have the 
resources to make a substantive acquisition”. 

Nevertheless, the expectation is that, within a “reasonable time 
frame, we’ll have a cash reserve to go out and do more through ac-
quisition or licensing.” 

Meanwhile, Takeda’s iPark open innovation initiative at its Shonan 
site in Japan is aiming to foster ventures and collaborations with in-
dustry, academia and government, although Weber explained that 
the company does not have any binding commitment or first refusal 
rights to projects developed by tenants.  

NEAR TERM HIGHLIGHTS
Turning to specific current Takeda pipeline assets, Plump highlighted 
three “next generation” therapies that the company believes will pro-
vide transformative benefits for patients, and for which pivotal results 
are expected in the near term.

These are: the NAE/NEDD8 inhibitor pevonedistat, in Phase III for 
high-risk myelodysplastic syndrome; the EGFR/HER2 inhibitor TAK-
788 for non-small cell lung cancer (Phase I); and the dengue vaccine 
TAK-003, for which the Phase III primary endpoint readout will be one 
of the “BIVIs” (big important value inflections) this fiscal year. 

Results for the live, attenuated tetravalent dengue vaccine are ex-
pected by the calendar end of this year, and the company is confi-
dent on both the efficacy and safety fronts.

‘AMAZING’ CHINA
While Takeda had been lagging in progressing its key innovative 
products in China, a ring-fenced budget had been provided to get it 
up to development speed in the country, Plump said. 

This is expected to lead to the launch of six new products and 14 
new indications there by 2020, including Entyvio (vedolizumab) for 
inflammatory bowel disease, for which a global data package has 
been allowed to support the NDA and priority review.

“All of Takeda’s global programs now include China from the early 
development phase [to enable parallel development] - it’s just so 
much opportunity that we’re beginning to realize in China. What’s go-
ing on in China right now is absolutely amazing,” Plump commented. 

“The speed with which China is embracing innovation is just 
remarkable.”                                          Published online 2 October 2018

From the editors of PharmAsia News.

LET’S GET
SOCIAL

We are tweeting, liking and sharing the latest industry news and 
insights from our global team of editors and analysts, join us!

@PharmaScrip

‘The Shire acquisition is not 
disruptive to our R&D...we have 
already done the disruption’ - 
Takeda CEO Christophe Weber



scrip.pharmaintelligence.informa.com 5 October 2018   |   Scrip   |   7

D E A L S

Just What We Were Looking For: Roche Pays €70m  
For Preclinical Anti-CD25 Asset 
ELEANOR MALONE eleanor.malone@informa.com

A little-known company based in the 
Stevenage Bioscience Catalyst be-
tween London and Cambridge, UK, 

has been acquired by Roche for €70m plus 
up to €585m in milestone payments. Roche 
says it may use Tusk Therapeutics’ asset in 
combination with its approved checkpoint 
inhibitor Tecentriq (atezolizumab), and could 
evaluate other combinations in the future.

Roche bought the company for its anti-
CD25 antibody, which is designed to tar-
get regulatory T-cells (Tregs) in the tumor 
micro-environment (TME). 

TARGETTING TREGS
The presence of Tregs in the TME reduces 
the body’s ability to control cancer cell 
growth and is correlated with a worse prog-
nosis. “Adding an approach for targeting or 
depleting Tregs to our cancer immunother-
apy portfolio has been a priority for Roche,” 
the Swiss giant told Scrip. It noted that Tusk’s 
antibody had been shown in preclinical ani-
mal models to deplete Tregs and “substan-
tially improve the efficacy of cancer immu-
notherapy agents.”

According to Roche, Tusk’s is the most ad-
vanced asset to test the hypothesis that tar-
geting Tregs in a tumor and not interfering 
with other immune cells acting against the 
tumor could help the effectiveness of can-
cer therapy. Tusk’s antibody was specifically 
selected to preserve interleukin-2 cytokine 
signaling, so as not to interfere with effec-
tor cell responses and immune activation 
beyond the TME. While several groups have 
been working on regulating Tregs in cancer, 
most block IL-2 signaling, thereby limiting 
their utility as therapeutic agents.

Roche had had its eye on Tusk for some 
time and first met the company at the J.P. 
Morgan conference in January 2017. Tusk’s 
CEO Luc Dochez said several parties had 
shown interest in its program, but that there 
had been “great chemistry” between his team 
and the Roche team and he decided “if any-
one could provide us with the best chance 
of success for this new approach it’s Roche.”

Tusk had been planning to begin first-in-
man Phase I trials of its anti-CD25 candidate 

in 2019. Licensed from University College 
London (UCL) and Cancer Research UK 
(CRUK) in 2017, the antibody was discov-
ered by Tusk in collaboration with Sergio 
Quezada, group leader and CRUK senior 
research fellow at the UCL Cancer Institute. 

Tusk presented proof of concept data at 
the 2018 American Association for Cancer 
Research meeting in April, showing that its 
candidate depletes Tregs while preserving 
IL-2 binding and signalling on effector T-cell, 
and creating “highly potent anti-tumor re-
sponses in monotherapy and combination 
therapy.” It has tested the candidate with 
PD-1 and PD-L1 therapies. Roche’s Tecentriq 
is a PD-L1 inhibitor.

Roche says its own expertise in cancer im-
munotherapy “ideally positions us to further 
develop this antibody with a novel mode of 
action.” The UK firm has other cancer immu-
notherapy assets, which Roche said it also 
assessed. However, “only Tusk’s anti-CD25 

project fit with pRED [Roche’s Pharma Re-
search and Early Development unit]’s needs,” 
it told Scrip.

TUSK’S SUCCESSOR FIRM WILL 
REASSESS PIPELINE
Tusk’s other lead program was an immuno-
modulatory anti-CD38 antibody directed 
against a novel epitope of the CD38 protein. 
The company had been working to broad-
en the application of targeting the CD38 
checkpoint from its existing use in multiple 
myeloma (eg Genmab AS/Janssen Bio-
tech Inc.’s Darzalex (daratumumab)) into 
solid tumors. However, disappointing data 
on Darzalex in solid tumors announced by 
Genmab/Janssen earlier this year have led 
Tusk to re-evaluate its own program. “CD38 
is in the parking lot. We’re still thinking 
about it,” the company’s CEO Luc Dochez 
told Scrip. 

Rather, the old Tusk team will focus on 
building data around other new targets un-
der their new incarnation as Black Belt Thera-
peutics. The new company will continue 
to be supported by Tusk’s majority investor 
DROIA Oncology Ventures of Belgium for the 
next 6-12 months until its programs “have 
more meat on the bone,” Dochez said. After 
that, it will look to attract more investors.

Other projects are still in target validation.
Tusk had previously raised €30m.  
Published online 30 September 2018

‘If anyone could provide 
us with the best chance 
of success for this new 
approach it’s Roche.’

Roche hopes Tusk holds 
the Treg depletion
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Midatech Divests US Unit To Focus On Its Rival Drug  
To Novartis’ Sandostatin LAR
STEN STOVALL sten.stovall@informa.com

By divesting its subsidiary in the US, 
Midatech Pharma PLC aims to 
simplify its R&D strategy and raise 

needed money to repay debt and prog-
ress its proprietary platforms to improve 
the delivery and quality of existing drugs. 
In particular it will focus on its lead prod-
uct, which seeks to better Novartis AG’s 
blockbuster Sandostatin LAR (octreotide 
acetate), according to the British bio-
tech’s recently installed CEO.

Based on recent clinical data Midatech – 
which was spun out of Cardiff University five 
years ago – has entered dialogue with the 
FDA aimed at progressing MTD201, its ver-
sion of Novartis’ Sandostatin long acting re-
lease product for acromegaly and carcinoid 
syndrome. 

A recent interim analysts of a proof of 
concept study showed MTD201 to be bet-
ter than the original product.

To advance MTD201 the biotech – which 
focuses on developing and commercializ-
ing products for rare diseases in oncology 
and immunotherapy – needs to generate 
funds, and believes it has done so by ar-
ranging the sale of Midatech Pharma US 
Inc. to Kanwa Holdings, LP an affiliate of 
Barings LLC, for up to $19m, comprising 
an initial consideration of $13m with up to 
$6m more dependent on 2018 and 2019 
net sales performance of certain products 
by the divested unit.  

The US unit being sold to Kanwa com-
mercializes oncology supportive care 
products which help patients manage the 
impact of their cancer as well as the side ef-
fects of their cancer therapy.

R&D FOCUS
Net proceeds of the sale will be used to 
fund Midatech’s key R&D priorities such as 
MTD201 and other clinical programs while 
also repaying an outstanding loan to Mid-
Cap Financial, CEO Craig Cook told Scrip. 

The focus of Midatech’s products is on 
improving how cancer drugs are delivered 
to the body, using its own  technologies, 
all of which use existing cancer therapies 
with its products in a new way to deliver the 

treatment at either the right time through 
sustained delivery over time or to the right 
place, specifically targeting a tumor site.

Midatech is developing three proprietary 
technologies all of which use nano or gold 
nano or microsphere particles to improve 
drug delivery into the body. 

In August the company announced in-
terim data from the first-in-human study of 
MTD201, a sustained-release treatment for 
carcinoid cancer and acromegaly. The eval-
uation compared MTD201 against Sand-
ostatin LAR (long acting release), Novartis’ 
sixth-best selling drug in 2017 with $1.6bn 
in revenues.

The primary objectives of that explor-
atory clinical trial were to compare the sus-
tained release profile of MTD201 with that 
of Sandostatin LAR, and to gain insights 
into the design of a follow-on pivotal reg-
istration study. 

BETTERING THE ORIGINAL
“Whilst one objective of the study was to 
determine whether MTD201 was bioequiv-
alent to Sandostatin LAR with a potentially 
shorter route to market, this data suggests 

that we have a better product with an im-
proved clinical profile,” the CEO told Scrip.

Cook, who took on the chief executive 
role in April, said Midatech’s technology 
used different formulations and different 
needle sizes, producing much lower pain at 
injection and less injection site reaction.

“A lot of Novartis’ patients had a lot of 
pain and tenderness whereas for our tech-
nology we didn’t have that at all for those 
on MTD201. Combined with the other ad-
vantages around smaller needle size, sim-
pler and more reliable reconstitution and 
injection, this could lead to a more valu-
able product either to develop internally or 
license to pharmaceutical partners,” he said.

The first generic version of Novartis’ im-
mediate release Sandostatin for the rare hor-
monal disorder acromegaly was launched 
in the US in 2011. But there are no generic 
versions of the standard Sandostatin long 
acting release version. 

