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The debate over drug pricing and reimbursement, 
which has grown louder and more incessant on both 
sides of the Atlantic in recent years, reached a new 
high in 2015 as the payer backlash against costly new 
products intensified. In this charged environment, even 
developers of truly innovative, life-changing drugs can 
struggle to win what they believe is a fair price. The 
only chance of success is to enter payer negotiations 
with a data-laden value proposition—and this means 
rethinking R&D. 

Until recently, drug developers viewed regulatory 
approval of their products as the last major hurdle 
between them and the chance to start recouping a return 
on their hefty investments in R&D. Innovative new 
products almost unquestionably commanded premium 
prices. The main challenge was to demonstrate to 

physicians why they should prescribe a particular 
treatment. Gradually, this model, which pharma 
companies understood and were designed to serve, has 
given way to a new normal. Now, budget holders, not 
regulators, are the main gatekeepers to market access. 

The situation was clear to observers in Europe as 
far back as 2010. Writing in Nature, academics and 
collaborators at the European Medicines Agency pithily 
summarized the state of the industry. “Over the past 
decade, the role of payers has become more prominent, 
and time-to-market no longer means time-to-licensing 
but time-to-reimbursement,” the authors wrote. In 
2015, the line is truer than ever. A trend that properly 
got underway as cash-strapped European governments 
fought to control healthcare costs in the wake of the 
financial crisis is now in full flight around the world.
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Europe is still at the forefront of the movement. “It has 
become more and more challenging to get products 
reimbursed, particularly in a market like Germany 
which has gone through significant change in terms 
of pricing approval,” a spokesperson for Astellas 
said. Germany, along with the United Kingdom, has 
dramatically evolved from a stronghold of liberal 
pricing into one of the hardest markets in which to 
win solid reimbursement terms. A ruling by German 
market access gatekeeper the Institute for Quality and 
Efficiency in Health Care (IQWiG) led Eisai to say it 
was “outraged.”

Throughout a period during which IQWiG and 
the U.K.’s National Institute for Health and Care 
Excellence (NICE) angered drugmakers on a frequent 
basis, the U.S. remained a market in which patient 
choice trumped economics. Politicians have mooted 
the prospect of U.S. government healthcare program 
Medicare being allowed to negotiate prices with 
biopharma throughout President Obama’s time in 
office, but the idea is unpalatable to many people in 
positions of power. With the state unable to apply the 
sort of pressures seen in Europe, the task of controlling 
prices has fallen on private payers.

Express Scripts ($ESRX) is the posterchild of the 
budget holder fightback. CVS Caremark ($CVS), 
another pharmacy benefit manager (PBM), got the 
movement going in 2012 by blocking coverage of 34 
drugs, in part to stop companies from using copay cards 
to slow the erosion of sales in the face of competition 

from generics. The following year, Express Scripts axed 
44 drugs, including recently approved treatments such 
as Pfizer’s ($PFE) Xeljanz, Johnson & Johnson’s ($JNJ) 
Stelara and GlaxoSmithKline’s ($GSK) Breo Ellipta, 
from its formulary. And in 2014, Express Scripts came 
up against the drug that has defined the debate: Sovaldi. 

Sovaldi: A case study in payer price 
control strategies 
The story of Gilead Sciences’ ($GILD) hepatitis C 
blockbuster Sovaldi and its relationship to budget 
holders is littered with examples of how payers 
are rethinking their approaches to pricing and 
reimbursement. Express Scripts came out against the 
economics of Sovaldi, which combines an orphan drug-
style price with a mass market, in 2014, at which time  
its CMO, Steve Miller, told Bloomberg the product 
would “break the country.” Back then, Express Scripts 
was trying to corral other budget holders into a 
coalition against Sovaldi. In the end, the PBM struck 
out on its own.

Continued on page 5

“I think all payers would like fundamentally 
to make highly innovative medicines that 
work incredibly well available to their 
patients. And so we have to negotiate and 
come up with terms that work for both sides.”   

