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Executive Summary
Despite Humira’s ex-US sales erosion, AbbVie 
reports strong launches for Skyrizi and Rinvoq, 
continued growth for hematological oncology 
franchise, and boasts it has a thriving R&D engine.

 

AbbVie Inc.’s most pressing issue is of course the 
pending merger with Allergan PLC – valued at 
$63bn and expected to close before the end of 
the first quarter. While the topic was not front and 
center for AbbVie’s earnings call on 7 February, 
CEO Rick Gonzalez did use the occasion to remind 
investors about the diversification and synergies it 
expects from the transaction – and to underscore 
the strong foundations AbbVie has laid for future 
growth.

Detailing its sales and earnings from both the 
fourth quarter and full year 2019, AbbVie reported 
that its top-seller Humira (adalimumab) continues 
its domestic growth story while biosimilar 
competition outside the US took a significant 
cut of total sales. However, new products Skyrizi 
(risankizumab) and Rinvoq (upadacitinib) are off 
to solid launches, while the two-drug hematologic 
oncology franchise of Imbruvica (ibrutinib) and 
Venclexta (venetoclax) posted healthy growth 
in 2019. (Also see “Skyrizi Launch Skyrockets, 
Boosting AbbVie Hopes For Humira Successors” 
- Scrip, 1 Nov, 2019.) Line extensions for those 
four products along with several new molecular 
entities (NMEs) indicate AbbVie’s pipeline will yield 
further growth, execs asserted on the call.

Gonzalez said his goal for the combination 
with Allergan, announced last June, was to 
create a company that would be stronger going 
forward than AbbVie on its own, and do so with 

diversification of both therapeutic focus areas 
and payer mixes. (Also see “AbbVie Pounces On 
Chance To Buy Revenues In $63bn Mega-Deal For 
Allergan” - Scrip, 25 Jun, 2019.) “The combined 
business will have durable growth positions in 
eight different franchises and be able to drive 
strong growth,” he said.

After the merger closes, the resulting company’s 
four major franchises will be immunology, 
hematologic oncology, medical aesthetics and 
central nervous system/neurological disorders, 
with Allergan providing the critical mass for 
the latter two categories. He cited Allergan’s 
antipsychotic Vraylar (cariprazine) as a growth 
product expected to yield about $850m in 2019 
sales with growth in the 70% range, and cited the 
recently approved acute migraine therapy Ubrelvy 
(ubrogepant) as “an important product over the 
long term.” (Also see “Allergan’s Botox Gains 
Continue, Pipeline Progresses Ahead Of AbbVie 
Merger” - Scrip, 5 Nov, 2019.)

“This is a [combined] business that will have 
excellent payer diversity and payer mix,” Gonzalez 
pointed out. “If you look at it as a percent of the 
global revenues, Medicare Part B will be about 2%, 
Medicare Part D will be about 16%, Medicaid will 
be about 3%, and cash pay will be about 10%. So, 
[that’s a] nice balance and security along the payer 
base. It will be a business that’s driven by volume, 
not by price.”

Gonzalez said AbbVie has tracked Allergan’s 
performance through two quarters since the 
deal announcement and thinks Allergan has 
performed a little better than expected. He added 
that early projections of $2bn in synergies from 
the combination still seem viable and may be a 
cautious estimate.

Countdown To The Allergan Merger, And More From AbbVie’s 
Q4 Earnings
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Humira’s Ex-US Competition More Aggressive 
Than Anticipated
Much of AbbVie’s financial story for both the 
fourth quarter and full year was positive, but 
Humira sustained a 28% reduction in ex-US sales 
during 2019 due to biosimilar competition – and 
analysts are bracing for further erosion outside 
the US in 2020.

Humira brought in nearly $14.9bn domestically 
during 2019, up 8.6%, while ex-US sales totaled 
$4.3bn, down 31% when foreign exchange 
impacts are factored in. For the fourth quarter, 
US sales of just below $4bn were up 9.8%, but the 
rest-of-the-world total of $948m fell by 25.4%.

AbbVie had overall growth, driven by products 
such as Skyrizi and Imbruvica; product sales in the 
fourth quarter were slightly above $8.7bn, good 
for 5.3% growth compared to 2018. That would 
have been a growth rate of 11% if biosimilar 
impact on Humira was disregarded. Full-year 
adjusted net revenues of $33.3bn rose 2.7% in 
constant currencies, but the increase was 9.9% 
when factoring out Humira’s erosion ex-US.

Gonzalez said Humira biosimilars were priced 
more aggressively than AbbVie expected, but the 
drug still maintained about a two-thirds market 
share outside the US, including about 55% in 
countries that introduced biosimilars.

“What that means is we’ve obviously maintained 
a tail of about 55% of the Humira volume, … 
which is a pretty significant tail when you think 
about a product of the size of Humira,” Gonzalez 
asserted. “I think, overall, we feel good about how 
our strategy played out despite the fact that the 
biosimilar players were more aggressive.”

AbbVie expects to fare as well or better in the 
US when biosimilar adalimumab is expected 
to launch in 2023, he added, both because it 
has several years to build up Skyrizi and Rinvoq 
as successors but also because he thinks the 

product’s competitive position is stronger in the 
US. He conceded that Humira is likely to face even 
more biosimilar competitors at home than abroad 
and AbbVie expects aggressive pricing again. For 
2020, AbbVie anticipates about 9% sales growth 
for Humira.

Soaring Launch For Skyrizi, Slower Entry For 
Rinvoq
AbbVie has spent many quarters hyping its follow-
on immunology drugs, the IL-23 inhibitor Skyrizi, 
approved for psoriasis, and the JAK1 inhibitor 
Rinvoq, approved for rheumatoid arthritis – and 
spoke effusively about their market performance 
in 2019. (Also see “AbbVie’s Post-Humira Strategy 
Continues Taking Shape With Rinvoq Approval” - 
Scrip, 16 Aug, 2019.) Skyrizi posted full year sales 
of $355m – its $216m in the fourth quarter put the 
drug on nearly a $900m run rate, Gonzalez noted. 
Rinvoq brought in $47m for the year, $33m on 
the quarter, but those sales account for a gradual 
conversion of trial patients to commercial product, 
the company noted.

Skyrizi now holds roughly 25% of the US market 
for psoriasis, up from 20% in the previous quarter, 
while Rinvoq has grabbed 9% market share so 
far in RA. (Also see “AbbVie’s Skyrizi Poised To 
Enter Packed Psoriasis Market” - Scrip, 4 Mar, 
2019.) For 2020, AbbVie predicts the two will yield 
combined sales of $1.7bn ($1.2bn for Skyrizi), 
guidance Morningstar analyst Damien Conover 
called “achievable based on leading efficacy 
and favorable market positioning supported by 
AbbVie’s strong entrenchment with Humira in 
related indications.”

Gonzalez told the call AbbVie started out in 2013 
with a primary goal “to develop next-generation 
assets that would be superior to Humira and 
other competitive alternatives within our key 
immunology disease areas. And as you have seen, 
Skyrizi and Rinvoq have demonstrated that type of 
performance across multiple clinical trials. Their 
successful launch trajectories demonstrate the 
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value of these assets in two very large segments 
of immunology, which combined represent 
approximately 40% of US Humira revenues today.”

