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Executive Summary
Early versions of US Congress’s coronavirus relief 
bill contained a number of policies that would 
have benefited drug firms, but they didn’t make it 
into the final bill. However, the $2 trillion package 
does provide pharmaceutical companies with 
relief from the threat of drug pricing reform until 
after the 2020 elections.

 

The final version of a $2 trillion emergency 
stimulus package – the third coronavirus related 
legislation to be crafted by Congress in recent 
weeks– removed a handful of provisions that 
would have been positive for the pharmaceutical 
industry, including a number of benefits that 
went beyond the current crisis to improve 
reimbursement for antibiotics and breakthrough 
drugs.

Most of the industry-friendly provisions that 
were dropped were pushed by the Republican-
controlled Senate, but not included in the 
Democratically controlled House drafts of the bill.

But the industry kept arguably the most beneficial 
element to them – legislative tweaks that will 
makes it less likely Congress will tackle drug 
pricing reform this year (Also see “Drug Pricing 
Reform In 2020 Gets Harder Due To Third 
Coronavirus Bill” - Pink Sheet, 25 Mar, 2020.).

The Senate cleared the CARES Act late Wednesday, 
sending it to the House of Representatives where 
it is expected to pass Friday and be signed into 
law by President Donald Trump. It extends certain 
health funding legislation including money for 
community health centers that was set to expire 
in May through November 2020. House Speaker 

Nancy Pelosi and Senate Finance Committee 
Chairman Chuck Grassley had signaled they 
wanted to use the need to reauthorize those 
funds this spring as a “vehicle” to work on a 
bipartisan compromise on drug pricing reform.

Lawmakers interested in tackling drug pricing 
can still take advantage of the need for 
reauthorization in December, but the lame 
duck period after a major election season 
may complicate the prospects for bipartisan 
compromise.

The Senate originally tried to extend the health 
programs through 2021, which would have 
eliminated the possibility their reauthorization 
could be used to get drug pricing reform done in 
the near future. Some advocates working on drug 
pricing reform were heartened that for them, the 
lesser or two negative options occurred.

“Getting pushback to November is not the same 
thing as getting pushed into 2021,” said Eliot 
Fishman, senior director of health policy at 
Families USA. “We certainly and I expect other 
supporters of reform including some powerful 
figures in both the House and Senate are going 
to keep pushing for it. And there remains one or 
more vehicles this fall.”

Ben Wakana, executive director of Patients for 
Affordable Drugs said it would be a mistake to 
rule out action in the lame duck, adding that it 
can sometimes be easier for lawmakers to take 
controversial votes right after an election.

“Once they get through their election, I think 
[Congress] members have a little bit of a feeling of 
invincibility,” Wakana said.

Drug Industry Perks Mostly Dropped From COVID-19 Bill, But A 
Big One Remains



3 / May 2020 © Informa UK Ltd 2020 (Unauthorized photocopying prohibited.)

Vaccines Get A Boost
Benefits to the drug industry in the CARES Act 
include $11 billion for vaccine, therapeutics and 
diagnostics of which $3.5 billion is dedicated to 
construction, manufacturing and purchase of 
vaccines and therapeutics. (See the sidebar above 
for a table detailing each of the provisions.)

The legislation also ensures patients will have easy 
access to any resulting vaccines. It requires that 
Medicare Part B beneficiaries and people with 
private insurance will have access without cost-
sharing to any COVID-19 vaccine that has “A” or 
“B” rating from United States Preventive Services 
Task Force or a recommendation from the CDC’s 
Advisory Committee on Immunization Practices 
(ACIP).  In Medicare Part D, beneficiaries will be 
able to get a 90-day supply of their medicines 
during the current COVID-19 emergency.

The drug industry also held on to a provision 
that gives the Biomedical Advanced Research 
and Development Authority (BARDA) the ability 
to use other transaction authority in research 
and development agreements. Some advocates 
of lower drug pricing, like Knowledge Ecology 
International pushed back against this because 
OTA agreements are not subject to the Bayh-Dole 
Act. KEI said this would mean the government 
would lose out on the ability to exercise its rights 
to access inventions developed with federal 
funding on more reasonable terms, including 
using march-in rights if the price of a drug is 
believed to be too high.