JOHN MARTIN, CEO, GILEAD
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Drug manufacturers have to manage an 
unprecedented frequency, uncertainty, and 
complexity in reporting requirements, and in 
maintaining compliance across a broad range of 
government regulations, while aligning gross-to-
net strategies across the business. Over 60% of 
pharmaceutical executives perceive regulatory 
and legislative issues to be the “most significant 
barrier to their company’s growth.* A slight 
error in calculations can cause millions of dollars 
in overpayments, fines or even jail time. Over 
$1Billion in fines paid in the last decade alone.

You need a long-term partner that is committed 
to help you stay compliant with the current and 
future regulatory and industry changes. Model N’s 
Regulatory Update Program (RUP) was created 
to enable customers to rapidly identify, develop, 
test and deliver product enhancements to address 
regulatory changes. 

•  Ensure systems are up to date with timely 
updates

•  Access to critical information and expertise

•  Receive notifications of regulation changes

•  Benchmark and learn from peers in industry

Every Model N government compliance solution 
customer is automatically enrolled in RUP at 
no extra charge. The Model N Government 
Compliance Solution is the only comprehensive 
enterprise solution focused on managing complex 
government compliance, Medicaid, rebates and 
reporting needs of pharmaceutical companies. 
It enables manufacturers to be compliant by 
accurately and efficiently calculating government 
prices and paying Medicaid claims in an 
integrated environment that leverages a single 
source of truth across departments, products, 
prices, contracts, and transactions. All Model 
N Regulatory and Commercial solutions are 
interconnected and share ONE data platform, 

with over $120B revenue under management 
across its customer base. It is the only enterprise-
grade solution that can be up and running in as 
little as 90 days. We’re ready when you are! n

Navigating Frequent Regulatory Changes

•  Efficiently comply with Government  
price regulations

•  Audit-proof your business with 
compliance monitoring

•  Eliminate Medicaid overpayments by  
automating tasks

Model N RUP Delivery Timeline
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* According to a study conducted by KPMG, which looked at 107 senior pharmaceutical executives, with 45% of respondents working at companies with annual revenues over $10B.

http://www.modeln.com/press-releases/2014/model-n-tackles-life-sciences-regulations-changes-head-on-with-regulatory-update-program/
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Once AbbVie ($ABBV) brought rival hepatitis C 
drug Viekira Pak to market, Express Scripts dropped 
Sovaldi. The move set off a chain of events in which 
AbbVie and Gilead traded blows as each tried to ensure 
access to their products through the myriad of sources 
available to patients. While AbbVie struck first by 
landing Express Scripts, the biggest PBM in the U.S., 
Gilead fought back, snagging an exclusive or preferred 
position with Anthem ($WLP), CVS Caremark, 
OptumRx, Catamaran ($CTRX), Cigna ($CI) and 
Wellcare in the first two months of the scrap. The deals 
have helped Gilead to establish a dominant position 
in the hepatitis C market. Sales of Sovaldi and its 
successor Harvoni neared $10 billion in the first half of 
2015, compared to a relatively modest $616 million for 
the more recently introduced Viekira Pak. However, the 
competition and its effect on negotiations have had an 
impact on the market. In 2015, Gilead expects to offer 
an average discount of 46% on its hepatitis C products, 
meaning many budget holders are sourcing Sovaldi and 
Harvoni for far less than their respective $84,000- and 
$94,500-a-course sticker prices. 

Express Scripts and its peers are now preparing to 
expand the approach to price control they applied to 
hepatitis C drugs to other areas, starting with a new 
class of PCSK9-targeting cholesterol drugs. Like in 
hepatitis C, two similar drugs are set to come to market 
in a short period of time. Sanofi ($SNY) and Regeneron 
($REGN) have set the price of their PCSK9 contender, 
Praluent, at $14,600 a year, 46% more than forecast by 

analysts at Evercore ISI. Amgen ($AMGN) is following 
closely behind—and is ahead in Europe—with its own 
PCSK9 drug, Repatha, setting the stage for a hepatitis 
C-style fight for exclusive access deals. 