The company’s growth plans rely heavily on label 
expansions for both. In January, AbbVie reported 
head-to-head data for Skyrizi showing it provided 
better efficacy in moderate-to-severe plaque 
psoriasis compared to Novartis AG’s IL-17 blocker 
Cosentyx (secukinumab). (Also see “AbbVie’s 
Skyrizi Tops Novartis’s Cosentyx In Psoriasis 
Contest “ - Scrip, 15 Jan, 2020.) 

On 5 February, AbbVie unveiled successful Phase 
III data in psoriatic arthritis. AbbVie president 
Michael Severino told the call the firm plans to file 
Rinvoq for approval in psoriatic arthritis during 
the second quarter and anticipates approval 
in 2021; it also intends to file for approval in 
ankylosing spondylitis during the second half of 
2020.

“Together, psoriatic arthritis and ankylosing 
spondylitis make up an important segment of the 
rheumatology market with global market sales of 
approximately $14bn,” the exec said.

And AbbVie has its sights set on expansion 
in dermatology. “Moderate-to-severe atopic 
dermatitis is a large market that we do not 
participate in today. And in the middle of this year, 
we expect to see Phase III data for Rinvoq in this 
indication,” he added.

Skyrizi, meanwhile, is expected to produce pivotal 
data in psoriatic arthritis and Crohn’s disease later 
this year, with regulatory submissions in 2021. 
Those indications represent a global market of 
$18bn, Severino said, and AbbVie believes Skyrizi 
and Rinvoq are producing data that suggest better 
clinical profiles than competitor drugs in several 
autoimmune indications.

“Together, we expect Skyrizi and Rinvoq to have 
full coverage across the major disease areas 

for which Humira is currently approved plus 
new areas such as atopic dermatitis,” he said. 
“With these two new medicines, AbbVie is well 
positioned to maintain its strong leadership in the 
$70bn global immunology market.”

Venclexta And Imbruvica Continue To Deliver 
In Oncology – What’s Next?
Gonzalez also hailed the performance of 
Imbruvica (partnered with Johnson & Johnson) 
and Venclexta (partnered with Roche), calling 
them a “major growth engine.” The two brought 
in a combined $1.55bn during the fourth quarter 
(nearly $1.3bn from Imbruvica), a 37% increase 
year-over-year. Full-year sales were nearly $5.5bn 
($4.7bn for Imbruvica, $792m for Venclexta), up 
39%.

SVB Leerink analyst Geoffrey Porges noted that 
Imbruvica’s main growth catalyst is continued 
uptake in first-line chronic lymphocytic leukemia 
(CLL). Venclexta, meanwhile, yielded 14% 
sequential growth compared to the third quarter.

Both products have been important growth 
drivers for AbbVie and a big part of its 
diversification story as Humira matured. 
Hematologic oncology is one of the therapeutic 
areas of focus post-merger, but the strategy for 
building that out in the near term will rely on line 
extensions for the two main brands.

AbbVie anticipates EU approval of Venclexta 
for first-line CLL this year, and a supplemental 
approval of Imbruvica plus rituximab in first-
line CLL patients. The company expects to file 
for combination therapy with Imbruvica and 
Venclexta in relapsed/refractory mantle cell 
lymphoma and first-line CLL in 2021. Beyond that 
it is conducting Phase III label-expansion studies 
with Imbruvica, Venclexta or a combination of the 
two in 12 other cancer indications.

Executing on line extensions is something AbbVie 
excels at, but the firm has had other recent 
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launches beyond the two hematology drugs and 
Skyrizi and Rinvoq – the hepatitis C combination 
therapy Mavyret (glecaprevir/pibrentasvir) and 
endometriosis therapy Orilissa (elagolix). All told, 
those six products totaled roughly $9bn in sales 
during 2019, Severino said. Line extensions for 
these products (except for Mavyret) are key to the 
company’s growth expectations for coming years, 
he added, while six NMEs are slated to produce 
proof-of-concept data in the next year or so. 
(Also see “AbbVie Spotlights Its Early-Stage R&D 
Pipeline” - Scrip, 1 May, 2019.) 

The Phase III PARP inhibitor veliparib is scheduled 
for US regulatory submissions this year in 
ovarian and breast cancer and the Bcl-2 inhibitor 
navitoclax is being readied for filing in 2021 in 
relapsed/refractory myelofibrosis.

As for other NMEs, AbbVie has four assets slated 
to report proof-of-concept data this year – three 

in immunology and one in cancer. ABBV-3373 is 
a tumor necrosis factor/steroid antibody-drug 
conjugate and ABBV-599 is a combination of 
JAK1 inhibitor ABT-494 and BTK inhibitor ABBV-
105; both are being studied in RA. The anti-CD40 
ravagalimab (ABBV-323) is in Phase II for ulcerative 
colitis, and Teliso-V, a cMET antibody-drug 
conjugate, is being investigated in solid tumors.

AbbVie’s NME pipeline also includes 13 Phase I 
candidates expected to read out data this year or 
next, as well as five Phase II assets expected to 
read out in 2021.

Severino’s pipeline review was limited to AbbVie’s 
R&D candidates; Gonzalez said the company will 
give guidance inclusive of Allergan’s contributions 
after the merger closes. (Also see “AbbVie Will Use 
Allergan Revenue To Fund Combined Firm’s Large 
R&D Pipeline” - Scrip, 27 Jun, 2019.)
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BMS Earnings Beat Estimates, But Opdivo Sales Slide 
Continues

Executive Summary
The company believes the PD-1 inhibitor’s recent 
declines will be reversed through new indications, 
providing revenue growth along with other new 
products by the time Revlimid faces generics in 
2022.

 

Bristol-Myers Squibb Co. reported its third 
consecutive quarter of declining Opdivo 
(nivolumab) sales in the US, and second 
consecutive quarterly sales decline globally, on 6 
February. As a result, executives spent most of the 
company’s earnings call explaining that Bristol-
Myers expects its PD-1 inhibitor to return to 
growth through new indications before Revlimid 
(lenalidomide) – acquired in the recently closed 
$76bn acquisition of Celgene Corp. – begins to 
face generics in 2022.

Opdivo continues to be overshadowed by Merck 
& Co. Inc.’s competing PD-1 inhibitor Keytruda 
(pembrolizumab), which dominates the first-line 
non-small cell lung cancer (NSCLC) market where 
Opdivo has yet to be approved – and which 
has reduced the number of patients in need of 

second-line treatment, where the Bristol drug is 
approved. 

However, sales of the anticoagulant Eliquis 
(apixaban) continue to rise with room for 
additional growth, which will help boost overall 
revenue along with near-term launches from the 
company’s Celgene-led late-stage pipeline.

Bristol reported $7.9bn in fourth quarter revenue 
and $26.1bn for the full year – up 42% and 22%, 
respectively, from 2018 – which largely reflected 
the closing of the Celgene acquisition on 20 
November and the recognition of more than a 
month’s worth of sales for Revlimid and the other 
purchased products. Bristol recognized $1.3bn in 
revenue from the multiple myeloma blockbuster 
Revlimid during the last six weeks of 2019. 

The fourth quarter beat analyst consensus of 
$7.1bn even though Opdivo sales fell short of 
expectations with a 2% year-over-year decline to 
$1.76bn for the quarter; sales of $7.2bn for the 
year were up 7% from 2018. William Blair analysts 
had anticipated $1.83bn in fourth quarter Opdivo 
sales despite recent quarter-over-quarter declines 
(see table).

