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US Drug Pricing: What A Difference A Year Makes

Executive Summary
Drug makers were optimistic going into 2018 about the 
political climate and drug pricing environment, but the 
outlook is more tenuous heading into 2019. Now is the 
time when industry raises prices on mature, marketed 
drugs and it’s unclear how those hikes may be tempered 
or what the backlash might be.

 

One year ago, industry insider Alex Azar had just been 
nominated HHS Secretary and the ink was still drying on 
new US corporate tax reform policies. Industry practically 
had a collective pep in its step heading into 2018, 
reassured that President Trump’s threats on drug pricing 
would largely be limited to his Twitter bullhorn rather 
than notable policy changes.

Now, as drug makers head into 2019, the outlook for US 
drug pricing is more tenuous, particularly when it comes 
to those regular price increases on mature, marketed 
drugs that have provided a reliable way for the industry 
to drive growth even in a challenging drug development 
environment.

Democrats are poised to take over control of the House 
of Representatives Jan. 3, which could make the target 
on industry’s back in Washington, D.C. even bigger. 
Meanwhile, Azar hasn’t been quite the comrade-in-power 
industry was hoping for. He was busy in the second half 
of 2018 turning ideas for lowering drug prices into written 
proposals.

There is still a lot of uncertainty around what policies 
the Trump administration will actually deliver on, but the 
era of unquestioned double-digit price hikes across the 
commercial portfolio appears to be over. More modest 
price increases on fewer products will put more pressure 
on drug makers to drive top-line growth.

One bright spot for the industry going into 2019 is the 
growing awareness that pharma is delivering novel 
groundbreaking medicines – gene therapies and cancer 
immunotherapies, for example – that continue to make 
the sector a dynamic one. Novel drugs that deliver a 
step change in the way diseases are treated may have 
more immunity when it comes to the backlash over drug 
pricing.

Another turn in industry’s favor is that US retail drug 
spending across commercial and government payers 
was flat in 2017, largely due to decreased utilization, 
according to a report released by CMS in December. (Also 
see “Retail Drug Spending In US Flat For 2017 Due Mainly 
To ‘Non-Price’ Factors” - Pink Sheet, 6 Dec, 2018.)

Nonetheless, the political clouds appear to be building. 
In a recent interview with Scrip, AstraZeneca PLC’s 
US President Ruud Dobber predicted that the macro-
environment, including US drug pricing, will be the big 
headwind for the industry in 2019. “There is a lot of 
potential legislation coming from Washington,” he said. 
“We need to respect that there are different views on our 
industry. That is the piece that is the most challenging 
one.”

Leerink Partners analyst Geoff Porges said in a Dec. 17 
note to investors, “We are very cautious about the outlook 
for large cap biopharma companies in 2019 based on 
unfavorable political forces, consumer anger and payer 
consolidation.”

“We expect product prices to be under pressure, with 
market access even more challenging and product 
lifecycles to be shorter than ever,” he added. “Looking 
ahead, we prefer companies with minimal reliance on 
price, highly differentiated products and under-valued 
catalysts.”

New Year, New Prices
In the near-term,the industry is headed towards a 
reckoning of sorts in January. That’s when drug makers 
typically take annual price increase on their products. 
This year, it’s uncertain what type of pushback they might 
get from President Trump, the new Congress or the public 
when they do.

Indeed, on Jan. 1 many drug makers announced price 
increases as expected, including Allergan PLC, Biogen 
Inc. and Bristol-Myers Squibb Co.. Most of the price 
increases that were announced were 6% or lower, with 
the exception of Allergan, which raised prices by 9.5% 
across its commercial portfolio, according to a list of price 
increases provided by Evercore ISI analyst Umer Raffat.

Other drug makers are expected to follow. Pfizer already 
announced in November that it will raise prices on Jan. 
15, but notably agreed to limit the increases to just 10% 
of the portfolio and to limit the amount of the price 
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increases to 5% or less, with one exception: a 9% price 
increase one undisclosed drug. (Also see “The Inevitable 
Is Coming: Price Increases, Starting With Pfizer “ - Scrip, 
19 Nov, 2018.)

Pfizer seems to be betting that more transparency 
around drug prices will help to shield the company from 
a lot of blow back. (Also see “The Inevitable Is Coming: 
Price Increases, Starting With Pfizer “ - Scrip, 19 Nov, 
2018.) Last July, Pfizer agreed to roll back mid-year price 
increases after Trump pointed a finger at the company in 
a Tweet, followed by a phone conversation between CEO 
Ian Read and President Trump. (Also see “Pfizer Agrees 
To Roll Back Prices On 40 Drugs, Yielding To Pressure From 
Trump” - Pink Sheet, 10 Jul, 2018.) Many other industry 
players followed Pfizer’s lead at the time, agreeing to 
hold off on mid-year price increases, amid backlash, and 
to give the Trump administration time to put some of the 
ideas in the president’s drug pricing blueprint into action, 
but that grace period has ended.

The Gift That Used To Keep Giving
Much of the drug pricing debate is focused on the regular 
price hikes on the list price of marketed drugs. Over 
the last couple of years, industry has tried to be more 
transparent about list price increases, partly to highlight 
how much it pays back in rebates to payers to secure 
formulary access and the lower increases it ends up 
receiving on net prices.

Allergan went public early with a pricing pledge, vowing 
to limit price increases to under 10%. Now, the company 
is walking prices right up to the ledge with 9.5% hikes, 
which could draw some criticism.

Even considering the difference between list and net 
price, those regular price increases have been a critical 
top-line growth driver for the industry. Curbing them puts 
pressure on drug makers to wring more growth from new 
drugs, supported by a promising late-stage pipeline.

An analysis of in-line price increases by the top 17 
biopharma companies from 2013 through year-to-date 
2018 by Leerink’s Porges found that price growth alone 
contributed on average 5% a year to industry growth over 
the last five years.

“While total revenue growth was only 1% from 2017-
2018, without the price effect, we calculate that revenue 
growth from 2017-2018 would have been -6%,” Porges 
said.

Further, more than 20% of this year’s total biopharma 
revenue of $320bn, through the third quarter, can be 

attributed to the cumulative effect of price increases over 
the last five years, he said.