There’s no generic version of Sandostatin 
LAR despite it going off patent two years 
ago. Novartis has continued filing patents on 
the technology so the patents are difficult to 
work around. But Midatech says it avoids 
those pitfalls by having its own intellectual 
property. “The technological know-how to 
equal the Novartis product has been very 
elusive and no-one to date has to my knowl-
edge been able to do that. So if we come to 
the market as an alternative to Novartis, the 
opportunity is substantial, because no-one 
else can do what we can do,” Cook said.

CEO OUTLINES IDEAL 
SCENARIO
Midatech has now begun a feedback dia-
logue with the FDA. If all goes to plan, Cook 
hopes a follow-on study in acromegaly 
using  MTD201 can begin in 2019  which 
hopefully would allow an NDA submission 
in 2020 and approval 2021.

“Now that the product has been validated 
in the clinic there’s obviously a number of in-
dications that we can extend this to in terms 
of depot formulations or depot prepara-
tions,” he added.  

Published online 30 September 2018

Midatech CEO Craig Cook

The focus of Midatech’s 
products is on improving 

how cancer drugs are 
delivered
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Parallel Trade Adds Up As Abacus Prepares IPO
KEVIN GROGAN kevin.grogan@informa.com

Business is booming at Danish paral-
lel trade company Abacus Medicine 
which has unveiled plans to list on the 

Frankfurt Stock Exchange. 
The initial public offering is expected to 

be completed by the end of 2018. It will 
consist of newly issued shares, raising pro-
ceeds of €40m, and the sale of stock from 
existing shareholders in Abacus, which is 
controlled by CEO Flemming Wagner – who 
set up the company with his father in 2004.

Over the last three years, the firm has 
grown revenues by around 50% per year 
and gained significant market share across 
Europe. In 2017, Abacus, which focuses on 
“the most attractive market segment of me-
dium-to-high and high-priced pharmaceuti-
cal products for diseases like cancer, multiple 
sclerosis, rheumatoid arthritis and diabetes,” 
generated revenues of €253.1m and adjust-
ed earnings before interest, tax, depreciation 
and amortization (EBITDA) of €9.9m; first-half 
2018 revenues rose 42% to €161.2m.

When asked by Scrip why the company 
believes that now is the right time for the 
IPO, Wagner said, “We’ve been growing 
quite fast and we can actually sell more 
than we buy – we need to buy before we 
can sell so we need more capital.” The total 
European parallel trade market – i.e. buying 
medicines in a country where the price is 
low, and repackaging and reselling them in 
countries where it is higher – was estimated 
to be worth €5.4bn for 2017 and is expected 
to grow to €6.2bn by 2022, driven by chang-
ing demographics, longer life expectancy 
and an increase in chronic diseases, lead-
ing to an overall growing demand for high-
priced medicines.  (Also see “Updated EU 
Guide On Safety Features Addresses Parallel 
Trade Repackaging” - Pink Sheet, 10 Jul, 2018.)

Interestingly, while the likes of Italy, Spain, 
Poland and Greece are widely perceived as 
the countries where the cheapest drugs can 
be sourced, that is not necessarily the case 

and Wagner noted that Germany was one 
of Abacus’s leading markets for purchasing. 
For the therapeutic areas that the com-
pany focuses on, Germany has some of the 
cheapest products in Europe, he stated – 
the country is also Abacus’s biggest market, 
with 59% of its revenues generated there. 

In 2017, the company generated two-
thirds of its revenues with products from the 
aforementioned medium-to-high and high-
priced segments. In the latter, sales prices 
typically range between €500-3,000 per 
product package and above, Abacus noted.

Wagner said that the company had dif-
ferentiated itself from competitors through 
the largest geographical footprint across 
Europe. It is present in 12 sales markets, 
which together represent approximately 
90% of the European parallel trade business, 
whereas most rivals are only active in three 
at most. 

He explained that this gave Abacus an 
advantage in terms of flexibility in sourc-
ing, helping it to adapt to and exploit 
fluctuations in market prices and de-
mand. Wagner noted that the company 
can move fast and redirect products from 
one market to another, therefore mitigat-
ing risk, thanks in large part to its strong 
analytical capabilities, advanced processes 
and proprietary IT systems.

The IT system that has been developed 
covers the whole supply chain, from the li-
censing process to repackaging and release 
of products, Wagner said. This gives Abacus 
another competitive advantage, he claimed, 
as rivals have in many cases bought in a 
large system and tried to make their opera-
tions fit that system, while Abacus has done 
the opposite.

The IT system is working so well, Wagner 
added, that the company obtained more 
than 800 new licenses from the European 
Medicines Agency in 2017, twice as many as 
its next rival “and most of our competitors in 

the top 10-15 had around 100.” As of June 
30 this year, Abacus had more than 2,800 li-
censes, covering around 1,000 products. 

The CEO also told Scrip about two “at-
tractive high-margin growth businesses” 
operating under Abacus’s wholly owned 
subsidiary Aposave. The first is the supply of 
comparator drugs for clinical trials, demand 
for which is rising as the number of  studies 
for innovative drugs in oncology, cardiovas-
cular disease and so on grows. Companies 
are increasingly turning to parallel trade to 
meet their sourcing needs, Wagner said, 
pointing out that it can be hard for compa-
ny A to ask company B to sent it 5,000 vials 
for a study that may be designed to show 
the superiority of company A’s product.

The lack of comparator drugs is one of 
the key reasons why studies are delayed, 
he noted, and the market for their supply 
is expected to grow from $1.9bn in 2017 to 
$3.3bn in 2025.

The second Aposave business involves 
trade with inlicensed medicines, a market 
that was estimated to be worth $5-$10bn. 
Wagner explained the way it works, giving a 
hypothetical example of a Hong Kong doc-
tor reading in an oncology journal about 
a drug licensed in the US or Europe which 
is not available in their territory. Through a 
highly regulated process, he can apply for 
an import licence on a named-patient basis, 
working through a parallel trade business, 
Wagner noted, stating that the market was 
a large one. 

He concluded by saying that Brexit 
would have a minimal effect on Abacus’s 
business, “as we do not have a lot of ex-
posure to the UK in terms of sales or pur-
chases. However, I personally hope that 
the UK will remain a close partner to the 
rest of Europe.”   (Also see “‘No-Deal’ Brexit: 
UK Would Keep Rules on Patents, SPCs & Par-
allel Trade” - Pink Sheet, 28 Sep, 2018.)  
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Crowdfunding Cancer Drug Development:  
Ability Pharma Hits Gold
KEVIN GROGAN kevin.grogan@informa.com

Spain’s Ability Pharmaceuticals is embracing the emerging 
space of biotech crowdfunding to help finance mid-stage tri-
als of its first-in-class compound initially being developed for 

endometrial and squamous lung cancers.
The compound in question, ABTL0812, causes cell death by autoph-

agy through the overexpression of TRIB3, an endogenous Akt regula-
tor. Ability claims that it is a first-in-class fully differentiated oral targeted 
anticancer compound inhibiting the PI3K/Akt/mTOR pathway without 
being a direct kinase inhibitor. In preclinical cancer models it has been 
demonstrated to be efficacious as a single agent “with an excellent 
safety profile in a broad spectrum of cancer types: lung, endometrial 
and pancreatic cancers and neuroblastoma,” the company added.

The Barcelona-based firm believes that the compound has also a 
synergistic effect with chemotherapy (taxanes, platinum compounds 
and gemcitabine) without increasing its toxicity. ABTL0812 is in Phase 
II trials in Spain and France as first-line therapy in combination with 
chemotherapy in patients with endometrial or squamous lung can-
cer. Ability has also been given the go-ahead for trials in the US of the 
drug in the aforementioned indications as well as pancreatic cancer. 

Speaking to Scrip at the BioSpain meeting in Seville this week, Abil-
ity CEO Carles Domenech noted that the company has got this far 
“without any big financing round, no series A.” Instead it has taken 
advantage of soft loans, i.e., borrowing on very favorable terms from 
government and winning backing from local venture capitalists.

Now Ability is in talks with VCs about raising €3-5m – but it has also 
launched an investment round of €1m with the Spanish crowdfund-
ing platform Capital Cell. Domenech said that the company was “a 
bit scared” at first about going down the crowdfunding route, con-
cerned that it may be perceived as an inability to raise cash from the 
usual sources, but it has already proved successful – since launch on 
Sept. 12, almost €400,000 has already been raised.

Speaking at BioSpain, Capital Cell director Daniel Oliver said that 
crowdfunding is beneficial for start-ups, acting as an alternative to 
VCs who may be put off by the lack of clarity over exit timing associ-
ated with young biotechs, especially those that analysts have trouble 

putting a valuation on. By definition, crowdfunding dramatically ex-
pands the investor base  – over 100 individuals have backed Ability’s 
round – and brings on board people who are interested in long-term 
projects and potentially a very healthy return with the risk spread out, 
he added. 

Domenech agreed, noting that the benefits could be considerable 
for the crowdfunders if all goes well for ABTL0812. Top-line Phase II 
results from the European trials are scheduled to read out next sum-
mer and Ability will then weigh up its options. 

The most likely of those is a listing on the Euronext stock exchange, 
Domenech told Scrip, in the autumn of 2019 if market conditions 
are promising.  There have been a number of success stories on the 
Euronext, he added, noting that the latter had been very supportive 
in advising Ability.

The company, which was established in 2009 after licensing mol-
ecules from a spin-off company of the University of the Balearic Is-
lands, will also be hoping to ink a collaboration with big pharma. A 
deal with a major player “would bring prestige and credibility to our 
project, while giving us more visibility.” He noted that the money that 
would come in from a big pharma tie-up “would increase the value 
of our company very quickly.”

The environment in which Ability carries out research has also 
changed rapidly, Domenech said, pointing out that when the com-
pany started out eight years ago, the focus was on targeted thera-
pies, but now with immuno-oncology taking center-stage, partners 
in the latter space could be interested in ABTL0812 and its potential 
as an add-on to immunotherapies.

Ability has also benefited from a partnership signed in May 2016 
with US-based, China-focused SciClone Pharmaceuticals Inc., giv-
ing the latter a license to develop and market ABTL0812 and follow-
up compounds in China, Hong Kong, Macau, Taiwan and Vietnam. 
The firm received an upfront payment and research funding, and 
including regulatory and sales milestones, the deal could be worth 
more than $20m.  