Bristol's Quarterly Opdivo Sales In 2019
US sales declined in each consecutive quarter and dropped year-over-year during the last two quarters. 
Global sales fell consecutively in Q3 and Q4, but year-over-year only in the fourth quarter. 

Source: Bristol-Myers Squibb Co. earnings reports
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New Opdivo Indications Coming, Including 1L 
NSCLC
While Bristol did not provide any detailed Opdivo 
sales guidance, the company is sticking with its 
prior expectations that the product’s sales are 
likely to decline in 2020, but grow again in 2021 
following approvals by the US Food and Drug 
Administration and other regulators this year for 
additional indications, including first-line NSCLC. 
(Also see “Bristol Projects Opdivo Sales Will Grow 
Again In 2021” - Scrip, 31 Oct, 2019.)

“Opdivo grew on a full-year basis and though we 
are seeing some pressure in the US, as expected, 
we saw growth internationally and continue to 
view 2020 as a year of transition for the brand,” 
CEO Giovanni Caforio told the earnings call. 
“Looking forward, we have the potential for new 
launches, supporting an expected return to 
growth in 2021. This includes first-line lung cancer 
with studies 227 and 9LA, our first-line original 
cancer opportunity with 9ER, and moving into 
earlier-stage disease with a number of adjuvant 
opportunities.”

The US FDA is expected to make a decision by 
15 May on use of Opdivo and Bristol’s CTLA-4 
inhibitor Yervoy (ipilimumab) for first-line NSCLC 
based on the CheckMate-227 study. (Also see 
“Keeping Track: Nektar Withdraws Oxycodegol 
NDA As Novel Submission Pileup Continues” - Pink 
Sheet, 20 Jan, 2020.) 

While CheckMate-227 showed an overall survival 
benefit, Bristol said on 31 January that it pulled a 
marketing authorization application (MAA) filed 
with the European Medicines Agency (EMA) after 
the EMA’s Committee for Medicinal Products 
for Human Use (CHMP) determined it could not 
make a decision on the MAA due to the multiple 
protocol changes to the study. (Also see “BMS 
Ready To Pounce On Non-Chemo Opportunity In 
Lung Cancer With Checkmate-227 Data” - Scrip, 25 
Jul, 2019.)

However, the company does anticipate filings 
in the US and EU this year for Opdivo/Yervoy in 
first-line NSCLC in combination with two cycles 
of chemotherapy based on the survival outcome 
in CheckMate-9LA. (Also see “An Early Surprise 
Win For BMS’s Opdivo/Yervoy In Lung Cancer” 
- Scrip, 22 Oct, 2019.) Filings also are planned 
based on the CheckMate-9ER study testing Opdivo 
plus the Exelixis Inc. kinase inhibitor Cabometyx 
(cabozantinib) versus Pfizer Inc.’s kinase inhibitor 
Sutent (sunitinib) in previously untreated 
advanced or metastatic renal cell carcinoma (RCC).

“Opdivo will likely slightly fall in 2020 due to 
shrinking market potential in lung cancer as 
patients continue to shift to Merck’s Keytruda, 
which has strong data in the first-line setting,” 
Morningstar analyst Damien Conover said in a 
6 February report. “We expect Opdivo will gain 
a new indication in the first-line lung cancer 
setting in 2020-21, which should return the 
drug to growth in 2021. Additionally, we expect 
relatively stable sales of Opdivo in renal cancer 
and melanoma in the US, which drives over half of 
current US sales.”

The analyst’s comment is in line with commentary 
from Bristol’s new chief financial officer David 
Elkins, who said during the earnings call that while 
the pool of second-line NSCLC patients is declining 
by about a third, the company expects steady 
Opdivo performance in melanoma and RCC to 
remain stable, with growth across indications 
internationally. Elkins noted that 20% of Opdivo’s 
sales are in lung cancer with 26% in RCC, 29% in 
lung cancer and 25% in other tumor types.

Bristol’s chief commercialization officer Chris 
Boerner added that the pressure on Opdivo sales 
in the US primarily comes from three second-line 
settings – NSCLC, small cell lung cancer, and head 
and neck cancer.
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“And in those [latter] two tumors, it’s a very 
similar dynamic to lung cancer, where you’ve seen 
competitive approvals in the first-line impacting 
eligibility in the second-line,” Boerner added. “But 
I would say, importantly, our assumption for this 
year is that our shares in the second-line setting 
across those tumors remain stable. It’s just stable 
within a smaller pool of patients.”

Other Near- And Long-Term Growth Drivers
Analyst questions about Opdivo’s prospects 
dominated Bristol’s earnings call despite the fact 
that it’s not the company’s biggest growth driver 
currently. Eliquis delivered $2bn in fourth quarter 
sales, up 19% year-over-year, while the novel oral 
anticoagulant (NOAC) generated $7.9bn in 2019 
sales, up 23% from full year 2018.

“In the fourth quarter, we saw continued strong 
sales growth of 19% globally due to increased 
demand in both [atrial fibrillation] and [venous 
thromboembolism],” Elkins said. “Eliquis continues 
to increase its share at the expense of warfarin 
in an expanding NOAC class. As the class has 
expanded, we’ve seen Eliquis taking share at the 
expense of other NOACs.”

“We continue to view this brand, which remains 
the number-one NOAC globally, as one positioned 
for significant future growth and continued 
opportunity for patients,” he added.

That growth plus the addition of Celgene’s 
commercial portfolio and R&D pipeline, with four 
potential near-term launches, will contribute to 
growth that Bristol anticipates in 2020 and 2021. 
The company’s guidance for this year anticipated 
total revenue of $40.5bn to $42.5bn in 2020 with 
non-GAAP earnings per share (EPS) coming in at 
$6 to $6.20 versus analyst consensus of $42.2bn 
in revenue and $6.21 in non-GAAP EPS this 
year. Bristol also provided 2021 non-GAAP EPS 
guidance of $7.15 to $7.41 versus consensus of 
$7.41, but didn’t offer a revenue forecast for next 

year.

“While near-term growth looks solid, generic 
pressures will intensify in early 2022 with the 
staggered generic entry of Revlimid (close to 25% 
of 2020 expected sales), but new pipeline drugs 
should help mitigate pressures. We expect Teva 
and Alvogen to begin a partial generic Revlimid 
launch in early 2022, increasing to a full launch 
by 2026, based on [patent litigation] settlements,” 
Morningstar’s Conover wrote.

He said new drug launches should help offset the 
impact of Revlimid generics (see box).

“As we look beyond 2020, we see a robust growth 
in 2021 driven by the current portfolio as well 
as new expected launch opportunities and 
the impact of continued synergies, all of which 
is reflected in the EPS guidance,” Elkins said. 
“We expect continued growth into 2022 while 
acknowledging this will be a moderated growth 
rate due to the generic competition for Revlimid.”

Bristol anticipated $2.5bn in “synergies,” or cost 
reductions, for the combined Bristol-Celgene 
organizations, with one-third of that realized in 
2020.

“As I said in the past, we continue to expect 
significant cash flow from the newly combined 
businesses and we will continue to employ a 
balanced approach to capital allocation. Business 
development is a key enabler of our strategy and 
therefore remains the top capital priority,” Elkins 
said.