The final bill also repeats fairly benign language 
for industry from an initial coronavirus relief 
package, that specifies that drug and vaccines 
purchased with taxpayer funds provided by the 
bill, must be made in accordance with government 
guidance on “fair and reasonable pricing,” and 
that such products must also be “affordable” 
in the commercial market. Experts believe this 

language will not present a problem for industry 
and the legislation also comes with a caveat that 
efforts to obtain a particular price cannot delay 
development of these products. (Also see “Buying 
The Coronavirus Vaccine: What Would A ‘Fair And 
Reasonable’ Price Be?” - Pink Sheet, 6 Mar, 2020.)

But the drug industry did lose out on a number of 
positive provisions that were in early drafts of the 
bill. The House bill initially would have provided 
both Medicare Part D beneficiaries and privately 
insured patients access to COVID-19 treatments 
without cost-sharing or utilization management 
like prior authorization (Also see “Part D Plans 
Would Need To Cover COVID-19 Drugs Without 
Cost Sharing Under House Bill” - Pink Sheet, 25 
Mar, 2020.). The Senate hadn’t included this 
provision and it didn’t make it into the final 
package.

The House also planned to award $80 million 
to FDA to dole out to universities for work on 
continuous pharmaceutical manufacturing. This 
got cut in the final package.

Long-Sought Antibiotic Boost Nixed
Overall, most of the drug industry friendly-
provisions that got cut were those initially put 
forth by the Senate. The House axed the Senate’s 
inclusion of The DISARM Act, which would have 
carved out antimicrobials from hospital diagnosis 
related group bundled payments to allow for 
higher reimbursement set at 100 percent of a 
drug’s average sales price. (Also see “Antibiotics 
May Finally Get Better Medicare Payments Under 
US Senate COVID-19 Aid Package” - Pink Sheet, 22 
Mar, 2020.)

The Senate also had tried and failed to get a 
provision that would have required Medicare 
to make quicker coding, coverage and payment 
decisions when FDA approves breakthrough 
drugs, biologics and medical devices. (Also 
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see “Medicare Part B, Breakthrough Drugs Get 
Reimbursement Boost In Senate COVID-19 Bill” - 
Pink Sheet, 22 Mar, 2020.)

And the upper chamber lost an attempt to get 
made permanent a priority review voucher 
program for medical countermeasures, which is 
set to sunset in at Oct. 1, 2023.

Finally, Senate Republicans were unsuccessful 
in keeping language in the final bill that would 
have given drug manufacturers more freedom to 
communicate about drugs and devices marketed 
under Emergency Use authorization. (Also see 
“Coronavirus Product Communications Would Get 
Safe Harbor Under Senate Bill” - Pink Sheet, 22 
Mar, 2020.)
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TV Drug Advertising Spend Rising, But Few Brands Provide 
Pricing Info

Executive Summary
DTC spending had shown an uptick in 2020 
compared with 2019. Many advertisers are not, 
however, providing clear drug pricing information 
in their TV spots, despite some voluntary 
commitments to do so.

 

US pharmaceutical and medical spending on TV 
adverts is expected to reach $6.8bn in 2020, up 
from roughly $6.16bn in 2019, according to a new 
report from iSpot, a TV advertising measurement 
firm. The projection is based on $1.11bn in direct-
to-consumer (DTC) spending observed between 1 
January and 29 February 2020.

The iSpot report identifies six pharmaceutical 
brands among the top spenders on TV advertising 
in 2019 and 2020 year-to-date, including 
AbbVie Inc.’s Humira (adalimumab), Pfizer Inc.’s 
Chantix (varenicline) and Xeljanz (tofacitinib), 
Sun Pharmaceutical Industries Ltd.’s Ilumya 
(tildrakizumab-asmn), Janssen Pharmaceutical 
Cos.’s (a division of Johnson & Johnson) Stelara 
(ustekinumab) and Eli Lilly & Co.’s Trulicity 
(dulaglutide).