In the short-term, industry can manage to hold off on 
price increases, but the impact is harder to digest long-
term.

As Porges said, “The negative effect of these slowing 
price increases will have a powerful effect going forward 
because of the unwinding of the cumulative effect of 
compounding of positive price from prior year price 
increases.”

US pricing has contributed $27bn to worldwide pharma 
revenue in 2014, $45bn in 2015, $59bn in 2016, $68bn 
in 2017 and $71bn in 2018, he concluded. But without 
US price contributions from the prior five years, reported 
worldwide pharma revenue in 2018 year-to-date would 
have been $250bn, or 22% lower.

Hotter Political Climate
The gloomier outlook for pharma began mid-year, even 
after the Trump administration released its blueprint 
on drug pricing, which included lots of ideas but little in 
the way of tangible policies to make industry insiders 
particularly jittery. (Also see “’Immediate’ Steps To Lower 
Drug Prices: The HHS Action Plan “ - Scrip, 13 May, 2018.)

But some of those ideas began to make their way into 
proposals – and news conferences – as the year went on. 
A proposal that would require drug makers to disclose list 
prices in direct-to-consumer TV ads is such a daunting 
prospect that the industry is hoping to thwart it by 
implementing its own voluntary proposal that would 
convey where consumers can go to find more nuanced 
information around pricing. (Also see “Industry Makes A 
Drug Price Transparency Push In DTC Ads, But Is It Too 
Little Too Late? “ - Scrip, 15 Oct, 2018.) It’s also gearing 
up for a First Amendment legal battle if it comes to that. 
(Also see “ DTC Ad Proposal: Biopharma, Advertisers 
Marshall Legal Arguments In Opposition” - Pink Sheet, 19 
Dec, 2018.)

A rule proposed in October, to benchmark reimbursement 
for some Medicare Part B drug prices against an 
international price index, is viewed by industry about as 
loathsome as opening the doors to drug importation. 
(Also see “Medicare’s Foreign Price Bench-marking Will 
Only Hurt Bad Negotiators, HHS’s Azar Argues” - Pink 
Sheet, 25 Oct, 2018.)

Another proposal, to reduce protections for six categories 
of medicines that have been protected under Medicare 
Part D, would pave the way for broader government 
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negotiations on more categories of specialty drugs that 
have faced fewer market access restrictions.

The Trump administration appears to be throwing out 
a whole bunch of proposals, and while it remains to be 
seen which ones will stick, certainly the pressure on the 
industry has intensified since the start of 2018.

“We are in a more interesting time than ever in my 
career,” Express Scripts Holding Co. Chief Medical 
Officer Steve Miller said, speaking about the drug 
pricing environment at the Forbes Healthcare Summit in 
December. “Who would think my biggest advocate right 
now would be a Republican president named Donald 
Trump.”

Pharmacy benefit managers like Express Scripts 
have come under scrutiny themselves for the lack 
of transparency around the fees they charge and 
how they direct the rebates they negotiate with drug 
manufacturers. Another policy HHS is reviewing is around 
potential rebate reform, which could have consequences 

for PBMs as well as drug manufacturers. (Also see “Rebate 
Reform: Big Changes Are Looming For The US Drug 
Market” - In Vivo, 12 Nov, 2018.)

But the big question is what will happen in 2019, if 
anything, in terms of real policy shifts. For now, some 
analysts remain cautiously optimistic on the outlook for 
pharma on that front.

“We (cynically) believe odds are there will be less done 
in this Congress,” Bernstein Research’s Ronny Gal said in 
a Jan. 2 note. “The support for the drug industry crosses 
party lines. Many Democrats support the drug industry, 
notably Chairwoman Pelosi. You would need to form a 
cross-party coalition to carry a reform.”

Nonetheless, the issue of high drug costs certainly isn’t 
going away. For now, drug makers might try to think 
about navigating January price increases cautiously and 
wait to see if other health care topics - like insurance 
reform - can alleviate some of the pressure. 
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Mehta Analysis: Time Has Come To Present Drugs As Consumer 
Products

Executive Summary
Trump’s proposal to remove safe harbor protection for 
PBMs and biopharma will accelerate challenges to the 
traditional biopharma models, argues Viren Mehta of 
Mehta Partners LLC. Nimble new companies represent 
an innovation engine that can succeed without hiding 
behind the regulatory veil, and will foment rapid change, 
including in how drugs are valued and paid for.

 

A rational environment for health care businesses is 
nearing where consumers and payers would pay for 
value – just as they do when purchasing a mobile phone 
or a suit or a washing machine – and in turn the health 
care providers would accept this as a fair price. Call it the 
electronization of health care.

The electronics industry invests just as heavily 
in innovation as biopharma, but being relatively 
unregulated, most of its products reach the market in a 
year or two, and the life cycle of these products is nearly 
as short as the shrinking life span of many innovative 
therapies, again because the industry is unregulated and 
able to roll out a constant stream of improved electronic 
products. As life science innovation is now at a tipping 
point, which in turn will enable regulators to streamline 
drug development, a more rapid flow of effective new 
biopharma products is on the horizon. Perhaps the US 
FDA approval of 59 novel therapeutic agents in 2018 is a 
harbinger of these better times ahead, both for society 
and for biopharma. 

Smart and nimble young biopharma companies are 
leading this charge. Established biopharma companies 
with meager pipelines but merger bloat are experiencing 
the limits of their business model.

Their challenge became a little more real as January 
was concluding, when the US government proposed 
to pull the safe harbor rug from under the pharmacy 
benefit managers (PBMs), health insurance providers and 
biopharma companies privately negotiating a range of 
payments. The safe harbor rule has protected them from 
charges of providing illegal kickbacks when rebates and 
other payments for various services change hands. 

This proposal to eliminate the safe harbor protection 

may or may not be effective in abolishing the infamous 
rebates and other payments – as the deeply embedded 
self-interest of a range of health care providers that 
benefit from many overlapping opaque practices will 
ensure robust resistance. These parties will at least delay 
the proposed change with a series of legal actions. Still, 
the very courage of proposing the idea of revamping one 
of the basic tenets of drug pricing in the US is bound to 
accelerate the search for a fresh approach to valuing and 
paying for health care products and services. 