He noted that paying dividends to shareholders 
and buying back stock from investors also is a 
priority. Bristol announced that it will conduct 
another $5bn in share buybacks on top of the 
$1bn in stock that it still plans to repurchase from 
shareholders under a prior buyback program.
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Executive Summary
The company will depend on Keytruda for growth 
after spinning out some franchises, but executives 
argued during its Q4 earnings call that there 
will be much more to Merck than the cancer 
blockbuster.

 

Merck & Co. Inc. issued an earnings day surprise 
for investors when it announced on 5 February 
that it will spin out a handful of older franchises 
in a new company, leaving Merck with a portfolio 
dominated by the immuno-oncology blockbuster 
Keytruda (pembrolizumab).

Executives objected to analyst concerns that 
Merck going forward will be too dependent on 
the PD-1 inhibitor, noting during the company’s 
earnings call that many sources of growth will 
be retained. Keytruda sales grew 55% in 2019 to 
$11.08bn, including year-over-year growth of 45% 
in the fourth quarter to $3.11bn.

CEO Kenneth Frazier also pointed out that 
business development will continue to be an 
important area of investment for Merck to 
supplement its investments in research and 
development – an endeavor that will not be 
interrupted by the process of spinning out the yet-
to-be-named NewCo.

Merck reported $46.84bn in full-year 2019 sales, 
including $41.75bn from pharmaceutical products 
and $4.39bn from animal health. Pharmaceutical 
sales were up 11% year-over-year with fourth 
quarter pharma sales up 7% from the year-ago 
period at $10.53bn. Keytruda provided 30% of 
Merck’s pharma revenue for the quarter and 27% 
of its human health product sales for the year. 
The company expects to generate full-year 2020 
revenue of $48.8bn to $50.3bn, including pharma 

and animal health.

Sales for the women’s health, legacy brands and 
biosimilar products that will be spun out into a 
new public company – through a transaction that’s 
expected to be completed in the first half of 2021 
– are expected to reach $6.5bn in 2020 and $6bn-
$6.5bn in the following year.

Keytruda Dependence A Problem For Investors
Cowen & Co. LLC analyst Steve Scala pointed out 
during Merck’s earnings call that investors already 
are concerned about how heavily dependent the 
company is on Keytruda for revenue and sales 
growth, and noted that spinning out $6.5bn 
worth of revenue from certain franchises will only 
increase this risk.

In fact, after Merck’s Q4 earnings report and spin-
out news the company’s stock closed down 2.9% 
at $85.83 per share on a day when biotechnology 
stocks outperformed an outstanding recovery in 
stock prices across the board.

“Merck appears to not agree that this is a 
concern,” Scala said, “and I’m wondering if you can 
elaborate on why.”

Frazier said Merck is “mindful of that” and noted 
that Keytruda revenues as a proportion of total 
2019 revenues only increased by a small amount 
because of the attention the company has paid to 
that concern.

“I think the most important thing that I would say 
about Keytruda is that, right now, we continue 
to see the benefits of our focus both in terms of 
R&D and commercial execution going forward,” 
he added. “We see it as driving more growth going 
forward for the company, but we also see the 
benefits of our other opportunities in oncology. 
We have more than Keytruda, we have Lenvima 

Merck: It’s Not Just Keytruda Driving Future Growth



10 / March 2020 © Informa UK Ltd 2020 (Unauthorized photocopying prohibited.)

and Lynparza. We also have 20 molecules behind 
that.”

Frazier and other executives noted throughout 
the call that Merck already has been investing in 
R&D and business development in ways that focus 
more specifically on high-growth therapeutic 
areas, including Keytruda, oncology broadly, 
hospital-based medicines and vaccines.

Keytruda recently has gained new indications 
in certain patients with high-risk, non-muscle 
invasive bladder cancer (NMIBC) in the US; in 
advanced renal cell carcinoma (RCC) and recurrent 
of distant head and neck cancer in Japan; in 
metastatic non-small cell lung cancer (NSCLC) in 
China; and in Europe as monotherapy or with 
chemotherapy as a first-line therapy for certain 
patients with metastatic or unresectable recurrent 
head and neck squamous cell carcinoma 
(HNSCC). (Also see “Merck Confident In Keytruda’s 
Dominance In Lung Cancer, Despite Competitors’ 
Data” - Scrip, 29 Oct, 2019.)

Keytruda hasn’t found success in some indications 
it has pursued, however – Merck disclosed a small 
cell lung cancer setback in January. (Also see 
“Merck & Co’s Keytruda Disappoints In Small-Cell 
Lung Cancer” - Scrip, 7 Jan, 2020.)

The company and its partner AstraZeneca PLC, 
under a 2017 deal for half of the profits from 
sales of the poly ADP ribose polymerase (PARP) 
inhibitor Lynparza (olaparib) and the MEK1/2 
inhibitor selumetinib, recently reached multiple 
milestones for both assets. (Also see “A Whopper 
Of A Deal: AZ Hands Half Of Lynparza To Merck” - 
Scrip, 27 Jul, 2017.) A new drug application (NDA) 
filing was accepted for priority review by the US 
Food and Drug Administration for selumetinib in 
the treatment of certain pediatric patients with 
neurofibromatosis Type 1 (NF1) and an approval 
decision is expected in the second quarter of 
2020. 

Lynparza recently was approved in the US for 
BRCA-mutated (BRCAm) metastatic pancreatic 
cancer and in China as a first-line maintenance 
therapy for BRCAm ovarian cancer. Also, the 
US FDA accepted NDAs for priority review for 
Lynparza as a treatment for certain cases of 
metastatic castration-resistant prostate cancer 
and in combination with Avastin (bevacizumab) as 
a maintenance therapy for women with advanced 
ovarian cancer; approval decisions for both 
indications are expected in the second quarter. 
(Also see “AZ’s Lynparza Gets Prostate Cancer 
Priority Review “ - Scrip, 20 Jan, 2020.)

“We feel very well positioned, as we’ve been 
saying, with regards to Keytruda – not only with 
regards to our significant penetration in non-
small cell lung cancer within the US, but also the 
significant impact that we’re having for patients 
with renal cell carcinoma, adjuvant melanoma, 
head and neck … and our recent approval on non-
muscle invasive bladder cancer,” chief commercial 
officer Frank Clyburn said during Merck’s earnings 
call.

“The breadth of our indications and the strength 
of our data gives us a lot of confidence to continue 
to grow in particular not only in the US, but ex-
US,” Clyburn said.

He noted that in addition to the strong 
performance of Keytruda, Lynparza and Lenvima 
(lenvatinib) – a tyrosine kinase inhibitor partnered 
with Eisai Co. Ltd. under a 2018 deal – strong 
growth is expected to continue for the human 
papillomavirus vaccine Gardasil and Bridion 
(sugammadex), which is approved for the reversal 
of neuromuscular blockade caused by anesthesia 
during surgery. Sales of Gardasil and Bridion 
increased 19% and 23% in 2019, respectively. (Also 
see “Eisai And Merck & Co Supercharge Lenvima’s 
Potential” - Scrip, 8 Mar, 2018.)
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Januvia Declines, But Its Sales Help Fuel 
Growth
While sales of the diabetes medicines Januvia 
(sitagliptin) and Janumet (sitagliptin/metformin) 
fell 6% to $3.48bn and 8% to $2.04bn, respectively, 
the two products combined are Merck’s second-
highest selling franchise behind Keytruda and 
ahead of Gardasil.