A review of recent TV advertisements supporting 
these six brands found that only two – Humira 
and Trulicity – provided a phone number and link 
to an online tool for accessing product prices, 
despite voluntary company commitments to 
provide such information.

Humira’s one-minute TV spot titled “Body of Proof: 
Dog Walking,” which ran most recently on 18 
March, directs viewers to Humira.com/cost, which 
provides the drug’s wholesale acquisition cost 
($5,556.97 per four week supply, as of January 

2020), as well as a “Check Your Coverage” tool that 
asks patients to authorize the release of personal 
health information to AbbVie in exchange for 
emailed information about Humira programs and 
services.

Similarly, a one-minute TV spot for Trulicity, 
titled “Power: Picnic” that also ran as recently 
as 18 March, includes a phone number and link 
to lillypricinginfo.com/Trulicity. The Trulicity 
pricing website includes the product’s wholesale 
acquisition cost ($797.30 per month), as well 
as average out-of-pocket costs according to 
insurance type.

Recent advertisements supporting the other four 
brands described as the biggest spenders by iSpot 
did not direct viewers to product cost information, 
including the list price, but did promote offerings 
for out-of-pocket co-pay assistance or coupons for 
eligible patients, accessible online or by phone.

In October 2018, the pharmaceutical industry 
trade group PhRMA updated its Guiding 
Principles on Direct to Consumer Advertisements 
about Prescription Medicines, which added the 
following provision: “All DTC television advertising 
that identifies a medicine by name should 
include direction as to where patients can find 
information about the cost of the medicine, such 
as a company-developed website, including the 
list price and average, estimated, or typical patient 
out-of-pocket costs, or other context about 
the potential cost of the medicine.”  (Also see 
“PhRMA’s Defensive Move On DTC Ads: Putting 
Drug List Prices ‘In Context’” - Pink Sheet, 16 Oct, 
2018.)

The revised principles, accepted on a voluntary 
basis, were effective as of 15 April 2019. AbbVie 
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and Lilly both pledged to abide by the updated 
principles, as did Pfizer, Johnson & Johnson and 
more than two dozen other companies. Sun 
Pharmaceuticals, which markets Ilumya, is not a 
PhRMA member company.

PhRMA’s update of its DTC principles was 
widely seen as an effort to counter a Trump 
administration regulation that was released that 
same day and would have mandated the inclusion 
of a drug’s list price or wholesale acquisition in TV 
advertisements.

Merck & Co. Inc., Lilly, and Amgen Inc. joined 
advertisers in successfully challenging the reg, 
which was struck down by a federal judge last 
July; that decision was appealed by the Health and 
Human Services Department in August.  (Also see 
“Can’t Let Go: HHS Seeks To Overturn US Court 
Decision Striking Down DTC Ad Rule” - Pink Sheet, 
21 Aug, 2019.)
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Japan’s Price Cuts Slated For April Bring Old, New Blues For 
Industry
Xolair, Lixiana, Keytruda Hard Hit 

Executive Summary
Next month’s regular reimbursement price cut 
in Japan includes some large reductions for big-
selling drugs, while one new rule has been applied 
for the first time.

 

Japan’s next regular revision of drug 
reimbursement prices will see an average cut 
of around 4.4% across the pharma industry, 
although the impact by individual company varies 
widely according to discounting practices and 
product mix, ranging between 1-9%.

The new tariff prices under the country’s universal 
national health insurance (NHI) scheme will 
come into effect on 1 April, and as usual follow 
a comprehensive survey last October of actual 
market prices at thousands of wholesalers and 
medical facilities.

The country has long imposed regular reductions 
on medicines reimbursed under the NHI system, 
in a policy designed to bring government-set 
prices more in line with real (discounted) levels. 
The ultimate policy goal is to control rising costs 
within the wider health care system as the 
population rapidly ages.

Japan’s drugs bill accounts for around 20% of 
national medical expenses, which in turn are 
equivalent to some 11% of GDP, versus around 
17% in the US.