One fresh approach is expected from a company named 
TCORP062018 LLC. Also known as Company ABC, it is the 
organization founded by Amazon, Berkshire Hathaway 
and JPMorgan, and led by CEO Dr. Atul Gawande and COO 
Jack Stoddard to achieve better health outcomes and 
value for their 1 million employees. 

An intriguing legal action is unfolding in Boston that 
hints at what such a fresh approach may focus on. The 
United Healthcare subsidiary Optum Health seeks to 
block Company ABC from hiring one of the relatively 
junior Optum strategy staffers. Jack Stoddard, who 
once worked at United Healthcare on the team that led 
to the formation of Optum, outlined in his testimony 
that deep adoption of technology to integrate and 
streamline health care for better outcomes is essential. 
This value focus is something Jack Stoddard has already 
accomplished in his previous roles, delivering significant 
savings and better patient outcomes – illustrating what 
Optum, United Healthcare and most of their competitors 
fear from their one-time customers. Two of the three 
founders of Company ABC are Optum customers. 

Data flow and IT tools are converging to peel away 
the mystery of valuing health care services. The more 
targeted and proven a therapy is, the easier it is for 
payers in the regulated markets and patients in the out-
of-pocket markets to demand pay for performance, be 
it the first million-dollar gene therapy from Novartis AG 
or a simpler innovation from Merck & Co. Inc. or Eli Lilly 
& Co. Today, most innovative therapies already include a 
rational value proposition. The older therapies discovered 
by trial and error – that offer mixed value and still 
comprise over one-half of the top 100 selling drugs – are 
now beginning to face the same value challenge. 

If PBMs do not manage to reinvent themselves for the 
value-focused and transparent health care world, how 
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would they not go the way of the travel agents and 
fax machine makers? Manufacturers of generic drugs 
would welcome an opportunity to distribute directly to 
payers and patients. And nearly 90% of drug purchases 
by volume in the US are generic. Meanwhile, only a very 
limited number of high-priced products account for 
the other 10% of the US drug volume, making direct 
distribution quite practical, especially as this 10% drug 
volume accounts for nearly 90% of the value of US 
drug spending. But what would cutting the wings of 
middlemen mean for biopharma?

Pharma In The Crosshairs?
Any constraints on the pricing power of the PBMs may 
not be a positive for the biopharma industry, which has 
come out against the abolition of safe harbor protection. 
This may reflect the fear of either having to disclose their 
own profits before and after the payments to the PBMs, 
or worse, outright reduction of prices in proportion to 
the rebates given to the PBMs. This in fact may become 
a central point of debate, as the PBMs have accelerated 
health care industry consolidation, enabling them to 
obfuscate pricing even further.Cigna acquiring Express 
Scripts and CVS Caremark acquiring Aetna are just two of 
the recent major deals in this space. As a result, the focus 
may increase on extracting pricing information from 
biopharma companies.

The PBMs of course see the writing on the wall. Express 
Scripts, one of the top three PBMs, has proposed 
an alternative to its opaque rebate model, offering 
lower priced drugs by excluding them from the rebate 
framework. For now, it is unclear how many drugs would 
be offered under this PBM-Light plan, which is no more 
transparent, leaving the fairness of the bargain open 

to question. CVS Caremark, another top-three PBM, has 
also attempted a variation on this theme without much 
success. (Also see “CVS ‘Guaranteed Net Cost’ Program Is 
Alternative To High Price/High Rebate Model “ - Pink Sheet, 
9 Dec, 2018.) Intriguingly, such schemes are being tried 
by the PBMs even as they maintain that they transfer 95% 
of all rebates to the payers. If true, why bother with such 
half-hearted efforts? And what contributes to the healthy 
margins that the PBMs report?

Much has been debated in a short couple of weeks since 
the US government rolled out its proposal to abolish safe 
harbor protection for the health care industry. Even if 
this proposal withstands legal and other challenges, its 
limitation would be the system itself. 

Change Is Inevitable
An effective solution, therefore, calls for fresh approaches, 
which may include what Company ABC may develop. But 
much more is afoot. 

The entire value chain, from research to development to 
marketing and selling, is being revamped, thanks to the 
maturing pace of life science innovations. The results 
are already perceptible – a growing number of precisely 
targeted products for a small pre-selected patient pool, 
priced for their value. Unless the larger biopharma 
companies can tame their legacy costs and transform 
their decision making processes, the young and nimble 
newcomers, increasingly from non-traditional channels, 
are most likely to bring about such meaningful change 
over the coming decade, treating patients more as 
consumers, and selling their wares for value, putting the 
counter-productive business practices of our industry out 
of their misery.



7 / February 2019 © Informa UK Ltd 2019 (Unauthorized photocopying prohibited.)

Industry’s Drug Pricing Power Is Running On Fumes

Executive Summary
Pharma is facing a big headwind in 2019 in the form of 
diminished drug pricing power. The pricing trend puts net 
drug prices squarely in the red for most large pharma 
manufacturers, but US lawmakers aren’t likely to be 
reassured heading into an upcoming hearing on drug 
pricing. 

 

The pharmaceutical industry is facing a big headwind in 
2019, as net price declines become the new normal. With 
most big pharma manufacturers having now reported 
fourth quarter financials and provided some financial 
outlook for 2019, it is clear industry’s drug pricing power 
has been greatly diminished, at least when it comes to 
price increases on mature marketed medicines, and the 
result will impact growth.

Overall, drug makers mostly met or exceeded 2018 
financial guidance, but big pharma companies made 
it clear investors should brace for volume growth, not 
price growth. Some drug makers like Pfizer Inc., Johnson 
& Johnson and AbbVie Inc. are forecasting flat or even 
declining revenues in 2019.

“The fairly consistent themes suggest significant changes 
are afoot in the industry,” SVB Leerink analyst Geoffrey 
Porges said in a research note Jan. 30. Of the biopharma 
subset covered by Porges, the aggregate implied top-line 
growth for 2019 is 0% compared to 6% in 2018 and 4% 
in 2017, with US pricing headwinds and loss of patent 
exclusivities being the main culprits of curbing growth.