But even though the two products are 
experiencing the same pricing pressures as 
other companies’ diabetes medicines and will 
face generics in three to four years, Januvia and 
Janumet will remain in Merck’s portfolio after 
the company spins out several legacy brands, 
contributing significant revenue that will help 
fund ongoing R&D in cardio-metabolic and other 
diseases.

“We continue to believe that our diabetes 
franchise is going to be an important contributor 
to Merck now and into the future,” Frazier said. 
“We’re also continuing to do significant research in 
the whole cardio-metabolic area, so that’s an area 
of focus for us going forward.”

Chief financial officer Robert Davis added 
that “clearly, we continue to benefit from the 
fundamental cash flow and strength that that 
business gives. While it’s not a growing business, 
it still is generating a lot of cash flow that in 
the near-term, as we approach [loss of patent 
exclusivity (LOE)], will continue to be important for 
Merck.”

Davis noted that the spin-out company would 
not have the capacity to handle the loss of 
revenue that will be experienced when Januvia 
and Janumet LOE hits in 2023 and 2024. “That 

type of cliff would be insurmountable to the new 
company,” he said. 

One late-stage opportunity in Merck’s cardio-
metabolic pipeline is the soluble guanylate cyclase 
(sGC) stimulator vericiguat; the company and 
its partner Bayer AG reported positive Phase III 
results in November for vericiguat in patients 
with chronic heart failure with reduced ejection 
fraction. 

“So, if you look at the capital allocation priorities, 
they really remain unchanged,” Davis said. 
“First and foremost, we’re going to ensure we 
appropriately fund research and development; 
we’re going to fund the opportunity to launch new 
products.”

He said Merck also will continue to prioritize 
investment in “value-creating business 
development” and returning cash to its investors.

“As it relates to business development, I’ll just 
say, as we’ve always said, it’s an important 
priority,” Frazier added. “And first and foremost, 
we are always looking for the best science and 
innovation that will drive long-term growth and 
value for shareholders. … And you saw last year, 
we did a number of deals, about 80 transactions 
spanning licensing, technology deals, and clinical 
collaborations. We’ll continue to look for those 
opportunities to augment our pipeline with the 
best science.”

In terms of mergers and acquisitions, Merck 
closed its $2.7bn purchase of ArQule Inc. in 
January. (Also see “Merck & Co. Joins Competitive 
BTK Research Space With $2.7bn ArQule Buy” - 
Scrip, 9 Dec, 2019.)
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Executive Summary
With CEO Emma Walmsley determined to keep 
investing in new technologies, GlaxoSmithKline 
has launched a two-year program to prepare 
for the separation of its pharma and consumer 
healthcare units into two companies.

 

GlaxoSmithKline PLC has begun its two-year 
program to split into two, creating a consumer 
healthcare standalone and a “biopharma company 
focused on science related to the immune system, 
use of genetics and new technologies.”

There had been some conflicting messages of late 
regarding the future of the consumer business 
which GSK operates as a joint venture with Pfizer 
since a deal that closed at the end of July last 
year. At the J.P. Morgan Healthcare Conference in 
January, Pfizer CEO Albert Bourla said he believed 
the JV was moving towards an initial public 
offering within three to four years but GSK, which 
has majority ownership (68%) of the JV, also has 
control of the separation and is looking to move 
faster. (Also see “No More ‘Major’ Deals For GSK 
Consumer Before IPO – CEO Walmsley “ - HBW 
Insight, 15 Jan, 2020.)

Speaking as GSK unveiled a decent if 
unspectacular set of financials for the full year 
and fourth quarter, CEO Emma Walmsley noted 
that the company was hopeful of completing the 
separation three years from the July 2019 closing 
of the JV. Building the technical infrastructure 
and corporate functions needed to prepare 
the consumer healthcare unit to stand alone 
will result in £600-£700m one-time costs; the 
separation program will target £700m in annual 
savings by 2022, with total costs estimated at 
£2.4bn.

Walmsley stated that “our first priority remains, 
as I said many times, to invest in R&D and future 
growth drivers.” Recent data readouts “underpin 
our decision to further increase investment in 
R&D and these new products.”

The separation program, referred to internally at 
GSK as ‘Future Ready’, will act as “a unique catalyst 
to reset the capabilities and cost bases for both 
companies,” she added. One part of this will be 
to divest non-core assets and raise R&D funds for 
“the new GSK” and a number of them are under 
review, she noted.

The first to go is likely to be GSK’s prescription 
dermatology business. Chief financial officer Iain 
Mackay said that division had revenues of £200-
300m, noting, “It’s a good business, not a priority 
business for us but we certainly believe it’s a 
prospect…for other people.”

GSK is also looking at the sale of a number of 
the equity holdings it has in other companies 
which “represents an interesting opportunity for 
us to reprioritize capital allocation towards the 
growth drivers within the organization,” he added. 
Divestment proceeds should be in the region of 
£1.6bn, more than enough to cover the cash costs 
of the separation program, he added.

Shingrix In Demand
As for the fourth quarter financials, which saw 
revenues rise 11% to £8.90bn and adjusted 
operating profit slide 11% to £1.85bn, the 
shingles vaccine Shingrix caught the eye, 
with sales reaching £532m. Walmsley noted 
that 14 million people in the US have been 
vaccinated with at least one dose, “and plenty 
of opportunity remains.” Shingrix was approved 
in May 2019 in China “where we’re planning a 
phased introduction later this year,” she said, 
adding that “our capacity expansion plans for 

Pharma Is Priority As GSK Confirms Split With Consumer
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this transformative product in our portfolio are 
making good progress.”

However, heavy demand for the vaccine is still 

causing shortages of supply. Mackay said that “we 
see limited opportunity for further growth beyond 
2020 until we bring our new facility online, which 
we don’t expect before 2024.”

GSK also spoke about its return to oncology but 
there is a lot of ground to make up. The company 
spent over $5.1bn to buy Tesaro. and its PARP 
inhibitor Zejula. (niraparib) but sales of the drug 
which is approved for ovarian cancer patients 
in the second-line maintenance setting remain 
luckluster, bringing in just £66m in the fourth 
quarter. (Also see “GSK Gears Up For Three Cancer 
Launches In 2020” - Scrip, 5 Nov, 2019.)

However R&D head Hal Barron highlighted the 
PRIMA data presented at the European Society 
for Medical Oncology meeting in Barcelona in 
September which he claimed demonstrated the 
value of monotherapy of Zejula for all-comers, not 
just in patients with BRCA mutations, when given 
in the frontline setting as maintenance therapy. 

He said that enrolment has started for the pivotal 
MOONSTONE study investigating Zejula plus the 
investigational PD-1 inhibitor dostarlimab for 
platinum-resistant ovarian cancer patients which 
will read out in 2021 and “together, we believe 
these data will help establish Zejula as the most 
compelling PARP inhibitor for women with ovarian 
cancer.”  (Also see “New Front Opens in First-
Line Ovarian Cancer Market: GSK’s Zejula Vs. AZ’s 
Lynparza “ - Scrip, 29 Sep, 2019.)

In addition, given Zejula’s “unique 
pharmacokinetic profile, including its ability to 
penetrate the blood-brain barrier, we plan to 
initiate one or two pivotal studies in patients with 
lung and/or breast cancer by year-end,” Barron 
added.

Source: GSK
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Executive Summary
Gilead takes $800m impairment charge against 
Kite acquisition a year after an $820m write-down. 
Kite and Yescarta are appear to be afterthoughts 
in discussions of Gilead’s portfolio and pipeline.