Published online 1 October 2018

Sanofi/Regeneron’s IO Springboard Libtayo Cleared 
For Skin Cancer
EMILY HAYES emily.hayes@informa.com

US FDA approval of Sanofi/Regeneron Pharmaceuticals 
Inc’s PD-1 inhibitor Libtayo (cemiplimab-rwlc) in a niche mar-
ket for cutaneous squamous cell carcinoma (CSCC) paves the 

way for development across a range of other indications as well for 
the partners’ immuno-oncology strategy more generally.

The FDA approved Libtayo on Sept. 28 for locally advanced squa-
mous cell carcinoma (CSCC) in patients who are not candidates fur 

curative surgery or radiation and metastatic CSCC, ahead of the drug’s 
Oct. 28 action date. The drug also is under review in Europe, with a 
decision expected in the first half of 2019. A sales force was already 
lined up to launch the drug in the US, where its list price – before 
discounts and rebates negotiated with payers – is $9,100 per three-
week treatment cycle. (Also see “Regeneron Tries To Put Focus On PD-1 
Program, Not Sluggish Autoimmune Sales” - Scrip, 3 May, 2018.)
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Libtayo is the sixth member of the PD-1/L1 checkpoint inhibitor 
family to win approval in the US, but the first to get a CSCC indication. 
Bristol-Myers Squibb Co.’s Opdivo (nivolumab) and Merck & Co. 
Inc.’s Keytruda (pembrolizumab) also are PD-1 inhibitors. AstraZene-
ca PLC’s Imfinzi (durvalumab), Roche’s Tecentriq (atezolizumab) and 
Merck KGAA/Pfizer Inc.’s Bavencio (avelumab) are PD-L1 inhibitors.

It’s still unclear whether there are differences in safety and effica-
cy between the PD-1 and PD-L1 mechanisms, but Merck is widely 
viewed as having the most success with its PD-1 inhibitor Keytruda.

Regeneron and Sanofi are targeting a niche market within CSCC. 
There are about 750,000 cases a year of CSCC in the US, but most are 
trivial. A lesion may be excised with minor surgery and “that’s the end 
of the story,” explained Israel Lowy, vice president of clinical sciences, 
head of translational science and oncology at Regeneron.

But illness becomes more advanced and recurs in 1% of cases 
and these patients may need more resection or radiation treatment. 
However, at some point it is no longer resectable and/or patients 
can’t tolerate radiation anymore, Lowy said. There is no approved 
systemic therapy for these patients and doctors may try various che-
motherapies off-label, but they don’t work very well, so the average 
life span is about a year, he said.

This is where Libtayo fits in. The filing for cemiplimab was support-
ed by EMPOWER-CSCC 1, a single-arm, open-label study in which ap-
proximately two-thirds of the 59 participants had progressed follow-
ing systemic chemotherapy or radiation. Patients received a 3 mg/kg 
dose of cemiplimab every two weeks. Results were published in the 
New England Journal of Medicine on July 26. Of the 59 patients, 47% 
responded. The duration of response exceeded six months for 57% 
of patients and 82% continued to respond at the time of the data 
cut-off, investigators reported.

“The response rate was not only high, it was deep and it was du-
rable,” Lowy said in an interview.

Asked whether competing PD-1/L1 therapies could be used off 
label in this setting, Lowy noted that cemiplimab will be the only one 
“explicitly approved for this indication and that often drives a lot of 
usage, because it affects reimbursement.”

None of the other PD-1/L1 inhibitors are in development for CSCC, 
according to the Biomedtracker database. BMO Capital Markets has 
forecast peak sales of $350m for treatment of CSCC.

CSCC JUST THE BEGINNING
CSCC is a modestly-sized indication for sure, but it’s a foot in the door 
of a much broader immuno-oncology (IO) playing field. 

Cemiplimab was developed as part of a broader 2015 partnership 
between Sanofi and Regeneron. (Also see “Sanofi Sees Cemiplimab As 
Path To Relevance In Immuno-Oncology” - Scrip, 13 Dec, 2017.)

During an analyst day at the end of 2017, Sanofi execs acknowl-
edged that although cancer had been a strong point for the compa-

ny in the past, it missed the boat in IO. (Also see “Sanofi Sees Cemiplim-
ab As Path To Relevance In Immuno-Oncology” - Scrip, 13 Dec, 2017.)

When the partners began their commitment to immunotherapy 
for tumors a little over three years ago, they realized that combina-
tions were key and that PD-1 inhibitors were a foundational element. 
The partners wanted to have the flexibility to put together combina-
tions without being encumbered by usage or commercial require-
ments of other companies, said Lowy.

Prior to Regeneron, Lowy worked for eight years (2002 to 2010) 
as senior director of clinical science at Medarex, which developed 
Opdivo and the CTLA-4 inhibitor Yervoy (ipilimumab) and was ac-
quired by partner Bristol-Myers Squibb Co. for $2.4bn in 2009. (Also 
see “Bristol-Myers Squibb Buys Medarex: Adds Eighth ‘Pearl’ To String” 
- Pink Sheet, 27 Jul, 2009.) Regeneron and Sanofi screened thousands 
of antibodies and put them through rigorous tests to ensure they 
would get a candidate that would perform at least as well as the mar-
keted PD-1 inhibitors.

“We never from the outset wanted to claim that ours would be 
better. We wanted to be able to say it’s at least as good as anybody 
else’s. And we are convinced that is the case,” Lowy said.

The exec noted that the 47% response rate in CSCC is the highest 
seen in any solid tumor, granted this tumor type has especially high 
mutation burden, which is associated with better response to PD-1 
inhibitors. (Also see “TMB Biomarker Is A Winding Path Rather Than 
Straight Road” - Scrip, 14 Jun, 2018.)

“We are really all about the long-term game here,” Lowy said.  
Published online 30 September 2018

Cemiplimab Trials

TRIAL
PRIMARY  
COMPLETION DATE

PHASE III

Cemiplimab and platinum-based chemothera-
py in first-line (1L) squamous or nonsquamous 
NSCLC, less than 50% PD-L1 positive

July 2022

Cemiplimab with platinum-based chemo with 
Yervoy vs. Keytruda in 1L squamous or non-
squamous NSCLC  > 50% PD-L1 expression

March 2023

Cemiplimab vs. chemo in advanced recurrent or 
metastatic platinum refractory cervical cancer

January 2022

PHASE II

High and standard-dose cemiplimab with 
Yervoy in second-line (2L) advanced NSCLC, 
squamous and non-squamous, less than 50% 
PD-L1 expression

January 2022

Cemiplimab plus therapeutic vaccine ISA101b 
in oropharyngeal cancer

January 2020

PHASE I/II

Cemiplimab with CD3 targeteted REGN4018 in 
platinum-resistant ovarian cancer

April 2022

Sanofi’s anti-CD38 targeted isatuximab with 
cemiplimab in advanced malignancies

August 2022

Isatuximab with cemiplimab in relapsed or 
refractory multiple myeloma

January 2021

Source: Clinicaltrials.gov

‘We never from the outset wanted to 
claim that ours would be better. We 
wanted to be able to say it’s at least 
as good as anybody else’s.’
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“closely scrutinise information about medical products … 
including an evaluation of the limitations and reliability of 
that information”. The guidance does not relate to commu-
nication with health care professionals (HCPs; except when 
they are serving in a capacity as one of the above entities) 
or consumers. 

• The Approved Indication 
HCEI on approved products must relate to an approved 
indication – in other words, to the disease, manifestation or 
symptoms associated with a disease or condition in a patient 
population for which the drug is indicated in FDA-approved 
labelling. (The guidance covering communications consis-
tent with FDA labelling is discussed in greater detail under 
“Communication Consistent with Labelling” below. 

• The Required Evidentiary Support 
The evidence presented as HCEI must follow the CARSE prin-
ciple, meaning that it must be Competent, Reliable, Scientific 
Evidence. A foundational requirement is that the HCEI must 
not be considered false or misleading. The study data must 
be accurately represented, and the study design, methodology 
and limitations must be clearly disclosed. Anecdotal evidence 
from customers, magazine and newspaper articles, and sales 
materials do not qualify as CARSE.

Unfortunately, the agency’s guidance does not delineate 
clearly between a scientific exchange and promotional 
activity. In general, it is clear that a scientific exchange is 
educational in nature, unsolicited and delivered by Medical 
Affairs. In contrast, promotional activity has a sales bent to 
it, and is delivered by Marketing and Sales. Subject to greater 
scrutiny by the FDA, promotional information is overseen 
by the Office of Prescription Drug Promotion (OPDP). It is 
important to realise that an audience receiving communica-
tion that is deemed promotional is not required to keep that 
information confidential, so payers could, conceivably share 
such information. 

The Academy of Managed Care Pharmacy (ACMP) is 
continuing to seek clarity on this subject, stating that it is 
“looking forward to working with Congress, the FDA, and 
stakeholders … to provide additional clarity to manufacturers 
and payers regarding truthful and non-misleading commu-
nications pre-FDA approval”. 

Pre-approval Information Exchange:  
A Breakthrough For Manufacturers And Payers Alike
The FDA’s final guidance on HCEI differs from the draft doc-
ument in that it also creates a “safe harbour” for manufac-
turers to discuss HCEI with payers on unapproved products 
or unapproved uses of marketed products in a pre-approval 
information exchange (PIE). In other words, within the con-

fines of HCEI, manufacturers can now discuss off-label uses 
and not-yet-approved products with payers. 

This provision satisfies the longstanding need of payers 
and population health policymakers for information about 
treatments 12 to 18 months in advance of marketing approval 
to develop their budgets and make coverage decisions. Now, 
manufacturers can share information on the indication being 
sought, the anticipated timeline for approval, the expected 
product pricing, patient utilisation research and information 
on product-related programs/services. This information ex-
change must be a factual presentation of clinical data and 
not veer into value messages. Details should include the study 
design, methodology and full findings, confirmation that the 
product/use is not yet approved, and a copy of the most recent 
FDA-required label. 

Communications Consistent With Labelling
As noted above, communications of a product’s HCEI must 
relate to the FDA-approved labelling. The FDA has clarified 
what constitutes medical information that is Consistent with 
the FDA-Required Labelling (CFL) by explaining what is not 
CFL. If the answer to any of the following questions is “yes,” 
then the communication is considered inconsistent.

• Does the information cover different conditions of use from 
the label? These conditions include:

  Indication
  Patient population
   Limitations and directions for handling, preparing 

and/or using the product
    Recommended dose or use regimen or route of  

administration

• Does the communication increase the potential for harm, 
negatively altering the benefit/risk profile of the product?