“This is a significant change to the steady diet of low- to 
mid-single-digit top-line growth and high single- to low 
double-digit bottom-line growth to which biopharma 
investors have become accustomed,” Porges said.

In January, the research firm IQVIA forecast that the 
global pharmaceutical market is poised for a slowdown, 
growing at a compound annual growth rate of 3%-6% 
over the next five years, from a 6.3% growth rate the 
last five years, with US pricing pressure being one of the 
contributors. (Also see “Global Pharma Growth Poised To 
Moderate, IQVIA Predicts “ - Scrip, 29 Jan, 2019.)

Policy Winds Keep Churning
While industry already is bracing for the impact of a new 

era when it comes to drug pricing, those headwinds could 
become even more fierce if major legislation is enacted, 
further curbing drug prices.

Longstanding selling practices already are poised for a 
shakeup with new HHS proposals around Medicare Part B 
and, most recently, rebate reform under Medicare Part D. 
The proposal to eliminate the safe harbor protection on 
prescription drug rebates from prosecution under federal 
anti-kickback rules will have a big impact on the way 
drug makers negotiate for formulary access and provide 
discounts for medicines. Though the industry view is 
largely favorable on rebate reform, it remains to be seen 
exactly what the consequences might be. (Also see “No 
More Rebates: HHS Proposed Rule Revises Anti-Kickback 
Safe Harbor” - Scrip, 31 Jan, 2019.)

“It seems like nearly every week we see some new 
proposed regulatory rule or introduction of some idea 
on the Hill at it relates to US drug pricing,” Eli Lilly & Co. 
CEO David Ricks said during the company’s fourth quarter 
sales and earnings call Feb. 6.

The drug industry will be under the national microscope, 
too, at a Senate Finance Committee hearing on drug 
pricing scheduled for Feb. 26. Seven drug makers have 
been invited to testify: AbbVie, AstraZeneca PLC, Bristol-
Myers Squibb Co., Johnson & Johnson, Merck & Co. 
Inc.., Pfizer and Sanofi. All have confirmed their CEOS 
will attend, with the exception of J&J, which will send 
Worldwide Chairman Pharmaceuticals Jennifer Taubert.

The hearing should set up quite a showdown between 
industry and lawmakers at a time when Republicans and 
Democrats appear willing to come together on bipartisan 
drug pricing legislation.

It will be the second for the committee after drug pricing 
hearings kicked off in January in both the House and 
Senate, though industry representatives declined to 
participate in the first round. (Also see “Pharma In The 
Crosshairs: Dual Drug Pricing Hearings Portend Rocky 
Road Ahead – And Potential Subpoenas “ - Pink Sheet, 4 
Feb, 2019.)

The tensions are rising, and even though drug makers 
have made moves to rein in drug price increases starting 
in 2018 and again in 2019 (though they are still taking 
price hikes), it doesn’t always seem that the industry is 
fully aware of the scale of the frustration over drug costs 
in the US. (Also see “J.P. Morgan 2019: Industry Throws A 
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Bonanza, With An Elephant In The Room “ - Scrip, 9 Jan, 
2019.)

AbbVie CEO Richard Gonzalez sounded confident during 
the company’s fourth quarter sales and earnings call Jan. 
25, pointing out that the company only raised the price of 
its blockbuster Humira (adalimumab) by 6.2% in January, 
adding that the company has no intention of further 
raising the price in 2019.

“The industry has adjusted, to some extent, I believe, to 
the environment as it relates to pricing,” he said.

But it’s not at all clear that industry is gaining any ground 
in the court of public opinion, despite making some price 
concessions and honing its message.

Industry antagonist John Arnold, founder of the Laura 
and John Arnold Foundation, which dedicates resources 
to a mission of lowering drug prices commented on 
Twitter Feb. 7, “I’ve been hearing some version of the 
argument that everyone should lay off pharma because 
the rate of price hikes has slowed in recent years. Umm 
… drug inflation has declined exactly because of recent 
pressure from payors, policymakers and reformers. Don’t 
stop now.”

Net Price Declines All Around
Most big pharmas are forecasting net price declines in the 
US for 2019; that’s the cost after rebates and discounts 
taken off the list price.

As Pfizer CEO Albert Bourla put it during the company’s 
fourth quarter sales and earnings call Jan. 29, “It’s very 
clear that pricing is not going to be a growth driver for us 
now and I think in the future.”

The company is guiding for largely flat revenue growth in 
2019, with a forecast of $52bn-$54bn, as the company 
also faces the loss of exclusivity of Lyrica (pregabalin) in 
mid-2018. (Also see “Pfizer: Time To Face The Lyrica Pain” 
- Scrip, 29 Jan, 2019.) Pfizer is poised for mid-single digit 
growth after cycling through the loss of Lyrica, Bourla 
said, but that growth will be driven by volume, not price 
increases.

Lilly reported Feb. 7 that its US net prices declined 6% on 
average in the fourth quarter and it forecast a mid-single 
digit decline in its average US net price in 2019, offset 
by increased sales volumes. The company is forecasting 
revenue of $25.1bn-$25.6bn in 2019, growth of around 
2%-4%.

Novartis AG said Jan. 30 that it expects US net prices 

for innovative medicines to decline in the low single-
digit range, though competitive rebating for key growth 
drugs Cosentyx (secukinumab) and Entresto (sacubitril/
valsartan) is poised to stabilize. Net sales are expected to 
grow in the mid-single digits.

Amgen Inc. said net prices declined 1% in 2018 and are 
expected to decline further in 2019, by mid-single digits, 
reporting earnings Jan. 29.

CEO Robert Bradway pointed to the company’s decision 
to forgo mid-year price increases in July 2018 and the 
company’s decision to cut the list price of Repatha 
(alirocumab) by 60%. (Also see “Amgen Drops Repatha 
List Price 60% To Cut Medicare Co-Pays And Boost Use” - 
Scrip, 24 Oct, 2018.)