Payer strategies to ensure they get value from medicines 
are more nuanced than simply using the threat of 
excluding drugs to drive down costs, though. PBM 
Catamaran and the French government are among the 
buyers to secure outcomes-based deals with Gilead. 
While the exact terms of the deals are private, France 
has disclosed it will receive rebates in the event that 
the hepatitis C drug fails to perform as expected. Such 
pay-for-performance terms insulate buyers from the risk 
that a drug that aced clinical trials will fail to deliver the 
anticipated health outcomes in the real world.

Novartis ($NVS) is open to striking pay-for-
performance deals for its recently approved heart 
failure drug, Entresto. The Swiss pharma is pitching 
a stepwise payment model, in which it offers a lower 
upfront fee on the proviso that the buyer will hand 
over more cash in the event Entresto is effective. Such 
an approach means buyers only have to pay out when 
the drug lowers overall healthcare costs by cutting the 
rate of hospitalizations. However, such deals have a 
questionable track record, notably because deciding 
when a negative outcome is the fault of a drug is 
burdensome, if not impossible. 

European countries, with their centralized healthcare 
systems, should be well placed to perform the data 
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tracking such deals require, but the jury is still out even 
in these markets. The U.K. first tried the approach with 
Teva’s ($TEVA) Copaxone, but a subsequent analysis 
of the deal dubbed it “a fiasco” and a “costly failure.” 
With such nuanced arrangements falling short of 
expectations, some payers are looking to brute strength 
to achieve their goals. Belgium and the Netherlands are 
jointly negotiating deals for orphan drugs to boost their 
buying power, as are Bulgaria and Romania.

In the U.S., the private sector is engaging in its 
equivalent of such cross-border collaborations: M&A. 
Over the first seven months of 2015, UnitedHealth 
($UNH) struck a $12.8 billion deal to buy PBM 
Catamaran, Anthem made a $54.2 billion play for Cigna 
and Aetna ($AET) agreed to acquire Humana ($HUM) 
for $34.1 billion. The deals are being driven by a range 
of unique and interrelated motivating factors, but the 
ability to drive down drug costs through scale is part 
of the mix in each case. If the consolidation continues, 
biopharma companies will see their customer lists 
condense into fewer, but more powerful, players. 

The influence of payers on R&D 
strategies 
In any industry, major changes to the customer base of 
a business will necessitate a rethink of the sales strategy. 
For biopharma companies, the need to revise their 
approaches is particularly acute because the attitudes 
and knowledge of their customers are evolving, too. 
Payers are now looking into their own data for evidence 
of the value of a product in the real world—and if 

they are unable to find it are willing to switch up their 
buying policies. Faced with well-informed customers, 
biopharma companies are trying to enter negotiations 
with evidence that their drugs work in ways that matter 
to their clients. 

“I think all payers would like fundamentally to make 
highly innovative medicines that work incredibly well 
available to their patients,” Gilead CEO John Martin 
said on the company’s second-quarter conference 
call. “And so we have to negotiate and come up with 
terms that work for both sides.” A key component of 
the situation described by Martin for Gilead and its 
peers is the generation of proof that their drugs work 
“incredibly well.” To cut the risk of exiting clinical trials 
without the necessary evidence, companies are starting 
to consider the demands of payers early in the R&D 
process. 

Biopharma companies are now conducting evaluations 
of unmet medical needs and market opportunities early 
in the R&D process to enable data-driven prioritization 
of drug discovery dollars and pipeline candidates. 
And companies are then intensifying market access 
considerations as drugs enter the clinic. “We’re meeting 

“We’re meeting with payers earlier in the 
development process to start a dialogue.”

SPOKESPERSON, ACORDA THERAPEUTICS
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with payers earlier in the development process to start 
a dialogue,” a spokesperson for Acorda Therapeutics 
($ACOR) said. Opening the lines of communication 
early in R&D is part of how companies are trying to 
align their data-generation goals with the needs of 
payers.