• Given the representations of suggestions in the communi-
cation, can the product still be used safely and effectively in 
accordance with the FDA-required labelling? 

Examples of topics that would not be consistent with the 
label include those related to treating or diagnosing a disease 
other than the approved indication; to an unapproved patient 
population; to the use of a different treatment modality; or 
to a different route of administration, dose, dosage form, 
strength or length of regimen. 

CFL communications should relate back to the data on 
the same topic in the FDA-required labelling. For example, if 
the communication provides postmarketing rates of adverse 
events, it should also include the rate of adverse events seen 
in clinical trials and reported in the FDA label.

Payer Communications: 
More Clarity, Opportunity And Responsibility Following New FDA Guidance

By Nathan White, Senior Vice President, Integrated Access and Outcomes Solutions Access, ICON

F
or more than 20 years – from the passage of the 
US Food and Drug Administration Modernization 
Act (FDAMA) in 1997 until just this year – the life 
sciences industry has had little to go on when de-
ciding what health economic information about 

products could be shared with payers. This was especially 
true with regard to products or indications that had not yet 
been granted marketing approval; the boundaries of what 
was permissible were blurry at best. As a result, most man-
ufacturers of pharmaceuticals and medical devices took a 
very conservative approach, which in turn forced payers to 
make formulary and budgetary decisions for their covered 
populations without all of the information they needed. 

In June of 2018, the Food and Drug Administration (FDA) 
released two final guidance documents that eliminate most (but 
not all) of the uncertainty that manufacturers have faced: “Drug 
and Device Manufacturer Communications with Payors, Formu-
lary Committees, and Similar Entities – Questions and Answers” 
and “Medical Product Communications that Are Consistent with 
the FDA-Required Labeling – Questions and Answers”. Here we 
review the most significant provisions of these two documents 
and outline the key takeaways for manufacturers in a recap of 
a webinar, “Industry Analysis: Impact of FDA’s Recent Guidance 
on Payer Communications”. 

New, Definitive Concepts Related To Communicating  
With Payers

The guidance on communicating with payers provides far 
greater clarity in four areas, that despite being quite basic, 
had been sketchy in the past:

• The Definition of Health Care Economic Information (HCEI)
The FDA defines HCEI as any information that conveys the 
economic consequences related to the clinical outcomes 
of treating a disease (or specific aspect of a disease) or of 
preventing or diagnosing a disease. An HCEI analysis can 
compare one product with another, with another intervention, 
or with no intervention. Such information can be presented 
in an evidence dossier, publication reprint, budget impact 
model, modelling software, slide presentation or payer bro-
chure, amongst others.

• The Definition Of Payers And Similar Entities
The guidance relates specifically to payers, formulary com-
mittees and similar entities. This, by the agency’s definition, 
includes drug information centres, technology assessment 
panels and pharmacy benefit managers. The FDA recognis-
es that they represent a “sophisticated audience”… able to 

Acceptable HCEI Topics
• Duration of treatment
• Practice setting
• Burden of illness
• Dosing
• Persistence
• Patient subgroups
• Length of hospital stay

•  Validated surrogate endpoints
•  Clinical outcome assess-

ments or other health  
outcome measure

• Comparisons
• Adherence and compliance

Acceptable CFL Topics
• �Comparison�of�safety/efficacy�

with another product in the 
same indication

• Adverse reactions
• Onset of action
• Long-term�safety�and�efficacy
• Patient subgroups

• Adherence/compliance
• Pain
• Patient perspectives
• Health outcomes studies
• Method of action
•  Tolerability with concomitant 

medication
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“closely scrutinise information about medical products … 
including an evaluation of the limitations and reliability of 
that information”. The guidance does not relate to commu-
nication with health care professionals (HCPs; except when 
they are serving in a capacity as one of the above entities) 
or consumers. 

• The Approved Indication 
HCEI on approved products must relate to an approved 
indication – in other words, to the disease, manifestation or 
symptoms associated with a disease or condition in a patient 
population for which the drug is indicated in FDA-approved 
labelling. (The guidance covering communications consis-
tent with FDA labelling is discussed in greater detail under 
“Communication Consistent with Labelling” below. 

• The Required Evidentiary Support 
The evidence presented as HCEI must follow the CARSE prin-
ciple, meaning that it must be Competent, Reliable, Scientific 
Evidence. A foundational requirement is that the HCEI must 
not be considered false or misleading. The study data must 
be accurately represented, and the study design, methodology 
and limitations must be clearly disclosed. Anecdotal evidence 
from customers, magazine and newspaper articles, and sales 
materials do not qualify as CARSE.

Unfortunately, the agency’s guidance does not delineate 
clearly between a scientific exchange and promotional 
activity. In general, it is clear that a scientific exchange is 
educational in nature, unsolicited and delivered by Medical 
Affairs. In contrast, promotional activity has a sales bent to 
it, and is delivered by Marketing and Sales. Subject to greater 
scrutiny by the FDA, promotional information is overseen 
by the Office of Prescription Drug Promotion (OPDP). It is 
important to realise that an audience receiving communica-
tion that is deemed promotional is not required to keep that 
information confidential, so payers could, conceivably share 
such information. 

The Academy of Managed Care Pharmacy (ACMP) is 
continuing to seek clarity on this subject, stating that it is 
“looking forward to working with Congress, the FDA, and 
stakeholders … to provide additional clarity to manufacturers 
and payers regarding truthful and non-misleading commu-
nications pre-FDA approval”. 

Pre-approval Information Exchange:  
A Breakthrough For Manufacturers And Payers Alike
The FDA’s final guidance on HCEI differs from the draft doc-
ument in that it also creates a “safe harbour” for manufac-
turers to discuss HCEI with payers on unapproved products 
or unapproved uses of marketed products in a pre-approval 
information exchange (PIE). In other words, within the con-

fines of HCEI, manufacturers can now discuss off-label uses 
and not-yet-approved products with payers. 

This provision satisfies the longstanding need of payers 
and population health policymakers for information about 
treatments 12 to 18 months in advance of marketing approval 
to develop their budgets and make coverage decisions. Now, 
manufacturers can share information on the indication being 
sought, the anticipated timeline for approval, the expected 
product pricing, patient utilisation research and information 
on product-related programs/services. This information ex-
change must be a factual presentation of clinical data and 
not veer into value messages. Details should include the study 
design, methodology and full findings, confirmation that the 
product/use is not yet approved, and a copy of the most recent 
FDA-required label. 

Communications Consistent With Labelling
As noted above, communications of a product’s HCEI must 
relate to the FDA-approved labelling. The FDA has clarified 
what constitutes medical information that is Consistent with 
the FDA-Required Labelling (CFL) by explaining what is not 
CFL. If the answer to any of the following questions is “yes,” 
then the communication is considered inconsistent.

• Does the information cover different conditions of use from 
the label? These conditions include:

  Indication
  Patient population
   Limitations and directions for handling, preparing 

and/or using the product
    Recommended dose or use regimen or route of  

administration

• Does the communication increase the potential for harm, 
negatively altering the benefit/risk profile of the product?

• Given the representations of suggestions in the communi-
cation, can the product still be used safely and effectively in 
accordance with the FDA-required labelling? 

Examples of topics that would not be consistent with the 
label include those related to treating or diagnosing a disease 
other than the approved indication; to an unapproved patient 
population; to the use of a different treatment modality; or 
to a different route of administration, dose, dosage form, 
strength or length of regimen. 

CFL communications should relate back to the data on 
the same topic in the FDA-required labelling. For example, if 
the communication provides postmarketing rates of adverse 
events, it should also include the rate of adverse events seen 
in clinical trials and reported in the FDA label.

Payer Communications: 
More Clarity, Opportunity And Responsibility Following New FDA Guidance

By Nathan White, Senior Vice President, Integrated Access and Outcomes Solutions Access, ICON

F
or more than 20 years – from the passage of the 
US Food and Drug Administration Modernization 
Act (FDAMA) in 1997 until just this year – the life 
sciences industry has had little to go on when de-
ciding what health economic information about 

products could be shared with payers. This was especially 
true with regard to products or indications that had not yet 
been granted marketing approval; the boundaries of what 
was permissible were blurry at best. As a result, most man-
ufacturers of pharmaceuticals and medical devices took a 
very conservative approach, which in turn forced payers to 
make formulary and budgetary decisions for their covered 
populations without all of the information they needed. 

In June of 2018, the Food and Drug Administration (FDA) 
released two final guidance documents that eliminate most (but 
not all) of the uncertainty that manufacturers have faced: “Drug 
and Device Manufacturer Communications with Payors, Formu-
lary Committees, and Similar Entities – Questions and Answers” 
and “Medical Product Communications that Are Consistent with 
the FDA-Required Labeling – Questions and Answers”. Here we 
review the most significant provisions of these two documents 
and outline the key takeaways for manufacturers in a recap of 
a webinar, “Industry Analysis: Impact of FDA’s Recent Guidance 
on Payer Communications”. 

New, Definitive Concepts Related To Communicating  
With Payers

The guidance on communicating with payers provides far 
greater clarity in four areas, that despite being quite basic, 
had been sketchy in the past:

• The Definition of Health Care Economic Information (HCEI)
The FDA defines HCEI as any information that conveys the 
economic consequences related to the clinical outcomes 
of treating a disease (or specific aspect of a disease) or of 
preventing or diagnosing a disease. An HCEI analysis can 
compare one product with another, with another intervention, 
or with no intervention. Such information can be presented 
in an evidence dossier, publication reprint, budget impact 
model, modelling software, slide presentation or payer bro-
chure, amongst others.

• The Definition Of Payers And Similar Entities
The guidance relates specifically to payers, formulary com-
mittees and similar entities. This, by the agency’s definition, 
includes drug information centres, technology assessment 
panels and pharmacy benefit managers. The FDA recognis-
es that they represent a “sophisticated audience”… able to 

Acceptable HCEI Topics
• Duration of treatment
• Practice setting
• Burden of illness
• Dosing
• Persistence
• Patient subgroups
• Length of hospital stay

•  Validated surrogate endpoints
•  Clinical outcome assess-

ments or other health  
outcome measure

• Comparisons
• Adherence and compliance

Acceptable CFL Topics
• �Comparison�of�safety/efficacy�

with another product in the 
same indication

• Adverse reactions
• Onset of action
• Long-term�safety�and�efficacy
• Patient subgroups

• Adherence/compliance
• Pain
• Patient perspectives
• Health outcomes studies
• Method of action
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Advice For Manufacturers
In light of these changes and clarifications, 
we advise life sciences companies to take 
advantage of their newly sanctioned capa-
bilities where appropriate. Doing so should 
entail:

• Familiarising yourself with the guidance 
documents, including a review of the exam-
ples the FDA provides of what is consistent/
inconsistent with the FDA-required label. In 
an informal poll of the attendees at ICON’s 
webinar on the subject, over half (54%) had 
not read either the draft or final guidance. 