“For many Amgen medicines, there are no planned price 
increases,” he said. “As has been the case for the past few 
years, our strategy for growth will be driven by volume, 
not price.”

Sanofi also pointed to price declines, including for some 
products like the insulin glargine products Toujeo and 
Lantus that will not be compensated by volume growth.

A drug trends report released by the pharmacy benefit 
manager Express Scripts Holding Co. Feb. 6 confirmed 
that lower net prices appear to be lowering costs. Unit 
costs for traditional branded drugs covered by employer-
sponsored insurance declined 6.5% in 2018 versus the 
year before, despite a 7.3% rise in list prices, Express 
Scripts said. The decrease was attributed to rebates. (Also 
see “The Rebate Effect: ‘Traditional’ Brand Costs Decline 
6.5% In Commercial Plans “ - Pink Sheet, 6 Feb, 2019.)

Let’s Be Friends
In that regard, industry’s top CEOs will be heading into 
the Feb. 26 Senate hearing on drug pricing with some 
support to back up its arguments. And industry likely will 
be eager to position itself as a willing partner when it 
comes to cooperating on rebate reform.

Several industry leaders sought to show their early 
support for such a policy, despite the uncertainties 
around potential consequences to the health care system, 
including how it might impact the cost of insurance 
premiums, or the financial impact to manufacturers.

“We support the administration’s approach in terms of 
what was said about safe harbor, which is about bringing 
transparency to the pricing value chain,”  GlaxoSmithKline 
PLC CEO Emma Walmsley said, during the company’s 
sales and earnings call Feb. 6, just days after the proposal 
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was announced. “Obviously, we’re digesting what’s 
coming through, and we’re looking to collaborate as ever 
with the administration on participating in next steps, but 
we are broadly supportive.”

Sanofi CEO Olivier Brandicourt echoed a similar sentiment 
during the company’s Feb. 7 call.

“We believe the proposal, which has been released last 
week by the administration – the aim to eliminate the 

rebate safe harbor – will create certainly short-term 
uncertainty,” he said. “But we also believe that it has the 
potential to be an important step towards our shared 
goals of reducing out-of-pocket costs for our consumers.”

Lilly CEO Ricks called it a potential win for patients, 
particularly those taking insulin, during the company’s 
call. He said it also could remove artificial barriers to 
competition, creating opportunity for innovation. 
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Big Pharma Defuses Drug Pricing Landmines On Capitol Hill

Executive Summary
Industry’s top leaders weren’t exactly eager to testify 
on Capitol Hill. Now they might be wondering why they 
waited so long. Seven pharma leaders avoided missteps 
during a Senate Finance Committee hearing on drug 
pricing Feb. 26.

 

Drug industry leaders faced off with US legislators at a 
Senate Finance Committee hearing on drug prices Feb. 26, 
but the tone was more collaborative than confrontational. 
Industry has reason to be cautiously optimistic after 
seven of its big pharma leaders got through more than 
three hours of testimony on drug pricing with relative 
ease.

Nonetheless, there does appear to be bipartisan support 
for legislative changes to address the high cost of 
prescription drugs. Republican senators on the committee 
delivered some of the more targeted and pointed 
questions on issues ranging from patent abuses to 
biosimilar disincentives and even the proposal to link US 
drug prices to an international pricing index. That could 
leave industry with a sense of unease, despite having 
cleared the hearing.

As Chairman Chuck Grassley (R-Iowa) told reporters after 
the hearing closed, “I’m prepared to legislate, but if you 
ask me what I plan to legislate, I don’t have an answer for 
that yet.” When asked if he thought the big pharma CEOs 
simply pointed the finger instead of accepting blame, 
he said, “Not as much as I thought they would.” And he 
added, “We may find out there is a legitimacy to pointing 
the finger to somebody else down the line.”

The hearing got played up as a big showdown for industry 
on Capitol Hill in the days leading up to it. Although drug 
leaders have been called to testify to Congress on a range 
of issues over the years from drug pricing to drug safety, 
big pharma’s top CEOs have done their best to duck any 
high-profile appearances in front of Congress in the last 
15 years. (Also see “Senate Drug Pricing Hearing Looms 
As Unparalleled Event For Pharma” - Pink Sheet, 22 Feb, 
2019.)

Now they might be feeling as though the bark was worse 
than the bite. Though there were some tense moments 
and uncomfortable comments about multi-million-dollar 

CEO salaries, the seven leaders managed to avoid any 
standout embarrassing confrontations.

Together, they presented a solid collective message: 
industry wants to work with Congress to lower drug 
prices, but pharma is just one part of a bigger system 
that requires cooperation from other partners as well as 
legislative action.

The seven leaders that testified were Pfizer Inc. CEO 
Albert Bourla, AstraZeneca PLC CEO Pascal Soriot, Sanofi 
CEO Olivier Brandicourt, Johnson & Johnson Exec VP 
Worldwide Pharmaceuticals Chair Jennifer Taubert, 
Bristol-Myers Squibb Co. CEO Giovani Carforio, Merck & Co. 
Inc. CEO Kenneth Frazier, and AbbVie Inc. CEO Richard 
Gonzalez.

Bringing Ideas To The Table
Several leaders included ideas for lowering drug costs 
in their opening statements. Soriot’s opening testimony 
stood out in that regard, with four clear-cut proposals, 
including rebate reform, out-of-pocket caps for 
Medicare patients, a system that supports value-based 
agreements, and fostering a healthy biosimilar market.

All seven leaders voiced strong support for reforming the 
current rebate system. Some, like Pfizer’s Bourla, pledged 
to return the savings from rebates to patients. “We 
commit that every single dollar will go to the patients,” 
Bourla said.

He also advocated for policy changes that would pave the 
way for rebate reform in Medicare and commercial plans, 
which he said would result in lower list prices.

Merck’s Frazier echoed that sentiment, claiming rebate 
changes would need to occur across both commercial 
and government plans before he could commit to lower 
list prices.

“Assuming that we do change the systems on the 
commercial side and the Medicare side so that no one 
company faces a disadvantage, we would be lowering 
list prices,” Frazier said. “We have lowered list prices 
in the past and have found that it creates a financial 
disadvantage for the company and it doesn’t get us more 
volume because of the incentives in the system.”