 

Perhaps one of the most interesting aspects of 
Gilead Sciences Inc.’s fourth quarter and full-year 
2019 earnings call on 4 February was what the 
company did not talk about – an $800m pre-tax 
impairment charge it took in the fourth quarter 
related to its acquisition of Kite Pharma Inc. 
While the lymphoma treatment Yescarta, the 
centerpiece of the deal, posted flat quarter-over-
quarter sales growth, mentions of Kite were scant 
during the hour-plus call.

Earlier this year, CEO Daniel O’Day spoke about 
Gilead’s potential to develop new growth-driving 
products through both internal and external 
innovation at the J.P. Morgan Healthcare 
Conference. (Also see “J.P. Morgan Notebook 
Day 1: No Big Deals, But Plenty Of Pipeline, 
Commercial Highlights” - Scrip, 14 Jan, 2020.) 
Returning to that theme during the earnings 
call, O’Day talked up the promise of Gilead’s 
partnership with Galapagos NV, including the 
potential for approval of JAK1 inhibitor filgotinib in 
rheumatoid arthritis and upcoming Phase III data 
with that compound in ulcerative colitis.
The company hopes filgotinib will be a best-in-
class JAK inhibitor in RA – it has an August action 
date at the US Food and Drug Administration and 
also is under review in Europe and Japan. (Also 
see “Gilead Hopes Selectivity Will Ease Safety 
Labeling For Filgotinib” - Scrip, 25 Oct, 2019.)

Chief financial officer Andrew Dickinson reported 
that Yescarta (axicabtagene ciloleucel) brought in 
$122m globally during the fourth quarter, rising 

just 3% sequentially from $118m in the third 
quarter, which fell from $120m in the second 
quarter. Despite the recent flattening, fourth 
quarter Yescarta sales were up 51% from Q4 2018.

“The year-over-year increase was driven by a 
higher number of therapies provided to patients 
and its continued expansion in Europe,” Dickinson 
said. Full-year sales of Yescarta were $456m, 
roughly double the $264m posted in 2018, with 
$373m of sales in the US and $83m ex-US.

O’Day said last May, during his first quarterly 
earnings call as Gilead CEO, that the company 
planned to make Kite a separate business entity 
within Gilead with its own CEO, perhaps indicating 
a declining role in the Foster City, CA-based firm’s 
plans for growth. (Also see “Gilead To Let Kite Fly 
Free; O’Day Says It Will Become Separate Business 
Unit” - Scrip, 2 May, 2019.)

On the 4 February call, O’Day said Gilead 
looks forward to presenting Phase III data for 
Yescarta in relapsed/refractory diffuse large 
B-cell lymphoma (DLBCL) patients during the 
second half of 2020, and also cited a second Kite 
candidate, KTE-X19, as under review in the US and 
EU for relapsed/refractory mantle cell lymphoma.

The CEO did not mention the $800m write-down, 
however, which followed an $820m write-down 
of the Kite transaction during 2018. (Also see 
“Gilead Maintains Optimistic Outlook For Yescarta 
Despite Slow Growth” - Scrip, 4 Feb, 2019.) 
Recently appointed chief medical officer Merdad 
Persay pointed out in his overview of Gilead’s 
R&D pipeline that the company has 15 oncology 
candidates in clinical development, citing “a broad 
portfolio, including Kite.” (Also see “Gilead’s New 
O’Day Regime Has New R&D Structure “ - Scrip, 10 
Oct, 2019.)

Gilead Writes Down Kite Buy As Yescarta Sales Flatten Out
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The Yescarta sales came in below Jefferies’ 
projection for the quarter of $135m and Credit 
Suisse’s expectation of $138m, as well as a $129m 
consensus estimate given by Credit Suisse analyst 
Evan Seigerman in a 4 February note.

HIV Franchise Sets New Quarterly, Annual 
Sales Peaks
Overall, Gilead reported fourth quarter revenue of 
$5.8bn, up slightly from $5.7bn a year earlier, and 
full-year sales of $22.1bn, compared to $21.7bn 
in 2018. O’Day emphasized the strength of the 
company’s core business, noting that the HIV 
franchise had once again set quarterly and annual 
sales records. (Also see “O’Day Lays Out Plan For 
Gilead’s Continued HIV Dominance” - Scrip, 14 Jan, 
2020.) 

On the quarter, HIV sales of $4.6bn were up 9% 
year-over-year, according to chief commercial 
officer Johanna Mercier, while the annual total of 
$16.4bn accounted for a 12% increase over 2018.

“Today, approximately 80% of people living with 
HIV who are on therapy in the US are on a Gilead-
based regimen,” O’Day said. “Across the franchise, 
we’ve seen durability and sustainability of the 
business, which we expect to continue in 2020 
and beyond.”

He noted that much of the strength is being driven 
by Biktarvy (bictegravir/emtricitabine/tenofovir 
alafenamide (TAF)) and said that about one in two 
patients who are new to therapy and patients who 
are switching therapy are initiating treatment with 
Biktarvy.

“We’re also very pleased with the early progress 

with Descovy (emtricitabine/TAF) for PrEP [pre-
exposure prophylaxis],” O’Day said.

Biktarvy yielded sales of $1.57bn during the fourth 
quarter, nearly $1.36bn of that in the US, up 23% 
from the prior quarter. Full-year sales of $4.74bn 
more than quadrupled the $1.18bn realized in 
2018. Biktarvy now is on the market in 29 EU 
markets, Mercier said, and is the number-one 
HIV therapy in Germany, France, Spain and Italy. 
Overall, Gilead’s quarterly HIV sales in Europe rose 
10% year-over-year, she added.

Descovy brought in $437m worldwide during the 
quarter, and $1.5bn for the year. Mercier noted 
that 27% of US PrEP patients now take Descovy 
and Gilead expects to realize its goal of a 40%-45% 
market share in PrEP by the end of 2020.

For 2020, Gilead offered full-year product sales 
guidance of $21.8bn to $22.2bn, basically flat 
compared to 2019’s performance. O’Day said that 
while HIV is robust and continues to grow, there 
are headwinds Gilead has to factor in, including 
the US patent expiration of Descovy predecessor 
Truvada (emtricitabine/tenofovir disoproxil 
fumarate) in 2021. Truvada yielded $2.81bn in 
sales during 2019, including $768m in the fourth 
quarter, nearly all of it in the US.

A current drag on performance is generic erosion 
in the cardiovascular franchise. Mercier pointed 
out that recent generic competition has decreased 
sales of angina drug Ranexa (ranolazine) by 90% 
and pulmonary arterial hypertension drug Letairis 
(ambrisentan) by 65%. That trend is expected to 
continue in 2020, she said. Gilead did not break 
out individual sales of either product in its report.
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Executive Summary
Pfizer’s biosimilar franchise  is well on its way to 
becoming a blockbuster business three years after 
the company launched its first US biosimilar.

 

Pfizer Inc.’s biosimilar business is well on its way 
to becoming a blockbuster business, even as the 
launch of three new oncology biosimilars has just 
gotten underway. Pfizer announced biosimilar 
revenues of $911m in 2019, with strong 19% 
growth driven by the US market – which had 70% 
growth itself.