“We are asking for their perspectives about how 
they view clinical measures and tools for a particular 
therapeutic area, or how to demonstrate the value and 
clinical benefit that a therapy would bring to their 
members,” the Acorda spokesperson said. Acorda and 
its peers know that while the safety and efficacy data 
generated traditionally in clinical trials is enough to get 
their drugs past regulators and to the negotiating table 
with payers, they often fall short of what is needed to 
win premium pricing. 

Payers know the environments and patient populations 
of clinical trials bear little resemblance to their real-
world care settings. As such, the safety and efficacy 
data clinical trials generate is sometimes insufficiently 
compelling to use as the basis for a positive 
reimbursement decision. Drugmakers have responded 
by reshaping R&D. “It is vital to … provide evidence 
demonstrating the value that the product offers patients 
above and beyond clinical outcomes, for example, how 
it overcomes a troublesome aspect of the condition or 
improves quality of life,” the Astellas spokesperson said. 

R&D teams traditionally paid little attention to market 
access concerns beyond gathering the safety and 
efficacy data needed to win approval from regulators. 

However, today market access teams are exerting 
influence over R&D operations and the design of 
their studies throughout the lifecycle. “We ensure that 
[health technology assessment (HTA)] requirements 
are understood by our R&D teams so that they can 
be reflected in the study designs, for example, the 
treatment comparators, duration of treatment and 
the patient-relevant endpoints,” the spokesperson for 
Astellas said.

The tweaking of study designs to gather data to 
convince both regulators and payers to back drugs 
has led to increased use of patient-reported outcomes, 
a source of data that can provide insights into how a 
product affects the quality of life of people living with 
a disease. Definitions of value vary from payer to payer, 
but the broad trend is to favor products that improve 
the lives of patients in real-world settings and lower 
overall healthcare costs. Such thinking is most firmly 
established in the region where the current payer 
fightback originated: Europe. 

Europe: A look into the future of 
pricing and reimbursement 
The pricing and reimbursement pressures now being 
applied in the U.S. have been active, in some form, 
for years in Europe, where the fact that governments 
oversee centralized healthcare systems and have faced 
financial difficulties has led to a drive to control drug 
spending. An acceptable safety and efficacy profile 
will secure a drug approval across all of the European 
Union, but entry into the public healthcare systems of 
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each country is then blocked by a variety of national 
and local budget holders. Effective navigation of this 
complex system is essential to succeed commercially  
in Europe. 

Each country approaches the process of pricing and 
reimbursement differently, but the evolutions that 
have taken place in major markets such as the U.K., 
Germany and France are indicative of the challenges 
facing companies in the region. In the U.K., NICE 
has repeatedly angered the industry and patient 
groups by ruling that drugs fail to meet its criteria 
for reimbursement. The HTA body looks at data 
and analyses from drugmakers and other sources to 
assess whether a product represents good value to the 
healthcare system, in part by calculating the cost per 
quality-adjusted life year (QALY) gained.

Such calculations combine the cost of treatment, quality 
of life and life expectancy under the current standard 
of care with data on the same metrics for the product 
seeking reimbursement. NICE looks for drugs to have a 
cost per QALY of under £30,000 ($46,000), although 

in practice it backs many products that exceed this 
threshold. Even so, the incremental gains offered by 
some cancer drugs have fallen short of what it takes to 
win over NICE, leading to rejections for the likes of 
Roche’s ($RHHBY) breast cancer drug Kadcyla and 
Astellas’ prostate cancer drug Xtandi.

Price is a common stumbling block for drugmakers—
Roche’s £90,000 list price for Kadcyla gave it a cost 
per QALY of £166,000—but administrative issues 
can also slow the decisionmaking process, a fact that 
Astellas factors into its approach to HTA submissions. 
“Be clear and transparent on the data you possess and 
ensure that your submissions are methodologically 
correct,” the spokesperson said. “Make sure that you 
answer all questions quickly and honestly.” Astellas is 
among the drugmakers to suffer as a result of NICE’s 
thoroughness, with Xtandi being knocked back over 
data “uncertainties.”