Ranking Member Ron Wyden (D-Ore.), who delivered some 
of the more confrontational statements in his opening 
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remarks – calling out the industry for empty gestures on 
pricing – wanted something more official. He demanded 
that each of the leaders respond in writing within 10 days 
as to whether or not they would support a law requiring 
list price reductions by the amount of the rebate if 
rebates are eliminated.

There were other confrontational moments, like when 
Sen. Maggie Hassan (D-N.H.) grilled Taubert on Johnson 
& Johnson’s opioid marketing practices. Hassan’s line of 
questioning was raw, but Taubert was able to deflect by 
pointing out that opioid sales account for less than 1% of 
J&J’s current revenues.

Republicans Play Tough
Some of the most surprising and challenging lines of 
questioning came from Republican senators, particularly 
Sen. Bill Cassidy (R-La.). “It is almost as if the taxpayer 
has stupid written on their face,” he said, holding 
up packaging for Duexis (ibuprofen/famotidine), a 
combination of two drugs available generically and 
manufactured by Horizon Pharma AG, which he said costs 
more than $200 a month.

Cassidy almost seemed to be advocating in favor of direct 
Medicare negotiations at one point. “Medicare has a very 
limited ability to negotiate based on marginal value, and I 
think that is one of the fundamental problems in this,” he 
said. “Is it reasonable if Medicare should have the ability 
to make some sort of judgement based on the relative 
value of the medicine?” he asked.

Taubert took a stab at answering, noting, “The PBMs are 
very effective in negotiating. We don’t know that the 
government would be as effective at negotiating as the 
professional negotiators.”

Cassidy turned his line of questioning to the high cost 
of drug prices compared to other countries, and HHS’ 
proposed rule to develop an international pricing index for 
some drugs under Medicare Part B. (Also see “Medicare 
IPI Model Could Import Benefit Of Biosimilar Competition, 
Azar Suggests” - Pink Sheet, 15 Jan, 2019.)

“Something is fundamentally broke in our system that the 
Danes get an 80% discount and we are not,” Cassidy said.

Pharma was also grilled by Wyden about whether or 
not they make a profit in other Western industrialized 
countries, where the drugs are priced substantially lower, 
to which they testified that they do. “We make money 
in any country in which we sell unless we donate the 
product,” AbbVie’s Gonzalez testified.

But the industry leaders tried to counter that new drugs 
are not always available in other markets the way they 
are in the US. Bourla quietly responded with one zinger, 
“I can assure you if you get cancer or another serious 
disease, you want to be treated in this country.”

They were also asked if they’ve reconsidered their 
international pricing strategies, to which Frazier 
responded, “The reality of the world is the greatest 
opportunity we have is to walk away … and frankly, they 
know that.”

Pfizer’s Bourla and AbbVie’s Gonzalez both advocated in 
favor of the US exploring trade agreements as a way to 
better balance the differential pricing around the world.

Sen. John Cornyn (R-Texas) took a deep dive into AbbVie’s 
patent estate around Humira and a line of questioning 
around the delayed launch of biosimilar versions of 
Humira in the US versus Europe. Then, he suggested 
the Senate Judiciary Committee take up a review of the 
patent issues, which Grassley said he would support.

A Senate Judiciary inquiry could open up a whole new 
line of Congressional oversight that industry would surely 
prefer to avoid.

But by the end of the hearing only Grassley and 
Cassidy were left for the closing remarks, not exactly 
an intimidating audience for the polished group of 
pharmaceutical executives. The meeting was called to a 
close, and there was a collective sigh of relief from the 
industry.
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Amgen Explains How Big A Hit It May Take From Biosimilars, 
Pricing Pressures

Executive Summary
With Neulasta and Epogen facing competition and 
potential Sensipar generics launching this year, the 
company said revenues will fall from $23.7bn in 2018 to 
$21.8bn-$22.9bn in 2019. Amgen expects new launches 
and volume-driven sales growth – not price hikes – to 
boost revenue in the future.

 

Amgen Inc.’s 2018 total revenue increased 3% year-
over-year to $23.7bn and exceeded analyst consensus of 
$23.4bn, but the company on Jan. 29 forecast a decline 
of up $1.9bn for 2019 due in large part to biosimilar 
competition for Neulasta (pegfilgrastim) and Epogen 
(epoetin alfa).

Amgen will rely on new product launches, such as the 
migraine prophylaxis Aimovig (erenumab) and the 
cholesterol-lowering biologic Repatha (evolocumab), as 
well as volume-driven – not price-driven – sales growth 
to fill in the revenue gap in the near term. It also will 
invest in growing its research and development pipeline, 
including potential acquisitions, but the company’s 
guidance for 2019 shows that those investments will 
provide a longer-term payoff.

Assurances about Amgen’s preparations for this year’s 
looming revenue decline, its hopes for sales growth for 
newer products and its investments in R&D did little to 
appease investors, who sent Amgen’s stock down 2.4% in 
after-hours trading to $187.45 following the company’s 
fourth quarter earnings call on Jan. 29.

However, both Mizuho Securities analyst Salim Syed and 
Jefferies analyst Michael Yee pointed out in same-day 
notes that Amgen tends to provide conservative financial 
guidance, so there may be upside later in the year as 
the company makes progress with its volume-driven 
sales growth strategy. Both noted that the top end of 
the current guidance of $21.8bn-$22.9bn is in line with 
analyst consensus of $22.8bn in 2019 revenue.

Amgen CEO Robert Bradway started the call recapping 
the company’s “transformation” over the past few 
years, during which thousands of job cuts and other 
cost reductions resulted in $1.9bn in annual savings. 
Such efficiencies were needed as the company prepared 

to see sales decline for its legacy products, including 
Neulasta, Epogen and other injectables facing biosimilar 
competition. (Also see “Q4 Earnings Preview: Pfizer, 
Amgen, Allergan, Biogen And Novartis” - Scrip, 25 Jan, 
2019.)