• Examining your Standard Operating Proce-
dures (SOPs) to ensure that they reflect the 
new guidance. In the same informal webinar 
poll, more than two thirds (68%) of attendees 
had not changed their SOPs as a result of the 
published guidance. 

• Evaluating all payer communications 
against the standard that they must be truth-
ful and not misleading and consistent with 
the FDA-required label. As such, the product 
information must be accurately character-
ised and contextualised. You cannot “cher-
ry pick” what you share; unfavourable or 
inconsistent findings must be disclosed and 
findings must not be overstated.

• Providing updates on changing informa-
tion. If data that have been shared on an 
unapproved product or use changes, you 
have an obligation to issue an update. This 

requires having a tracking system in place 
to know what information has been released 
to whom. 

Although the June 2018 guidance from 
the FDA does not address every question 
that has long vexed manufacturers with 
respect to sharing health economic data 
with payers, it is a major leap forward, not 
just in terms of clarity, but in the oppor-
tunities it affords manufacturers. Perhaps 
the most beneficial aspect is the provision 
of a safe harbour for pre-approval infor-
mation exchange with payers. One area 
deserving of additional exploration is the 
delineation between scientific exchange 
and promotional activity. For now, it is 
safest to assume that HCEI disseminated to 
payers is promotional and therefore subject 
to regulation by the Office of Prescription 
Drug Promotion.

For more information on HCEI commu-
nication, please download our webinar 
at www.iconplc.com/webinar-hcei.

Author:
Nathan White is Senior Vice President, 
Integrated Access and Outcomes Solutions 
Access, at ICON. He has over 16 years of 
experience providing pharma and biotech 
clients advice on global, US and European 
market access and reimbursement chal-
lenges. For more information visit www.
ICONplc.com/commercialisation.

About ICON

ICON plc is a global provider of outsourced development solutions and services to 

the pharmaceutical, biotechnology and medical device industries. The company 

specialises in the strategic development, management and analysis of programmes 

that support clinical development. With headquarters in Dublin, Ireland, ICON 

currently operates from 93 locations in 38 countries and has approximately 13,650 

employees. Further information is available at ICONplc.com.

Perhaps the  
most beneficial 

aspect is the 
provision of a  

safe harbour for 
pre-approval 
information 

exchange with 
payers.



scrip.pharmaintelligence.informa.com 5 October 2018   |   Scrip   |   15

A P P R O VA L S

First Approval Globally For Gilteritinib, In Japan For AML
IAN HAYDOCK ian.haydock@informa.com

Astellas Pharma Inc.’s Xospata (gil-
teritinib) has received its first ap-
proval globally, in Japan for FLT3 

mutation-positive relapsed or refractory 
acute myeloid leukemia (AML), marking 
the first commercial entry of another op-
tion in the increasingly competitive AML 
space as a varied range of new therapies 
move to market.

The oral FLT3 (FMS-like tyrosine kinase 3) 
inhibitor was filed for approval in the indi-
cation in Japan only in March, around the 
same time that it was submitted for the 
same use in the US, where the FDA has 
granted orphan designation for AML along 
with a priority review, with the PDUFA goal 
date set at Nov. 29. 

Orphan drug designation has also 
been awarded by the European Commis-
sion in Europe, where Phase III develop-
ment is underway.

Despite the new approval. the commer-
cial opportunity in Japan looks set to be 
limited by relatively small patient num-
bers, with all types of AML affecting only 
around 5,500 people in the country an-
nually, and FLT mutations seen in around 
a third of these. Informa’s Datamonitor 
Healthcare forecasts modest sales of 
$30.7m for gilteritinib in its patient-based 
forecast for 2025, versus around $166m in 
the US the same year.

Gilteritinib has demonstrated inhibitory 
activity against both internal tandem du-
plication (ITD) and tyrosine kinase domain 
(TKD) FLT3 mutations, and the approval 

was supported by interim results from the 
ongoing multinational, 371-patient Phase 
III ADMIRAL trial, an open-label study of 
gilteritinib versus salvage chemotherapy 
in adult patients with FLT3 mutations who 
are refractory to, or have relapsed after, 
first-line AML therapy. The co-primary end-
points of the trial are overall survival and 
CR/CRh2 rate.

‘SAKIGAKE’ STATUS 
Gilteritinib was one of the first drugs to be 
granted formal “sakigake” breakthrough 
designation in Japan, back in October 2015, 
for the AML indication, and the regulatory 
review system for pioneering drugs enables 
priority review and early approval to expe-
dite patient access. 

This is backed up by submission of fur-
ther data where appropriate and also usu-
ally a requirement for a comprehensive 
postmarketing safety and efficacy surveil-
lance scheme. 

Gilteritinib was originally discovered 
through a research collaboration with mid-
sized Japanese firm Kotobuki Pharmaceu-
tical Co. Ltd., from which Astellas licensed 
exclusive global rights to develop, manufac-
ture and commercialize the molecule.

The companies have collaborated previ-
ously on the SGLT2 inhibitor for type 2 dia-
betes ipragliflozin, which was approved in 
Japan as Suglat and the first in its class in 
early 2014. 

Astellas is conducting a multi-indication 
develop program, with Phase III trials also 
underway in post-chemotherapy mainte-

nance AML and post-hematopoietic stem 
cell transplant AML, Phase II/III trials in newly 
diagnosed AML with low intensity induc-
tion of chemotherapy, and with high inten-
sity induction of chemotherapy (Phase I).

RISING COMPETITION 
The AML area is expected to see consider-
able growth over the next several years, as 
newer agents reach the market, according 
to Datamonitor analysts. An annual growth 
rate of around 30% and a market value that 
will rise from $153m in 2016 to $1.6bn in 
2025 will be driven by the launch of new 
therapies across a range of treatment set-
tings, as well as an increase in disease preva-
lence, they predict. 

Reflecting a broad diversity of therapeutic 
approaches, Datamonitor believes there are 
nearly a dozen different drug classes likely 
to be approved by 2025 across the major 
markets including the US, Japan, and Eu-
rope, with FLT3 inhibitors making the largest 
contribution to growth. Just recently, Agios 
Pharmaceuticals Inc.’s IDH1 inhibitor, Tib-
sovo (ivosidenib), was approved in the US 
for relapsed or refractory AML patients test-
ing positive for an IDH1 mutation, while 
Agios and Celgene Corp. gained US FDA 
approval for the IDH2 inhibitor, Idhifa (ena-
sidenib), in August 2017.  (Also see “Tibsovo 
Approval Makes Agios’ Second AML Approval 
In A Year; Priced At $26k For 30 Days” - Scrip, 
20 Jul, 2018.)

Novartis AG’s FLT3 inhibitor, Ry-
dapt (midostaurin), was also approved for 
FLT+ AML in 2017 in the US and Europe. 
Meanwhile, Daiichi Sankyo Co. Ltd.’s 
FLT3 inhibitor, quizartinib, has demon-
strated an overall survival benefit as a sin-
gle agent compared with chemotherapy 
in the pivotal QuANTUM-R study of re-
lapsed/refractory AML patients with FLT3-
ITD mutations, giving the company a po-
tential foot in the door for the indication.

Another Japanese player, Otsuka Phar-
maceutical Co. Ltd. is progressing gua-
decitabine as a candidate, and although this 
recently failed in a study in first-line use in 
older AML patients, studies are continuing 
in the relapsed/refractory setting.   (Also see 
“Otsuka’s Guadecitabine Fails in ASTRAL-1 But 
AML Studies Continue” - Scrip, 1 Aug, 2018.)
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Astellas is positioning oncology as a key 
strategic area, and this focus received an-
other boost from another new approval in 
Japan of Blincyto Drip Infusion 35μg (blina-
tumomab), for the treatment of relapsed or 
refractory B-cell acute lymphoblastic leuke-
mia (ALL), an aggressive B-cell malignancy. 

 This form of ALL has a very poor prog-
nosis, with a median overall survival of 
three to five months, and post-relapse sur-
vival in children with ALL is only 40-50%. 
There are around 5,000 ALL patients in Ja-
pan, of whom around 520 have relapsed/
refractory disease. 

The CD19-directed product is the first bi-
specific antibody CD3 T-cell engager (BiTE) 
immunotherapy construct to be approved 
globally, and marks the first oncology ap-
proval for the Amgen Astellas BioPharma 
KK collaboration in Japan. 

There is no established therapy for the 
indication in Japan, which is usually treated 

with various chemotherapy regimens, and 
Blincyto is seen as aiding to allogenic hema-
topoietic stem cell transplant, Dr. Hitoshi Ki-
yoi of Nagoya Graduate School of Medicine 
said in a statement. 

The approval is based on data from mul-
tiple global studies, including the Phase III, 
open label TOWER trial showing better im-
provement in median overall survival versus 
standard chemotherapy (7.7 months vs 4.0 
months), and a 35-patient Japanese Phase 
Ib/II study.   

Blincyto is now approved in 57 countries, 
including the US, all member countries in 
the European Union and the European Eco-
nomic Area, Canada and Australia. 

ADCETRIS NOD
Elsewhere in oncology, Takeda Pharma-
ceutical Co. Ltd.’s Adcetris (brentuximab ve-
dotin) has also just been approved in Japan 
in combination with doxorubicin, vinblas-

tine and dacarbazine for the front-line treat-
ment of CD30-positive Hodgkin lymphoma, 
following an approval filing this January. 

The product was first launched in the 
country with orphan status in 2014 for 
CD30-positive relapsed or refractory Hodg-
kin lymphoma or relapsed/refractory CD30-
positive anaplastic large cell lymphoma. 

The new approval is based on the in-
ternational Phase III, 1,334-patient ECH-
ELON-1 study comparing the Adcetris 
regime with doxorubicin, bleomycin, vin-
blastine and dacarbazine (the standard of 
care) in Stage III or IV patients not previ-
ously treated with systemic chemotherapy 
or radiotherapy. Adcetris showed a statisti-
cally significant improvement in modified 
progression-free survival (PFS) versus the 
control; the modified two-year PFS rate 
was 82.1% versus 77.2%.  