The situation is different in Germany, France and other 
nations, but no less troubling for biopharma. France 
reviews its reimbursement of products every five years, 
a process that has led the country to slash what it pays 
for Johnson & Johnson’s Reminyl and other treatments. 
Germany allows drugs to go on sale for one year at the 
manufacturer’s price, after which it makes a decision 
on whether the product is an improvement over the 
existing standard therapy. Drugs that fall short of this 
standard are allocated to a reference price group, which 
is typically well below the drugmaker’s expectations.

“Increasingly, countries are referencing the 
price of new or existing medicines against 
other countries, which has resulted in a 
‘harmonization’ of European Union prices.”

SPOKESPERSON, ASTELLAS
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Worries about the impact of being given a low price 
in one country have caused some companies to pull 
products from the market in Germany. “Increasingly, 
countries are referencing the price of new or existing 
medicines against other countries, which has resulted 
in a ‘harmonization’ of European Union prices,” the 
spokesperson for Astellas said. Having established 
models for assessing the value of drugs, European 
countries are unlikely to go back to the old liberal 
pricing and reimbursement practices, however much 
drug developers might want it to happen.

In fact, with aging populations and stuttering 
economies, European countries could ratchet up 
the pressures on drugmakers. The task, on both 
sides, is to make such value-based systems as fair 
and predictable as possible. “The ongoing focus on 
improving transparency is very important, both in terms 
of the evidence and information that pharmaceutical 
companies provide about their research and the 
way reimbursement bodies explain and justify their 
decisions, both positive and negative,” a spokesperson 
for Astellas said.

Pricing in an era of budget constraints 
and $1M drugs 
The tension between drug developers’ belief that their 
innovative products justify high prices and payers’ 
need to control costs is likely to intensify in the coming 
years. A wave of immuno-oncology drugs with the 
potential to dramatically improve the lives of patients 
with major unmet needs is on the horizon. And with 

Bristol-Myers Squibb ($BMY) setting the price for its 
pioneering immuno-oncology drug Yervoy at $120,000 
a course, drugmakers are likely to believe such products 
are worth a lot. Express Scripts has already identified 
cancer as a future drug pricing battleground.

Payers and biopharma companies will have to reach a 
consensus down the line on how to handle the pricing 
of certain ultraorphan drugs and, particularly, gene 
therapies. Early examples of such products carry huge 
price tags, but by lowering overall healthcare costs 
can still meet payers’ definitions of value. Alexion’s 
($ALXN) Soliris costs around $500,000 a year, but 
NICE found it achieves “QALY gains of a magnitude 
that is rarely seen for any new drug treatment.” Even so, 
the sheer cost of Soliris led NICE to place caveats on its 
reimbursement ruling.

Gene therapies could cause even more problems for 
payers. Chiesi and UniQure ($QURE) priced Glybera, a 
gene therapy treatment for lipoprotein lipase deficiency, 
at around $1 million per treatment course, a figure the 
partners think is justified given its ability to lower other 
healthcare costs for years. The tiny patient population 
targeted by Glybera means healthcare systems may be 
able to accept making near-term payouts in exchange for 
long-term savings. But as other gene therapies for larger 
patient populations come to market, the model may 

become untenable.

Annuity-like, pay-for-performance models, which 
would amortize the cost of a drug over time, are one 
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option, but the future of pricing and reimbursement 
of gene therapies and less expensive drugs is unclear. 
Faced with such uncertainty, drug developers can fall 
back on the strategies that are serving them well today. 
Companies that talk to payers throughout the lifecycle 

should, at the very least, be aware of the evolving rules 
of drug pricing. The challenge then is to navigate the 
new landscape by factoring the needs of payers into 
R&D and commercial decisions.n
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