The hardest hit individual products this time, 
all with 20%-plus price cuts, were Novartis 
AG/Genentech Inc.’s respiratory drug Xolair 
(omalizumab), Merck & Co. Inc.’s immuno-

oncology blockbuster Keytruda (pembrolizumab) 
and Daiichi Sankyo Co. Ltd.’s Lixiana (edoxaban), a 
Factor Xa inhibitor anticoagulant.

Repricing Triggers
All three were slammed by special one-off price 
cuts under provisions that allow the government 
to cut reimbursement if sales expand beyond 
defined levels and initial official projections, under 
the complex formulae of Japan’s pricing system.

If total annual sales (at reimbursement prices) rise 
to between JPY100-150bn ($950m-1.43bn) and 
exceed 1.5 times initial official sales projections, 
prices can be cut by up to 25%. This year, Lixiana 
fell under this rule and will have its price slashed 
by 25% next month.

Keytruda meanwhile, will receive an additional 
20.9% cut in April following on from a 17.5% 
reduction in February, under a related rule that 
allows price cuts of up to 50% for products for 
which annual sales have risen to more than 
JPY150bn and have also expanded by at least 1.3x 
the initial projections during the original price-
setting process.

But the biggest single reduction this year, of 
37.3%, is for Xolair, an anti-IgE antibody that has 
been used mainly for asthma in Japan. However, 
its use was extended to pollen allergies last 
December, which has significantly expanded 
its potential patient population given the high 
number of sufferers in Japan, mainly from spring 
cedar pollen.

The drug becomes the first to be considered 
under a new rule that allows one-off repricing in 
the event of approval of a major new indication; 
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the process involves a comparison with other 
existing treatments when revising the price.

In all, 17 active ingredients across 55 products 
were subject to special repricing rules this year, 
and although some specific criteria have been 
changed, there are multiple precedents for similar 
moves. Most notable was probably that in 2016 
for Ono Pharmaceutical Co. Ltd.’s PD-1-targeting 
antibody Opdivo (nivolumab), which had its 
reimbursement price slashed in half after usage – 
and costs to the health system – surged following 
an approval for lung cancer in addition to its initial 
melanoma indication.

Post-Launch Utility
In other developments this year, a handful 
of products have been granted a post-launch 
assessment for clinical utility, a policy designed to 
recognize product benefits in actual use. This can 
be triggered by data showing outcomes or if use is 
expanded into new indications, usually in orphan 
or pediatric settings.

This has resulted in a 5% premium (price 
rise) being granted to two antidiabetics, 
AstraZeneca PLC/Bristol-Myers Squibb Co.’s 
Forxiga (dapagliflozin) and Mitsubishi-Tokyo 
Pharmaceuticals Inc./Daiichi Sankyo Co. Ltd.’s 
Canaglu (canagliflozin), and also Sanofi/Regeneron 
Pharmaceuticals Inc.’s cholesterol-lowering drug 
Praluent (alirocumab).

However, the net impact is also determined by 
any other price modifications made in relation to 
the market price survey, and on balance may not 
result in much increase.

Some other former big sellers, now genericized, 
will be hit by price cuts determined by a complex 
set of rules around generic substitution rates. 
Original products still listed for at least 10 years 

after their first generic and with very high (80%-
plus) generic penetration in the same indications 
will be subject to the “G1 rule”. This will see their 
prices reduced initially by 2.5x the weighted mean 
of the generics’ prices.

Teva Takeda Yakuhin Ltd.’s blood pressure drug 
Blopress (candesartan) is among those affected by 
this rule.

Price Maintenance Premiums
Introduced on a pilot basis in 2010, Japan’s system 
of price maintenance premiums (PMPs) originally 
granted all new drugs exemption from the regular 
biennial price cuts until patent expiry, effectively 
maintaining initial reimbursement prices. (Also 
see “EFPIA Wants Continued And More Inclusive 
Japan Policy Dialog “ - Pink Sheet, 27 Sep, 2019.)