Published online 28 September 2018
From the editors of PharmAsia News.
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Verastem’s Copiktra Gets Early Approval To Challenge 
Zydelig, Venclexta In Third-Line CLL
JOSEPH HAAS joseph.haas@informa.com

Verastem Inc.’s persistence has paid off as it brings Copiktra 
(duvelisib) to market in third-line chronic lymphocytic lympho-
ma (CLL) and two similar indications, roughly a couple years af-

ter Infinity Pharmaceuticals Inc. and its former partner AbbVie Inc. 
soured on the PI3K inhibitor’s prospects due to successful but uninspir-
ing Phase II data in indolent non-Hodgkin lymphoma.

The US FDA okayed Copiktra on Sept. 24 – a couple weeks before 
its scheduled Oct. 5 action date – for treatment of relapsed/refrac-
tory CLL or small lymphocytic lymphoma (SLL), as well as granting 
accelerated approval for relapsed/refractory follicular lymphoma (FL) 
in the third-line setting. Verastem will need to conduct one or more 
confirmatory trials to obtain a full approval in FL and said on a same-
day investor call that it is in discussions with the FDA on planning 
such studies. 

Verastem acquired rights to Copiktra in 2016 for no upfront cash 
and up to $28m in milestones plus potential sales royalties from In-
finity, after it and partner AbbVie were disappointed when duvelisib 
did not yield ORR or complete response rates better than currently 
approved iNHL therapies in the DYNAMO study. AbbVie exited the 
partnership about two weeks after the data readout.

In September 2017, Verastem announced the Phase III DUO trial 
in CLL/SLL showing a 48% reduction in risk of disease progression or 
death compared to Novartis AG’s Arzerra (ofatumumab). The com-
pany said then that it planned to file a new drug application (NDA) 
during the first quarter of 2018; it followed through successfully on 
that plan and received a priority review from the FDA. 

Verastem already has a 50-person commercial team in place and 
said the drug will be available by the end of the week. It set a list price 
of $11,800 a month for the twice-daily, 25 mg oral therapy, which 
CEO Robert Forrester said was based on “review of the product pro-
file and treatment benefits with payers, physicians and patients.”

However, the company has a commercial challenge in facing 
down the other PI3K inhibitors on the market, like Gilead Sciences 
Inc.’s Zydelig (idelalisib) and Bayer AG’s Aliqopa (copanlisib), as well 
as AbbVie/Genentech Inc.’s BCL-2 inhibitor Venclexta (venetoclax), 
which is also used for CLL. Copiktra is coming to market at a premium 
to Zydelig (roughly $8,862/month) and Venclexta (roughly $9,125). 
Aliqopa was approved a year ago for FL, launching with a monthly 
wholesale cost of $12,600.

Toxicity will also be an issue, as it has been across the PI3K class. 
Copiktra labeling includes a black box warning about four treatment-
related serious toxicities – each potentially lethal: infections, diarrhea 
or colitis, cutaneous reactions and pneumonitis. Verastem empha-
sized on the investor call that these warnings were expected and 
that it plans to work with physicians to make sure they understand 
the risks related to Copiktra therapy and how to manage adverse 
events if they occur. 

The FDA also required a Risk Evaluation and Mitigation Strategy, 
which Verastem Chief Operating Officer Daniel Paterson told the in-
vestor call will help to communicate “appropriate dosing and safety 
information” about Copiktra with clinicians. 

CONTINUED ON PAGE 18
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VERASTEM INVESTORS NOT INITIALLY ENTHUSED
Verastem investors did not respond enthusiastically to the Copiktra 
approval as the Needham, Mass., company’s share price declined 
20% to $7.15 on Sept. 25. However, the stock was up 10.4% in the first 
few hours after closing, after Verastem announced a deal licensing 
Chinese rights to duvelisib to CPSC Pharmaceutical Group Ltd. 
Counter to this investor sentiment, BTIG Equity Research was bullish 
on the approval, predicting US peak revenues based on the three 
approved indications of $500m, with another $350m ex-US possible.

BTIG analyst Robert Hazlett said the drug’s pricing was in line 
with expectations and that the label’s boxed safety warnings were 
not a surprise.

“We continue to model peak US penetration of Copiktra in CLL/
SLL of roughly 1,900 patients, or about 42% of the roughly 4,500 pa-
tients treated in third line (in 2016), which we feel adequately reflects 
the potential of its label,” he said. Hazlett added that he expects early 
adoption of Copiktra in FL patients due to unmet medical need in 
the refractory setting.

During the Sept. 24 call, Paterson said the company believes 
Copiktra can emerge as a backbone treatment for FL patients as the 
treatment paradigm progresses in that disease, having shown a 42% 
ORR rate in the Phase II DYNAMO study.

Paterson noted that in CLL/SLL, Copiktra demonstrated a robust 
and statistically significant reduction in tumor size in DUO, while 
yielding a 74% ORR, compared to 45% for control. 

“This effect was particularly evident in CT scans of the lymph node, 
where duvelisib achieved a lymph node response rate of 85% versus 
16% following ofatumumab treatment,” he said.

COMPETING IN CLL/SLL WITH ABBVIE, GILEAD
In third-line CLL/SLL, Copiktra will compete directly with Gilead’s 
Zydelig, a selective PI3K inhibitor approved in 2014 for FL, CLL and 
SLL, and AbbVie’s Venclexta, a BCL-2 selective inhibitor first approved 
in 2016. Zydelig brought in $72m worldwide during the first six 
months of 2018, including $31m in the US. Neither AbbVie nor part-

ner Roche breaks out sales data for Venclexta, which obtained full 
US approval in June for second-line or greater treatment of CLL/SLL, 
including patients with or without the 17p deletion.

Regarding launch plans, Forrester said Verastem could learn from 
Gilead’s rollout of Zydelig “which as we all remember was a really 
good launch and was on a very fast trajectory.” While saying that Ve-
rastem’s launch might not necessarily be similar, he said the Gilead 
launch demonstrated the unmet need in CLL/SLL.

Chief Commercial Officer Joseph Lobacki told the call that Ve-
rastem has been working in recent months toward the launch of 
Copiktra, including a meeting of the entire commercial team in 
Boston earlier in September to review the drug’s data and clarify 
messaging to clinicians. The team includes 50 sales reps backed 
by eight regional managers and two vice presidents leading the 
effort, Lobacki noted.

“We have an excellent medical and science liaison group that’s 
been out working with physicians over the past several months just 
finding out about the market, educating [clinicians] on the duvelisib 
data, and I think we’re ready to go,” he added.

SETBACK FOR ANOTHER PI3K INHIBITOR
Copiktra appears likely to be the only new entrant to the market in 
the near term. On Sept. 25, TG Therapeutics Inc. revealed a delay for 
its PI3K inhibitor umbralisib with ublituximab (known as U2), which 
also is being studied for CLL. 

The firm announced that the independent data safety monitoring 
board for the Phase III UNITY-CL study was not able to conduct an 
interim analysis of overall response rate because trial data were not 
mature enough.

Because of this, the New York biotech said it has decided not to 
seek accelerated approval in CLL for the combination therapy, and 
will turn instead to seeking approval based on progression-free sur-
vival. At the JP Morgan Healthcare Conference this past January, TG 
guided that PFS data might be available in 2019. TG finished the trad-
ing day Sept. 25 down 44% on the news, to $5.15 per share.  

Published online 25 September 2018
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AstraZeneca’s PACIFIC Update Bolsters Imfinzi’s Lead  
In Stage III Lung Cancer
EMILY HAYES emily.hayes@informa.com

Updated data from AstraZeneca PLC’s pivotal PACIFIC study 
show a 32% overall survival benefit for Imfinzi in Stage III non-
small cell lung cancer, a space where the PD-L1 inhibitor is 

already popular and the company has a monopoly. However, the trial 
results raise questions about whether a large subset of patients with 
low or no PD-L1 expression should be treated. 

The Phase III PACIFIC study tested the immune checkpoint inhibi-
tor Imfinzi (durvalumab) vs. placebo, randomized 2:1, after chemo-
radiation (CRT) therapy in 713 patients with unresectable Stage III 
NSCLC. A strong progression-free survival (PFS) benefit, the coprima-
ry endpoint in the study, had previously been reported and led to the 
approval for Imfinzi in this indication in February.  (Also see “AZ Rides 

PACIFIC Wave To Be First In Early-Stage NSCLC” - Scrip, 11 Sep, 2017.)
In May, the company had reported the drug met the second copri-

mary endpoint with an overall survival (OS) benefit, but did not pro-
vide details.  (Also see “PACIFIC Pays Off Again For AZ With Imfinzi Lung 
Cancer OS Success” - Scrip, 25 May, 2018.)

Imfinzi is the only one of the PD-1/L1 inhibitors approved for this 
indication – others are cleared for metastatic disease. Analysts say As-
traZeneca has a two-year lead in this disease setting. 

Full results from PACIFIC were presented at the International 
Association for the Study of Lung Cancer (IASLC) World Confer-
ence On Lung Cancer on Sept. 25 and published by Scott Antonia 

CONTINUED ON PAGE 20
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of the H. Lee Moffitt Cancer Center and 
colleagues in the New England Journal of 
Medicine (NEJM) the same day. 

In the study, durvalumab or placebo was 
given for up to 12 months after a response 
on at least two cycles of platinum-based 
chemoradiation therapy. The hazard ratio for 
the overall survival benefit for durvalumab 
vs. placebo was 0.68 (p-value=0.00251) and 
the median OS was 28.7 months for placebo 
and not reached in the test drug arm. 

“Although median overall survival has 
not been reached, this looks likely to trans-
late into a median benefit of ~8 months or 
more. The data should further cement Im-
finzi as a new standard-of-care in this sub-
group of lung cancer patients (consensus 
sales = 2022E $2.3bn),” Deutsche Bank ana-
lyst Richard Parkes said in a Sept. 25 note. 

Median PFS was 17.2 months for Imfinzi 
vs. 5.6 months for placebo (hazard ratio of 
0.51). The median duration of treatment 
was 40.1 weeks for Imfinzi vs. 28 weeks for 
the comparator and the median duration 
of response was not reached for Imfinzi vs. 
18.4 months for placebo. The objective re-
sponse rate was 30% for Imfinzi vs. 17.8% for 
placebo. Imfinzi improved overall survival in 
all pre-specified subgroups. 