Also, with increasing pressure on biopharmaceutical 
companies to contain high and rising drug prices, Amgen 
will have to focus on sales volume instead of price 
increases to drive revenue growth going forward. Bradway 
noted that “our net selling prices declined in 2018 and 
will decline further in 2019. For many Amgen medicines, 
there are no planned price increases.”

Pricing And Biosimilars Impact 2019 
Guidance
Executive Vice President and Chief Financial Officer David 
Meline provided more detail on the impact of Amgen’s 
drug pricing strategy going forward, noting that “overall 
net selling price decreased by 1% in 2018. We expect net 
selling prices to decline by mid-single digits in 2019.”

Meline described net price declines as one of multiple 
assumptions influencing the company’s financial 
guidance for this year.

“First, our revenue guidance range reflects both continued 
solid positive growth momentum from our newer 
products as well as evolving competitive dynamics related 
to our mature products,” he said. “We have important 
incremental growth opportunities driven by recently 
launched products including Aimovig, Repatha, and 
biosimilars and international expansion, as well as our 
emerging oncology programs.”

Meline explained that the company’s guidance includes 
a wider revenue range than usual, because of the 
uncertainty over the end results of ongoing patent 
litigation over the hyperparathyroidism therapy Sensipar 
(cinacalcet). Teva Pharmaceutical Industries Ltd. briefly 
launched a generic and quickly took it off the market after 
reaching a settlement with Amgen in late December/early 
January.

In addition to potential generic competition for Sensipar, 
which has had muted growth due to the launch of 
Amgen’s newer hyperparathyroidism drug Parsabiv 
(etelcalcetide), Meline highlighted “continued competitive 
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dynamics” for the TNF inhibitor Enbrel (etanercept) and 
the long-acting anemia therapy Aranesp (darbepoetin 
alfa).

Aranesp sales fell 3% year-over-year to $474m in the 
fourth quarter and dropped 9% for the year to $1.9bn, 
impacted in the final quarter by both lower inventories 
and biosimilar competition for Amgen’s short-acting 
erythropoietin-stimulating agent (ESA) Epogen.

Pfizer Inc.’s 2018 launch of its Epogen biosimilar Retacrit 
(epoetin alfa-epbx) in the US as well as 2019 launches 
of additional short- and long-acting ESAs are expected 
to impact both Aranesp and Epogen this year. (Also see 
“Pfizer’s Epogen Biosimilar Retacrit Launches At 33% Off 
In A US Market Where Amgen’s Already Competitive” - 
Scrip, 14 Nov, 2018.) Epogen sales – already impacted by 
EU biosimilars – fell 2% in the fourth quarter to $264m 
and 8% for the year to $1bn.

Similarly, sales of Amgen’s short-acting neutropenia 
therapy Neupogen (filgrastim) fell 40% to $75m in the 
fourth quarter and 34% to $365m for the year due to 
biosimilar competition. Biosimilars that will impact the 
long-acting product Neulasta hit the market late last 
year and early this year. (Also see “Coherus Gears Up 
For January Udenyca Launch, Prices Biosimilar At 33% 
Discount To Neulasta” - Scrip, 9 Nov, 2018.)

However, sales rose 5% to $1.2bn in the fourth quarter 
of 2018 versus consensus estimates of $990m for the 
quarter due to a single large purchase and the more than 
60% market share captured by Neulasta OnPro, its on-
body injector.

“Neulasta was a big beat and fared very well despite 
biosimilar competition. To be clear, there was a $55m 
government purchase in 4Q, but even if I adjust for that, 
Neulasta was -1% year-over-year (and still ahead of 
consensus),” Evercore ISI analyst Umer Raffat said in a 
Jan. 29 note.

Neulasta sales for the year fell 8% to $4.5bn and will fall 
further in 2019, of course, due to biosimilar competition, 
including an expected decline in OnPro’s share of the 
market. However, Meline noted Amgen’s wide revenue 
guidance also accounts for some uncertainty about how 
much Neulasta biosimilars will impact the company’s 
brand name product this year.

Volume-Driven Growth Already Occurring For 
Key Products
Despite ongoing biosimilar market entries and other 

competitive threats, Executive Vice President-Global 
Commercial Operations Murdo Gordon noted during 
Amgen’s call that the company’s 3% revenue growth 
in 2017 was driven by a 5% increase in sales volume, 
showing that Amgen has been able to increase revenue 
for some drugs by selling more product rather than simply 
raising prices.

Sales of the PCSK9 inhibitor Repatha grew 62% in the 
fourth quarter to $159m after the company introduced 
a new version of the product at a 60% list price discount. 
Gordon said about 43% of Medicare patients now have 
access to the product and that number will grow as 
payers make off-cycle additions to Medicare health 
plans. Repatha sales jumped 72% for the year to $550m 
as volume nearly doubled versus 2017 and the biologic 
captured 60% of the market.

Aimovig, which launched in the US in 2018 as the first-
to-market CGRP inhibitor for the prevention of chronic 
and episodic migraine headaches, delivered $95m in 
sales during the fourth quarter, which was almost double 
analyst consensus of $50m. More than 150,000 patients 
have been treated with the biologic, marketed under a 
partnership with Novartis AG, since its launch in May. 
(Also see “Amgen’s Aimovig Aims To Capture As Many 
Migraine Patients As Possible With $6,900 Price” - Scrip, 
17 May, 2018.) 

There have been concerns about the effect on early 
Aimovig sales of free initial prescriptions that Amgen/
Novartis provided for the drug, but as of the fourth 
quarter about 50% of prescriptions are paid rather than 
free drug, compared with 35% in the third quarter. (Also 
see “Amgen’s Aimovig Riding High With Strong Prescriber, 
Payer Acceptance” - Scrip, 30 Oct, 2018.) However, 
Gordon warned that even as more payers add Aimovig 
to their formularies, its sales trajectory could slow in the 
first quarter as payers reauthorize previously approved 
prescriptions for individual patients.

Meanwhile, Enbrel continues to feel the impact of 
biosimilars for other TNF inhibitors, such as Johnson & 
Johnson’s Remicade (infliximab), as well as competition 
from drugs with new mechanisms of action for the 
treatment of arthritis and other inflammatory conditions. 
However, it remains Amgen’s top seller despite falling 8% 
to $1.3bn in the fourth quarter and 8% to $5bn for the 
year.