However, changes made in April 2018 narrowed 
considerably the scope for eligibility as the costs 
of funding the program grew, and limited the 
premium to only the first three best- or first-in-
class products or similar products launched within 
three years, while adopting a new “company 
scoring” system.

The original PMP system was initially warmly 
welcomed by the research-based industry as a 
strong incentive for R&D and innovation, and as 
latecomer products can often bring improvements 
in terms of efficacy, safety, or convenience.

But the number of eligible drugs has been falling 
from more than 900 in the first years of the 
scheme to 600 or fewer due to the stricter criteria. 
This April, the PMP has been granted to a total of 
555 products, continuing the downward trend.

Nevertheless, the top beneficiaries (in terms of 
eligible drugs) continue to be multinationals.
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JAMA Drug Pricing Studies: Moving The Needle Or Looking At 
The Past?

Executive Summary
Studies show net prices increases, R&D spending 
lower than often cited, and better profit margins 
other industries. But pharma pushes back with 
concerns about study designs and maintains the 
picture has changed in more recent years.

 

Several studies published in a drug pricing 
themed issue of the Journal of the American 
Medical Association network on 3 March offer new 
data points for key issues that continually arise in 
the ongoing debate over lowering drug costs.

Conducted by academics, the studies include: 
1) an analysis of list and net price trends, 2) 
an investigation of research and development 
costs for new drugs, 3) a comparison of pharma 
industry profit margins to other industries and 4) 
a review of pharma industry lobbying spending 
and campaign contribution over the past 20 years.

Although the issues are complicated and nuanced, 
the results from the studies could provide fodder 
for critics of biopharma pricing practices and 
calls for reform. Industry is pushing back with 
complaints about study designs and arguments 
that the research does not recognize recent 
changes in business practices. But taken together, 
the studies offer a formidable set of new data 
points.

“Collectively, the articles in the current issues 
of JAMA and JAMA Internal Medicine … paint a 
concerning picture about the relationships among 
rising drug prices, pharmaceutical industry profits, 
uncertainty about pharmaceutical R&D costs, and 
lobbying and political donations to gain influence 
with legislators,” Chaarushena Deb, Yale Law 

School, and JAMA deputy editor Gregory Curfman 
observe in an editorial in the same issue of JAMA.

“We anticipate that publication of this information 
will further stimulate the ongoing national debate 
on prescription drugs and help rein in increasing 
drug prices while sustaining innovation in drug 
development,” the editorial states.

JAMA’s effort may loose out to bad timing, though, 
as they are being released as policy makers are 
focusing on the coronavirus outbreak and the 
need for new therapies and vaccines. (Also see 
“How The Coronavirus Could Bolster Innovation 
Arguments Against US Price Controls” - Pink Sheet, 
27 Feb, 2020.)

The coronavirus has completely squelched the 
drug pricing debate, of course – as evidenced 
by the arguments over how much any eventual 
treatments should cost.  (Also see “Buying The 
Coronavirus Vaccine: What Would A ‘Fair And 
Reasonable’ Price Be?” - Pink Sheet, 6 Mar, 2020.) 

The study on pricing by Immaculada Hernandez, 
University of Pittsburgh School of Pharmacy, 
found that list prices for a sample of drugs 
increased by 159% from 2007 to 2018 – not a 
particularly surprising result. But it also found that 
net prices grew by 60% over the period. (Also see 
“Both US List And Net Drug Price Increases Have 
Been Substantial, JAMA Study Finds” - Pink Sheet, 
3 Mar, 2020.)

The net price increase runs counter to the 
industry narrative that rebates have offset (in 
some cases more than offset) increases in list 
prices, and the finding could be used to challenge 
that argument. However, industry takes issue with 
the fact that the study focused on branded drugs 
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on the market as of 2007, which researchers 
decided would offer a more complete picture of 
pricing over the 10-year period.

In an editorial accompanying the study, Merck & 
Co. Inc. CEO Ken Frazier maintained the research 
actually “found that from 2007 to 2018, net drug 
prices in the United States have been stable.” 
He explained: “As the authors point out in their 
sensitivity analysis, if new drugs are included net 
prices have actually been decreasing since 2015.”