QUESTIONABLE RESULTS FOR 
LOW PD-L1 PATIENTS
Patients were enrolled regardless of PD-L1 
status, but the company did an analysis of 
those with expression under 1% at the re-
quest of health authorities. In this analysis, the 
drug did not show an overall survival benefit 
for those with the lowest level of expression. 
The hazard ratio was actually 1.36 in these pa-
tients, which suggests possible harm. 

However, as Deutsche Bank’s Parkes 
pointed out, “the patient population in this 
subgroup was extremely small and confi-
dence intervals around this point estimate 
are very wide (0.79-2.34) making any con-
clusions speculative.” 

Imfinzi was approved in Europe on Sept. 
24 for use in nonresectable Stage III disease 
with at least 1% PD-L1 expression, based 
on the PACIFIC data, in contrast with its ap-
proval in all comers in the US.

AstraZeneca explained to Scrip that when 
multiple exploratory analyses are done, 
“there is increased risk of chance findings 
that do not accurately describe the treat-
ment effect in the subgroup.” 

“We believe the finding in the patients 
with less than 1% expression was as a result 
of a small patient sample, few events and 
abnormally-favorable placebo performance 
and therefore drawing a conclusion from 
this analysis is inappropriate,” the company 
said in an emailed response to questions. 

AstraZeneca also said that it disagrees 
with the European regulatory decision to 
exclude a subset of patients and that it fully 
stands behind the all-comer label approved 
outside the EU. 

Parkes advised that there will be some de-
bate about how broadly Imfinzi should be 
prescribed, given the PD-L1 results, but that 
this affects only 20% of patients. The analyst 
thinks it’s unlikely that the FDA will restrict 
labeling based on PD-L1 status. 

“We believe it is unlikely that the FDA 
decides to restrict use of the drug, particu-
larly as PD-L1 status can be impacted by use 
of radiotherapy in this setting, potentially 
meaning patients that could benefit are 
left without therapy. We believe a [worst 
case scenario] would be that wording was 
included in the label to highlight that the 
benefit in this patient cohort is less clear 
when the label is updated to include sur-
vival data,” Parkes said. 

LONG-TERM BENEFIT
Overall, the PACIFIC release was a strong 
positive for AstraZeneca. Secondary end-
points showed better outcomes for those 
on Imfinzi when it came to the time to 

death or distant metastases and time to first 
or second subsequent therapy or death. 

“The updated results for secondary end-
points including the time to death or distant 
metastasis, the incidence of new lesions, 
and the objective response rate, remain 
consistent with those that were previously 
reported and continue to show the sub-
stantial anticancer activity of durvalumab 
treatment in patients after induction ther-
apy and its favorable effect on prevention 
of metastatic spread, which may help to 
explain the observed survival benefit,” the 
NEJM article stated. 

The longer time to second progression or 
death and longer time to subsequent thera-
py or death support a long-term treatment 
effect for Imfinzi, the authors added. Imfinzi 
was well-tolerated in the trial. The rate of 
Grade 3/4 adverse events due to any cause 
was 30.5% for Imfinzi vs. 26.1% for placebo 
and the AE-related drop-out rates were 
15.4% for Imfinzi vs. 9.9 for placebo. 

“PACIFIC is the first study to show a sur-
vival advantage following CRT in this popu-
lation, providing compelling evidence for 
the unprecedented benefit of durvalumab 
treatment as the standard of care,” investiga-
tors concluded in the NEJM article. 

IMFINZI FILLS UNMET NEED IN 
LUNG CANCER 
The PACIFIC data solidify Imfinzi’s lead in 
early NSCLC, but it’s unclear what effect the 
OS findings will have on sales as there has 
already been strong adoption, particularly 
given uncertainties about the population 
with less than 1% PD-L1 expression. 

Imfinzi’s first FDA-approved indication 
was bladder cancer in May 2017, but the 
drug was the fifth PD-1/L1 inhibitor cleared 
for this use, and sales have been low.  (Also 
see “AstraZeneca’s Imfinzi Debuts In Bladder 
Cancer With Combo Coming Soon” - Scrip, 1 
May, 2017.)

Imfinzi had a setback in NSCLC when 
its combination with the CTLA-4 inhibitor 
tremelimumab failed to show a PFS or OS 
benefit in the Phase III ARCTIC third-line 
study in April.  (Also see “ARCTIC Chill De-
scends On AstraZeneca’s Imfinzi/Treme Com-
bo In NSCLC” - Scrip, 24 Apr, 2018.)

Three rival PD-1/L1 drugs are approved 
for metastatic NSCLC – Merck & Co. Inc.s 
Keytruda (pembrolizumab), Bristol-Myers 
Squibb Co.’s Opdivo (nivolumab) and 
Roche’s Tecentriq (atezolizumab). 

‘The data should 
further cement  
Imfinzi as a new 

standard-of-care.’

CONTINUED FROM PAGE 18
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But only Keytruda has a first-line indica-
tion and none are approved for Stage III 
NSCLC. AstraZeneca has estimated that 
there are 105,000 cases of Stage III disease 
in the top eight countries (China, France, 
Germany, Italy, Japan, Spain, the UK and US) 
in 2017; this equates to about one-third of 
all NSCLC.

Merck’s Keytruda is being studied in Stage 
III NSCLC in the Phase II KEYNOTE-799 study, 
as well as two Phase III studies of Stage II/
III NSCLC (PEARLS and KEYNOTE-671). Data 
from an investigator-led Phase II study were 
reported at the IASLC meeting.

Imfinzi is an important part of AstraZen-
eca’s strategy for growing its oncology busi-
ness unit, along with the PARP inhibitor Lyn-
parza (olaparib) and Tagrisso (osimertinib). 
The company’s oncology sales reached 
$4.02bn in 2017, up 19%. Imfinzi has been 
very well received in early-stage lung cancer, 

as shown by a rapid launch, despite lack of 
color on overall survival until now. In the first 
quarter, sales of Imfinzi were up by 344% to 
$62m. AstraZeneca reported $184m in sales 
for Imfinzi in the first half, including $122m 
for the second quarter. 

“The vast majority of these sales are from 
the lung indication, a very, very small portion 
coming from bladder [cancer]. And we do 
see that roughly half of the PACIFIC eligible 
patients in this setting are getting immuno-
therapy and the majority of those are getting 
Imfinzi,” David Fredrickson, global head of 
oncology business unit, said during the com-
pany’s second-quarter earnings call July 26. 

In June, there were nearly 10,000 infu-
sions per month, double the number at the 
end of the first quarter. “So you can really see 
the good velocity within this business. And 
that’s reflected, too, in growth in new starts 
as well as in total scripts,” Frederickson said. 

Howard “Jack” West, medical director of tho-
racic oncology at the Swedish Cancer Institute 
in Seattle, told Scrip just prior to the lung can-
cer meeting in September that most people 
– he estimates more than 80%, and probably 
over 90%,  have adopted the FDA-approved 
approach of consolidation durvalumab treat-
ment based on the “remarkable difference in 
PFS, combined with the significant difference 
in time to distant metastases or death, which 
should track well with survival.” 

A small minority of oncologists were 
holding out for the OS data, and the rest 
would be looking to see that the OS benefit 
is not transient, he said.  

Published online 26 September 2018

AstraZeneca Makes European 
IO Debut With Imfinzi Lung 

Cancer Approval:
https://bit.ly/2R67RMm

Tecentriq’s Small-Cell Lung Cancer Success Takes Edge 
Off Roche’s IO Position
EMILY HAYES emily.hayes@informa.com

Bolstered by the magnitude of the survival benefit seen for  
Tecentriq in the Phase III IMpower133 study in small-cell lung 
cancer, Roche’s clear lead in the modestly sized setting takes 

a bit of the edge off the PD-L1 inhibitor’s position in the larger non-
small cell lung cancer market, where it continues to fall behind Mer-
ck & Co. Inc.’s competing Keytruda.

About 15% of all lung cancers are the small-cell type and there are 
an estimated 27,000 new cases diagnosed each year in the US. The 
five-year survival rate is only 2% and there haven’t been new treat-
ment options in the first-line setting in decades.

Morningstar Research has forecast that in 2022, the NSCLC mar-
ket for PD-1/L1 inhibitors will be worth $17bn versus $2bn for SCLC. 
Updated results for the Tecentriq (atezolizumab)-based regimen in 
the IMpower132 first-line NSCLC study presented on Sept. 24 at the 
International Association for the Study of Lung Cancer (IASLC) World 
Conference on Lung Cancer (WCLC) left analysts wondering if the 
combination will show an overall survival benefit and ever catch up 
to Merck’s PD-1 inhibitor Keytruda (pembrolizumab).

The news was more encouraging on the SCLC front.
The IMpower133 study randomized 403 patients with extensive-

stage SCLC – about two-thirds of the overall population – to Tecentriq 
or placebo. Participants received carboplatin with etoposide plus Te-
centriq or placebo for 21 cycles followed by Tecentriq or placebo main-
tenance until the point of intolerable side effects or disease progression. 

Full results were presented at the WCLC meeting on Sept. 25 and 
published by Leora Horn, director of thoracic oncology at Vanderbilt 
University, in the New England Journal of Medicine the same day, fol-
lowing a positive top-line release in June.

With a median follow up of 13.9 months, the median overall sur-
vival (OS) was 12.3 months for Tecentriq vs. 10.3 months for placebo, 
a statistically significant 30% reduction in the risk of death, per an 
interim analysis. The survival rates at 12 months were 51.7% for Te-
centriq vs. 38.2% for the placebo arm.

Median progression-free survival (PFS) was 5.2 months for Tecentriq 
vs. 4.3 months for placebo, also a statistically significant result, with a 
23% reduction in the risk of progression or death in a final analysis.

PFS and OS results were consistent across subgroups, including 
high tumor mutation burden (TMB), researchers reported. 

“Exploratory subgroup analyses showed no clear suggestion 
that blood-based tumor mutational burden levels at either cutoff 
(10 or 16 mutations per megabase) were predictive of benefit with 

CONTINUED ON PAGE 23
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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 21–27 September 2018

LEAD COMPANY/PARTNER COMPOUND INDICATION COMMENTS

PHASE III RESULTS PUBLISHED

Merck KGaA/Pfizer Bavencio (avelumab)
non-small cell lung  
cancer (NSCLC)

JAVELIN Lung 200; The Lancet Oncology,  
Sept. 24, 2018.

Takeda Alunbrig (brigatinib) NSCLC ALTA-1L; NEJM, Sept. 25, 2018.

PHASE III INTERIM/TOP-LINE RESULTS

Alnylam Pharmaceuticals Inc. givosiran acute hepatic porphyria ENVISION; positive results in interim analysis.