The company’s only likely near-term launch is the 
osteoporosis drug Evenity (romosozumab), partnered 
with UCB, which had a generally positive US FDA advisory 
committee vote earlier this month. (Also see “Evenity 
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Likely Headed For Approval With Amgen’s Proposed 
Indication, But Postmarketing Requirements Remain 
Unclear” - Pink Sheet, 16 Jan, 2019.)

“We continue to see Evenity as a really good complement 
to our overall focus on bone health,” Gordon said. He 
noted that the advisory committee outcome was mostly 
“consistent with what we had planned for the product 
and how it would be positioned in the market. However, 
there’s still a lot of work and discussions still to have with 

the FDA.”

Amgen’s bone health franchise is expected to be a 
source of revenue growth going forward, including Prolia 
(denosumab) for osteoporosis and Xgeva (denosumab) for 
cancer-related fractures. Prolia sales rose 14% to $655m 
in the fourth quarter and 16% for the year to $2.3bn, 
while Xgeva grew 17% for the quarter to $456m and 13% 
for the year to $1.8bn – both driven by volume growth.
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Novo Nordisk Using Priority Review Voucher To Propel Oral 
Semaglutide To Market

Executive Summary
Danish diabetes fighter will file oral semaglutide with FDA 
within months using a priority review voucher to reduce 
the time for expected approval to six months.

 

Prospects of a 2020 market arrival for Novo Nordisk AS’s 
ground-breaking oral GLP-1 diabetes therapy remain on 
track, propelled by solid clinical trial data and a priority 
review voucher purchased by the Denmark-based group 
to speed the process.

Regulatory plans for oral semaglutide were announced 
along with the company’s fourth-quarter and full-year 
update for fiscal 2018, which although mixed were 
generally well-received by investors, and reflect the solid 
results produced by Novo Nordisk’s 10 PIONEER clinical 
development program for its oral GLP-1 semaglutide as a 
diabetes treatment.

Full Speed Ahead For Oral Semaglutide
Scrip readers would not have been surprised by the news, 
however, given that Novo Nordisk’s chief science officer 
said in an interview in November that a priority review 
voucher could be used to cut approval time by the FDA 
down from 10 to six months. (Also see “Novo Nordisk May 
Use Priority Review Voucher To Speed Oral Semaglutide To 
Market” - Scrip, 26 Nov, 2018.)

Regulatory submissions for the orally taken GLP-1 
receptor agonist are also planned the EU during the first 
half of this year and in Japan during the third quarter.

Some analysts believe FDA approval for oral semaglutide 
could come as early as the fourth quarter of 2019.

But the oral GLP-1 treatment would not hit the market 
immediately upon being approved, Novo Nordisk CEO Lars 
Fruergaard Jørgensen told journalists.

“We expect to shorten the review time in the US for oral 
semaglutide, so the time frame of making contracts 
in the US is also advanced.  But as seen with [weekly 
injectable semaglutide] Ozempic, when you launch 
new products in the US today you will be blocked at 
launch until you have negotiated contracts. So we have 

advanced the time frame for when we can start these 
contract negotiations [for oral semaglutide] but it will still 
take time before those are completed. We will therefore 
not be launching upon approval,“ Jørgensen said.

Some analyst believe that when Novo does launch oral 
semaglutide, pricing is likely to be lower than for its 
marketed injectable GLP-1 therapies Victoza (liraglutide) 
and Ozempic, as significant pricing pressure and 
competition has kept pricing for other orally administered 
therapies at around $2,000 per year.

But the CEO when asked by Scrip what price oral 
semaglutide would be launched at declined to say, citing 
“competitive considerations.” 

The company did well on the GLP-1 front in the fourth 
quarter, registering 18% growth year-on-year and 
reflecting the capture by Ozempic of about 26% of 
new-to-brand prescription share in the US, offsetting the 
decline of Victoza and reversing the company’s recent 
loss of market share to Eli Lilly & Co.’s once-weekly 
Trulicity (dulaglutide).

“We stopped the decline in market share by increasing 
the capture rate and are gradually turning that picture 
around,” Jørgensen said.

“We expect that based on an even stronger GLP-1 
franchise, that that will help to reverse the decline in 
market share and help us to gain market share and by 
that also increasing the growth outlook. So we expect our 
GLP-1 business will keep having double-digit growth rates 
in 2019,” he said.

CEO Welcomes Trump Rebate Initiative 
Novo Nordisk’s CEO used the quarterly update to welcome 
a proposal by the US Department of Health and Human 
Services calling for an end to the industry practice of 
offering rebates from manufacturers to pharmacy benefit 
managers (PBMs).

“Under this proposal, a company like Novo Nordisk could 
no longer give rebates to PBMs, but instead give it directly 
to the patients. We applaud initiatives by the Trump 
administration under which patients actually get access 
to rebates, and get in a situation where the medicines are 
more affordable.
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“Today we pay on average 68% in rebates today ... 
which under these latest proposals would be illegal to 
give to the middlemen and would instead need to be 
given directly to the patients instead,” Jørgensen  told 
journalists.

“Over the years the downside of not providing access to 
the patients has grown and accelerated [in the US] so 
we applaud the proposal. It’s not perfectly clear yet how 
it could be implemented and it’s by far a done deal … 
but I think there’s a high likelihood of this happening,” 
the CEO said, citing among other things the fact the 
Trump administration has announced it seeks political 
bipartisanship over the issue.

Hard Brexit Assumed
Meanwhile, the CEO said the company is now planning for 
the worst-case scenario of  Britain exiting the European 
Union without a negotiated deal. (Also see “Pharma 
Industry Holds Tight As Disorderly Brexit Approaches” - 
Scrip, 16 Jan, 2019.)

“We are prepared for a hard Brexit in the sense that we 
have increased our inventories.”

“Our products are to be kept in cool storage so there’s 
a limit to how large an inventory we can build, but we 
have now increased our inventory in the UK to around 16 
weeks. We have also made plans for bringing in supplies 
on cooled transportation later in the year, if necessary.”