R&D Study Focuses On Drugs With Lower 
Development Costs – Frazier
The headline from a separate JAMA study is that 
the mean research and development investment 
required to bring a new drug to market from 
2009-2018 was $1.3bn – which is high, but 
considerably lower than the $2.8bn frequently 
cited from a prior industry-funded study. (Also see 
“The Cost To Bring A New Drug To Market? $1.3bn, 
JAMA Study Finds” - Scrip, 4 Mar, 2020.)

A lack of publicly available data on R&D spending 
per individual drug has made this a particularly 
difficult issue to pin down and the study by Olivier 
Wouters, London School of Economics, and 
colleagues relied on a relatively small group of 
drugs for which data was accessible.

Merck’s Frazier argued the types of drugs in the 
study sample led to a weakness in the analysis. 
The methodology used “excluded most products 
developed by larger companies, which usually 
report research expenses in aggregate form and 
not product-by-product,” he said.

“As a result, the subset of products included in the 
analyses was enriched with niche drugs that are 
dissimilar from the broader population of drugs 
approved by the US Food and Drug Administration 
during the last decade,” Frazier continued.

“Specifically, the study sample has a higher 
proportion of orphan drugs and drugs that 
received accelerated approvals, and those 
characteristics often reduce clinical development 
costs, compared with costs associated with large-
scale and long-term outcomes studies of primary 
care or neurodegenerative disease treatments or 
studies of drugs with multiple indications.”

Biopharma’s Median Net Income Is 13.8% vs. 
7.7% For Others
With regard to the industry’s profitability, a study 
by Fred Ledley, Bentley University, et. al compared 
35 biopharmaceutical companies against 357 non-
pharma companies in the S&P 500 from 2000 to 
2018.

It found that pharma companies are more 
profitable, as measured by median gross 
profit margin, earnings before interest, taxes, 
depreciation and amortization (EBITDA), and net 
profit – findings that were statistically significant 
under multiple analyses. The spread was 
narrowest for net income (13.8% vs. 7.7%). (Also 
see “How Big Pharma Profits Stack Up Against 
Other Industries” - Scrip, 5 Mar, 2020.)

Big pharma’s “extraordinary” profitability has 
enabled the industry to exert a powerful influence 
on legislation that would impact business, 
according to an editorial accompanying a separate 
study in JAMA Internal Medicine comparing 
pharmaceutical industry lobbying and campaign 
spending to other industries. (Also see “Pharma 
Outpaces All Other Industries In US Federal 
Lobbying Spending” - Pink Sheet, 6 Mar, 2020.)

Yet Merck’s Frazier once again flagged 
shortcomings in the design of the profitability 
comparison study. “Measures of actual financial 
return (return on invested capital, return on 
equity, return on assets) are missing from 
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this report,” he said.“These measures are also 
important parameters for comparison, especially 
because many biopharmaceutical companies 
are research-intensive and funded by investors 
who deploy capital at fairly high risk over long 
periods of time and, consequently, demand higher 
returns.”

Studies Also Indicate Positive Change In 
Industry
While challenging the strength of the studies’ 
conclusions, Frazier also argued they indicate a 
positive shift in industry behavior in recent years. 
“The three reports in this issue of JAMA make one 
overarching point that should not be overlooked: 
the biopharmaceutical industry is adjusting 
its business model in response to concerns 
about affordable access to medicines and is still 
making substantial research and development 

investments to sustain the innovation ecosystem,” 
he said.

In addition to his observation that the Hernandez 
study showed net prices have been stable from 
2015 to 2018, Frazier noted the Ledley study 
found that from 2014-2018, “pharmaceutical net 
income was markedly lower than in earlier years 
and there was no significant difference between 
the net income margin of pharmaceutical 
companies compared with other S&P 500 
companies during this period.”

At the same time, he maintained, “pharmaceutical 
companies continue to make large investments 
in research and development in the pursuit of 
treatments and cures for the still-significant 
unmet needs of patients across the globe.”