Alexion Pharmaceuticals Inc. Soliris (eculizumab)
neuromyelitis optica  
spectrum disorder

PREVENT; met primary endpoint.

Amarin Corp.
Vascepa (icosapent ethyl) 
plus statins

dyslipidemia REDUCE-IT; met primary endpoint.

Boehringer Ingelheim nintedanib
malignant pleural  
mesothelioma

LUME-Meso; missed PFS primary endpoint.

AstraZeneca PLC Farxiga (dapagliflozin) diabetes, type 2 DECLARE-TIMI58; reduced CV events.

Johnson & Johnson esketamine, nasal spray major depressive disorder TRANSFORM-1; missed primary endpoint.

Protalix BioTherapeutics Inc./  
Chiesi Farmaceutici SpA

pegunigalsidase Fabry’s disease BRIDGE; improved kidney function.

Novartis AG Lucentis (ranibizumab) retinopathy of prematurity
RAINBOW; safe and effective, just missed  
primary endpoint.

Shire Pharma/Sanofi Firazyr (icatibant)
hereditary angioedema 
attacks

Safe and effective in Japanese patients.

UPDATED PHASE III RESULTS

Novartis AG brolucizumab
wet age-related  
macular degeneration

HARRIER, HAWK; reduced retinal fluid.

Roche Holding AG
Tecentriq (atezolizumab) 
plus chemotherapy

NSCLC, small cell lung 
cancer

IMpower 132, 133; improved PFS and  
other measures.

AstraZeneca PLC Imfinzi (durvalumab) NSCLC PACIFIC; survival benefit confirmed.

PHASE III INITIATED

Catabasis Pharmaceuticals Inc. edasalonexent
Duchenne muscular 
dystrophy

PolarisDMD; in children.

Biofrontera AG
Ameluz (5-amino- 
levulinic acid)

basal cell carcinoma, 
superficial

Photodynamic therapy.

Cidara Therapeutics Inc. rezafungin
invasive Candida fungal 
infections

ReSTORE; once-weekly therapy.

Source: Biomedtracker | Informa, 2018
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atezolizumab in this population. These results are in contrast to 
previous studies that suggested an association between higher 
tumor burden and better clinical outcomes in patients receiving 
cancer immunotherapies,” Horn and colleagues reported.

It may be because the chemo regimen used in the study was high-
ly active and myelosuppressive, the investigators explained.

The most commonly reported adverse events in the study 
were neutropenia, anemia and alopecia. The rates of Grade 3/4 
adverse event rates were similar and there were three deaths in 
each study arm.

Alan Sandler, global head of the lung cancer franchise at the Roche 
subsidiary Genentech, confirmed in a Sept. 25 interview that the 
company submitted the data to the US FDA “a couple of days ago.” 
Roche also plans to submit the data to other regulatory authorities, 
including the European Medicines Agency. 

TECENTRIQ LEADS IN SCLC
The data give Roche a clear lead in SCLC for now.

Bristol-Myers Squibb Co.’s competing PD-1 inhibitor Opdivo 
(nivolumab) received accelerated approval in August from the FDA 
in this tumor type, but it was for a later line of treatment in SCLC, 
after progression on platinum-based chemotherapy and at least one 
other line of therapy.

The Opdivo approval was supported by the open-label Phase I/II 
CheckMate 032 study, in which Opdivo demonstrated very modest 
efficacy – a 12% response rate. However, the current standard of care 
in that later setting – Novartis AG’s Hycamtin (topotecan) and ge-
nerics – is difficult to tolerate, so the Opdivo monotherapy would still 

have a role. Now, however, it’s unclear whether Opdivo would have a 
role after a first-line regimen with immunotherapy.

Bristol is not testing Opdivo in combination in the first-line SCLC. 
However, its CheckMate 451 study tests Opdivo or Opdivo with the 
company’s CTLA-4 inhibitor Yervoy (ipilimumab) as a consolidation 
therapy in extensive-stage SCLC after completion of platinum-based 
first-line chemotherapy. Bristol’s Phase III CheckMate 331 study com-
pares Opdivo versus chemotherapy in relapsed SCLC. Both studies 
are expected to report by the end of the year.

Merck’s Keytruda is being tested with chemotherapy in first-line 
SCLC in the KEYNOTE-604 study and AstraZeneca PLC is testing its 
PD-L1 inhibitor Imfinzi (durvalumab) with or without its CTLA-4 in-
hibitor tremelimumab and chemotherapy in the CASPIAN study in 
first-line SCLC. Both are Phase III trials, with primary completion dates 
in the first quarter of 2019.

IMpower133 is the first study in more than 20 years to demonstrate 
a meaningful improvement in survival over the standard of care in 
first-line (1L) SCLC, Jefferies analyst Ian Hilliker said in a Sept. 25 note.

“This is an area of high unmet need and the 1L SCLC setting repre-
sents a significant commercial opportunity for Roche. As the first to 
demonstrate an improvement in OS, Roche are now ahead of com-
petitors in 1L SCLC with both Merck and AstraZeneca’s Phase III 1L 
SCLC studies not due to complete until Q1 2019,” Hilliker said.

Jefferies is modeling $1.25bn in peak sales for Tecentriq in SCLC.
Looking ahead, Roche is interested in exploring ways of im-

proving efficacy in the first-line SCLC setting, including adding 
another therapy to Tecentriq in the maintenance phase, and to 
develop options in the second-line setting after first-line immu-
notherapy, Sandler said.         Published online 25 September 2018
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Company Move
Search

Eliseo 
Salinas

ACADIA 
Pharmaceuticals 
Inc

Chief Scientific Officer, Senior 
Vice President and Head of 
External Innovation

New World 
Laboratories Chief Medical Officer 26-Sep-18

Leslie Auld Aeterna Zentaris 
Inc

Chief Financial Officer and 
Senior Vice President GeneNews Ltd Chief Financial Officer and 

Director 25-Sep-18

Andrew 
Partridge

Centrexion 
Therapeutics 
Corp

Chief Commercial Officer and 
Executive Vice President

Vertex 
Pharmaceuticals

Senior Vice President, Regional 
Head of North America 
Commercial

24-Sep-18

Jared 
Gollob

Kymera 
Therapeutics 
LLC

Chief Medical Officer Alnylam
Vice President of Clinical 
Development and Global Vice 
President of Medical Affairs

20-Sep-18

Joseph 
Scalia

Mitsubishi 
Tanabe Pharma 
America Inc

Vice President, Sales and 
Marketing

Bayer 
Healthcare

Vice President and Head of 
Cardiopulmonary Marketing 24-Sep-18

Adam 
Keeney NodThera Ltd Chief Executive Officer, 

President and Director Sanofi Genzyme
Head, Sanofi Genzyme 
Business Development and 
Licensing

24-Sep-18

Fred Aslan Vividion 
Therapeutics

President and Chief Business 
Officer

Adavium 
Medical

Chief Executive Officer, Director 
and Founder 25-Sep-18

Executive To Company New Role From Company Previous Role Effective 
Date

Promotion
Search

James Dentzer Curis Inc Chief Executive Officer, President and 
Director Chief Operating Officer 24-Sep-18

Trevor Perrior Domainex 
Ltd Chief Executive Officer Director, Research and Chief Scientific 

Officer 1-Oct-18

Markku Huhta-
Koivisto Orion Corp Senior Vice President, Growth Projects Senior Vice President, Proprietary 

Products 1-Oct-18

Karim Dabbagh Second 
Genome

Chief Executive Officer, President and 
Director Chief Scientific Officer 26-Sep-18

Executive To 
Company New Role Previous Role Effective 

Date

Director
Search

Michael F. Giordano Achilles Therapeutics Director 19-Sep-18

Charlotte Sibley Advicenne Independent Director 25-Sep-18

William Aliski AGTC Director 24-Sep-18

Willem Broekaert Horama SA Director 18-Sep-18

Michael Hayden Ionis Pharmaceuticals Inc Director 24-Sep-18

Peter N. Reikes Ionis Pharmaceuticals Inc Director 24-Sep-18

Habib Dable Millendo Therapeutics Inc Director 25-Sep-18

Scott Huennekens NuVasive Inc Director 1-Oct-18

Anthony Rosenberg Oculis ehf Non-Executive Chairman 18-Sep-18

David A. Weber Oculis ehf Non-Executive Director 18-Sep-18

Aoife M. Brennan Ra Pharmaceuticals Inc Director 25-Sep-18

Pekka Simula Sartar Therapeutics Ltd Director 26-Sep-18

Jennifer Jarrett Syndax Pharmaceuticals Inc Director 25-Sep-18

William Meury Syndax Pharmaceuticals Inc Director 25-Sep-18

Andreas Wallnofer TOLREMO Therapeutics AG Director 24-Sep-18

Erich Greiner TOLREMO Therapeutics AG Director 24-Sep-18

Thomas Cerny TOLREMO Therapeutics AG Director 24-Sep-18

Francesco Granata UTILITY Therapeutics Chairman 24-Sep-18

Executive To Company New Role Effective Date

Advisor
Search

Bob Raffa Bridge Therapeutics Scientific Advisory Board Member 21-Sep-18

Brylyne Chitsunge Cannabis Science Inc Scientific Advisory Board Member 26-Sep-18

Jermane Bond Cannabis Science Inc Scientific Advisory Board Member 21-Sep-18

Stephan A. Grupp Cellectis Clinical Advisory Board Member 19-Sep-18

Inge Marie Svane Immunicum AB Scientific Advisory Board Member 17-Sep-18

Pawel Kalinski Immunicum AB Scientific Advisory Board Member 17-Sep-18

Tanios Bekaii-Saab Imugene Scientific Advisory Board Member 18-Sep-18

Gordon Guay Kane Biotech Inc Scientific Advisory Board Member 24-Sep-18

Robert Huizinga Kane Biotech Inc Scientific Advisory Board Member 24-Sep-18

Ignacio Javier Melero Bermejo Numab Innovation AG Scientific Advisor 20-Sep-18

Gregory R. Reyes Benitec Biopharma Senior Scientific Advisor 20-Sep-18

Executive To Company New Role Effective Date

Other
Search

Natalie Sacks Aduro Biotech Inc Chief Medical Officer 1-Oct-18 Resignation

Glenn Nedwin Second Genome Chief Executive Officer, President and Director 11-Sep-18 Retirement

Morten Marott Veloxis Pharmaceuticals AS Chief Financial Officer 24-Sep-18 Resignation

Executive From Company Previous Role Effective Date Move Type
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