The substantial growth of Pfizer’s biosimilar 
business is notable, given that Pfizer only 
launched its first biosimilar in the US in late 2016, 
Inflectra (infliximab-dyyb), and that product got 
off to a noticeably lackluster start versus Johnson 
& Johnson’s branded Remicade (infliximab). The 
launch of Pfizer’s second and third US biosimilars 
in late 2018 – Retacrit (epoetin alfa-epbx), a 
biosimilar version of Amgen Inc.’s Epogen and 
Johnson & Johnson’s Procrit, and Nivestym 
(filgrastim-aafi), a biosimilar of Amgen’s Neupogen 
– have built out the portfolio. (Also see “Pfizer’s 
Epogen Biosimilar Retacrit Launches At 33% Off In 
A US Market Where Amgen’s Already Competitive” 
- Scrip, 14 Nov, 2018.)

Retacrit has captured 20% of the market one year 
after launching, the company reported during its 
28 January fourth quarter earnings call, a different 
dynamic than Pfizer experienced with Inflectra, 
which struggled to gain share versus branded 
Remicade.

Pfizer reported US biosimilar revenues of $451m 
for the year, reflecting 70% growth. In Europe, 
where Pfizer has had a biosimilar business for 
longer, gained through the acquisition of Hospira 

Inc. in 2015, revenues declined 6% to $395m. 
Pfizer said it expects to see additional growth 
coming from biosimilars in 2020, driven by the 
launch of three new oncology biosimilars in the 
US.

The company launched Zirabev (bevacizumab-
byzr) and Ruxience (rituximab-pyyr), biosimilars 
of Roche’s Avastin and Rituxan, in the US in 
December and is poised to launch Trazimera 
(trastuzumab-gyyp), a biosimilar of Roche’s 
Herceptin, in February. All three biosimilars will 
launch at wholesale acquisition costs that are 22% 
to 24% lower than the branded drugs.

The company expects the uptake of biosimilar 
oncology medicines could be faster than in some 
chronic conditions because patients cycle through 
treatment so quickly.

“We see the dynamics in oncology biosimilars 
being very different from that of what we saw 
for inflammation in the form of Inflectra,” 
Biopharmaceuticals group president Angela 
Hwang said during the company’s same-day 
conference call.
She pointed out that Pfizer’s launch of three new 
cancer biosimilars all around the same time could 
be an advantage as well, as the company looks to 
build relationships with providers.

Beyond the oncology biosimilars, Pfizer has 
secured FDA approval of a biosimilar version of 
AbbVie Inc.’s Humira (adalimumab) called Abrilada 
(adalimumab-afzb), which it expects to launch in 
2023.

Strong Biopharma Growth
The biosimilar franchise was just one piece of 
Pfizer’s pharmaceutical portfolio that generated 
strong growth in 2019 as the company heads 
into a big transition year when it will spin out 

Pfizer’s Biosimilar Strategy Might Be Working
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its Upjohn branded generics and established 
products business into a new company with Mylan 
NV called Viatris GMBH. (Also see “At Pfizer, A Split 
A Decade In The Making” - Scrip, 29 Jul, 2019.)

Sales of the breast cancer drug Ibrance grew 
20% to $4.96bn in 2019. Ibrance, in the US, has 
maintained a 90% share of the market, despite the 
availability of two competing CDK4/6 competitors. 
In another crowded field, the blood thinner Eliquis 
partnered with Bristol-Myers Squibb Co., grew 
23% to $4.22bn, and sales of the oral rheumatoid 
arthritis drug Xeljanz grew 26% to $2.24bn.

Despite strong growth across key brands, the 
impact of Lyrica generic competition could not 
be avoided. Total revenues declined 4% on a 
reported basis to $51.75bn as expected.

However, the biopharma business that Pfizer 

plans to move forward with after the spinout 
grew 5% to $39.42bn. The growth came from 
volume, not price, which had a negative 2% impact 
on biopharma results. Revenues for the Upjohn 
business, where Lyrica now falls, fell 18% to 
$10.23bn.

The company laid out its 2020 forecast for the 
new Pfizer including revenues of $40.7bn to 
$42.3bn, adjusted diluted earnings per share of 
$2.25 to $2.35 and operating cash flow of $11bn 
to $12bn.
Separately, Pfizer also confirmed that it filed the 
NGF inhibitor tanezumab with the US Food and 
Drug Administration for pain in moderate-to-
severe osteoarthritis patients. 
(Also see “Surprise! Pfizer And Lilly File Tanezumab 
For Pain With FDA Despite Safety Questions “ - 
Scrip, 28 Jan, 2020.)
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Executive Summary
Recovering underlying revenue, faster integration 
synergies and global portfolio growth behind 
upward adjustments in full-year forecasts.

 

Citing positive business momentum in the first 
nine months, Takeda Pharmaceutical Co. Ltd. 
has upgraded its guidance for the full fiscal year, 
pointing to a mix of stronger underlying revenues, 
cost and Shire integration benefits and a solid 
performance from its global brands.

While underlying revenue declined by around 
1% on a pro-forma basis in the nine months to 
31 December, the fourth quarter is expected to 
be stronger. Underlying core earnings per share 
guidance for the year has been upped to JPY385-
405 from JPY370-390.

“Abundant” free cash flow of JPY746bn ($6.85bn) 
in the nine months will “comfortably cover” 
full-year dividend and interest costs, while also 
enabling debt pay-down, chief financial officer 
Costas Saroukos said.

In the meantime, synergies a year after the closing 
of the Shire PLC acquisition should reach an 80% 
run rate against their $2bn target by the end of 
March, ahead of the earlier 70% expectation. 
36 of the two companies’ 146 sites in scope for 
consolidation had been closed as of the end of 
2019, with others due in the next few months.

The company reaffirmed that negotiations for 
further potential non-core asset divestments are 
ongoing, but gave no new indication of what might 
be sold off or when.

Entyvio Strong Again
The Japanese firm’s 14 global brands grew by an 

aggregate 20% to JPY836.4bn, led again by far 
by the inflammatory bowel disease drug Entyvio 
(vedolizumab). This surged by 31% globally to 
JPY263.5bn, dominated by the US and strong (but 
not quantified) growth is expected throughout the 
rest of the year. 

The antibody for Crohn’s disease and ulcerative 
colitis (UC) has been steadily expanding patient 
share in the US - to around 32% in UC by last 
September - helped by the publication of positive 
head-to-head results versus adalimumab in the 
latter indication.

While the subcutaneous formulation for UC has 
received a US Complete Response Letter (not 
related to safety/efficacy), an updated timeline on 
this is expected within the calendar first half of 
this year, Saroukos said.

Although from a smaller base, one of the other 
main growth products highlighted by Takeda 
was ex-Shire Takhzyro (lanadelumab-flyo), for 
hereditary angioedema prophylaxis. This achieved 
JPY48.8bn globally in the nine months, helped by 
strong launches in Europe and switching from 
older Shire products.

Revised Guidance
Takeda has now raised its full-year reported 
revenue outlook by JPY26bn to JPY3,286.0bn (+1% 
year-on-year), with reported operating profit 
expected to move JPY10.0bn into the black, from 
an expected JPY110.0 loss earlier.

Finalization of by purchase price allocation and 
amortization of the Shire acquisition has had a 
positive impact, Saroukos said.

Core operating profit guidance meanwhile has 
been raised by JPY20bn to JPY950bn and reported 
net loss cut to JPY162.0bn from JPY273.0bn.

Takeda Ups Guidance On Mainstay Growth, Cost Discipline
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Reported/core revenue in the nine-month 
period was 83% higher at JPY2,519.5bn - the US 
accounting for 48% of this figure - while reported 
operating profit was JPY162.5bn (-43%; +130% 
to JPY792.2bn on a core basis), affected by costs 

related to the Shire acquisition.

Reported net profit was down 74% to JPY42.5bn 
but up 113% to JPY560.1bn on a core basis. 
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Executive Summary
Expensive acquisitions are in the spotlight during 
earnings season. The purchases of Kite and 
Celgene by Gilead and Bristol-Myers Squibb are 
not turning out to be what was written on the tin.

 

Expensive acquisitions are in the spotlight during 
earnings season. The purchases of Kite and 
Celgene by Gilead and Bristol-Myers Squibb are 
not turning out to be what was written on the tin.

As earnings season trundled into its third week, 
Gilead Sciences Inc. needed its full-year 2019 
financial report to dispel any worries that its 
$11.9bn acquisition of Kite Pharma Inc., which 
spearheaded its move into CAR-T therapy, was an 
over-optimistic gamble.
(Also see “Gilead Makes Cell Therapy The Base Of 
Its Oncology Platform With Kite Buy” - Scrip, 29 
Aug, 2017.) The portents from Novartis AG’s recent 
full-year 2019 financial report, which showed 
its CAR-T product Kymriah (tisagenlecleucel) 
generated $278m in sales in 2019, up from 
$76m in 2018, were not good. Although analysts’ 
consensus estimates for Kymriah had been 
$237m, expectations had already been lowered. 
There is a growing presumption that the CAR-T 
acquisitions of Kite by Gilead and of Juno 
Therapeutics Inc. by Celgene Corp. will not yield a 
blockbuster any time soon.

Gilead: More Misses Than Hits
Gilead’s fourth-quarter 2019 revenues of $5.9bn 
beat analysts’ estimates of $5.7bn and were just 
above the $5.8bn booked in the fourth quarter 
of 2018. Its non-GAAP earnings per share (EPS) of 
$1.30, however, missed the consensus estimates 
of $1.67. The full-year 2020 guidance for non-
GAAP EPS was $6.05-6.45, which also missed the 

analysts’ estimate of $7.01.

Gilead’s CAR-T product Yescarta (axicabtagene 
ciloleucel) had a better launch than Novartis’s 
Kymriah, and that continued in the fourth quarter 
of 2019 with Yescarta recording sales of $122m 
against Kymriah’s $96m. However, another 
announcement would dull the shine of Yescarta’s 
halo.

Quarter-on-quarter revenue growth of $4m for 
a product that only launched at the end of 2017 
paled into significance when compared with the 
announcement of another $800m impairment 
charge related to the Kite acquisition. Gilead 
probably hoped that the 8% increase in dividend 
for the first quarter of 2020 would redress the 
earnings dilution resulting from the write-down 
and would have the same supportive effect on 
its stock price that a similar announcement did 
for Roche the previous week. Those hopes were 
in vain. Gilead’s stock price dropped 2.8% on the 
day after the after-market announcement and 
this held the share price back to finish the week 
up 2.5% against the NASDAQ Biotech Index’s 3.4% 
weekly rise.

Do Something, But Only Something Good
Gilead has been caught between a rock and a hard 
place for many years. Since acquiring Pharmasset 
Inc. for $11bn and doubling its revenues with a 
leading HCV franchise that complemented its HIV 
franchise, investors have been asking (perhaps 
unfairly) “What’s next?” (Also see “Gilead Goes 
For The Gold (Standard) In Plan To Acquire HCV 
Specialist Pharmasset” - Pink Sheet, 21 Nov, 
2011.) The subsequent combination of aggressive 
competition in HCV and the slowing of growth in 
its HIV franchise has stunted Gilead’s growth. At 
virtually every earnings call, analysts ask Gilead’s 
management what the company will buy after 

Stockwatch: Gilead, BMS Expose High Cost Of M&A
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Pharmasset, to which management intones from 
a well-rehearsed script about valuations and the 
consideration of many possibilities.

Gilead has found that spending $11bn to double 
its sales is a very rare event and a more likely 
transaction involves spending $12bn only to 
write it down by significantly more than the 
revenues generated in successive years. Gilead’s 
shareholders are now probably split between 
those wanting it to spend big on another 
Pharmasset and those who breathe a sigh of relief 
at the end of each quarter that it has not spent big 
on another Kite. Gilead probably hoped that both 
groups would have been pacified by a hike in the 
dividend. However, the stock price performance 
from last week suggests that Gilead still has more 
of the former investors, who aspire to sales and 
earnings growth.

BMS’s Expensive Bolt-On Of Celgene’s 
Revenues
At first glance, the 2.9% stock price rise of Bristol-
Myers Squibb Co. (BMS) in the week of its fourth-
quarter 2019 earnings announcement (compared 
to the NYSE ARCA Pharmaceutical Index’s 1.0% 
rise for the week) told a different story of its 
acquisition of Celgene than Gilead’s did of Kite. 
BMS reported fourth-quarter 2019 revenues 
of $7.9bn, which were comfortably ahead of 
consensus estimates of $7.1bn. Non-GAAP 
EPS of $1.22 also substantively beat analysts’ 
estimates of $0.88, while full-year 2020 non-GAAP 
EPS guidance of $6.00-6.20 bracketed analysts’ 
estimates of $6.12. There was apparently nothing 
not to like in the announcement as the BMS share 
price rocked up 3% in the pre-market trading on 
the day of its announcement and maintained that 
rise for a week. 

At the same time as BMS was reporting its fourth-

quarter 2019 financial results, a group of my 
Cambridge University Masters students were 
presenting their analysis of BMS plus Celgene. This 
was because having chosen to analyze BMS, the 
transaction only closed in the last quarter of 2019, 
so they effectively had to assess and value two 
companies for the mark of one. Their conclusion 
was that both companies were undervalued by 
the market (which is undeniable) and that the cost 
savings would help carry the deal. One of their 
arguments was that when BMS first reported as a 
combined company, the market would appreciate 
the value of the Celgene’s bolted-on revenues. The 
analysis is logical and the optimism admired, but 
two points bear mentioning.

BMS’s stock price prior to the transaction had 
been depressed because its anti-PD1 monoclonal 
antibody Opdivo (nivolumab) had long since 
surrendered its lead in the anti-PD1 space to 
Merck & Co. Inc.’s Keytruda (pembrolizumab). 
Indeed, Merck’s fourth-quarter results earlier 
in the week rubbed salt into this wound with 
Keytruda’s fourth-quarter revenue growing to 
$3.1bn (against Opdivo falling quarter-on-quarter 
to $1.7bn), while Merck also beat consensus 
estimates of revenues and EPS. (Also see “Merck: 
It’s Not Just Keytruda Driving Future Growth” - 
Scrip, 5 Feb, 2020.) 

Celgene’s stock price prior to the announcement 
of its acquisition by BMS had also been declining 
because of the impending loss of exclusivity of its 
biggest product Revlimid (lenalidomide). BMS paid 
$74bn for a wasting asset which bolted on a one-
time $1.9bn quarterly revenue gain and resulted 
in a 3% stock price rise. I’m sure my students 
were expecting more stock market appreciation. 
Is it any wonder that most pharma M&A fails and 
the only people who benefit are the fee-earning 
bankers?
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