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PAYING IN HEART FAILURE
BY JENNIFER RHODES, STAFF WRITER

Because Entresto sacubitril/valsartan is entering a market in which cheap 
generics are the standard of care, Novartis AG had to get creative. That’s 
why the pharma is discussing a performance-based pricing model with a 
few payers that would begin with discounts for its new heart failure drug, 
and then would give the pharma a piece of downstream healthcare savings.
The scheme is novel in that Novartis would accept a greater share of the 
upfront risk compared with outcomes-based contracts that start with a 
higher upfront price and provide payers with rebates if outcomes are not 
as good as expected.
FDA approved Entresto on July 7 to reduce the risk of cardiovascular 
death and hospitalization for heart failure in chronic heart failure patients 
with reduced ejection fraction. In the Phase III PARADIGM-HF trial, 
Entresto reduced the risk of death from CV causes by 20% and reduced 
hospitalizations due to heart failure by 21% compared with enalapril. 
About 85-90% of the heart failure market is served by generic angiotensin-
converting enzyme (ACE) inhibitors. Enalapril has a wholesale acquisition 
cost (WAC) of $0.74-$1.83 a day depending on the dose.
Entresto’s WAC is $12.50 a day. 
“Novartis has to encourage plans by giving them some incentive, by trying 
to remove the argument simply over price, because you’re never going to 
win against a generic, and focus it on the total cost of healthcare,” said 
Roger Longman, CEO of reimbursement consultancy Real Endpoints 
LLC.
Harvard Pilgrim Health Care Inc., a regional payer that told BioCentury it 
is in discussions with Novartis, said it likes the idea in principle and thinks 
the outcomes metric that Novartis has suggested — hospitalizations — 
will be easy to track.
“What they’ve teed up has been a smaller per-month fee with some 
downstream payment tied to improvement in outcomes,” said CMO 
Michael Sherman.
“If they’re willing to do something material, like reduce the annual price 
to something like half with the ability to make up somewhere between 
100% and 125% of that at the back end, that could be attractive,” Sherman 
said. “By tying the payment to downstream results that are meaningful, we 
may be more likely to approve it or prefer it and have less of a need to try 
to restrict access.”
Pharmacy benefits manager Prime Therapeutics LLC, which has 
disclosed three previous outcomes-based contracts that use the rebate 
model and also is in discussions with Novartis, is skeptical that tracking 
hospitalizations will capture the true effects of the drug.
Chief Clinical Officer David Lassen told BioCentury heart failure 
patients can be hospitalized for a variety of reasons unrelated to drug 
performance, such as dehydration in patients taking diuretics simply 
because it is a hot day.

But Sherman said Novartis simply has to be confident enough in its data 
to take on the risk that some hospitalizations will be counted against 
Entresto even if they don’t reflect drug performance.
“Heart failure is not a small disease population. To have to go through 
each claim and go ‘this hospitalization is for dehydration,’ this is not 
actionable,” he said. 

Novartis also has indicated it is considering ways to improve outcomes 
with Entresto by providing services aimed at increasing medication 
adherence — a feature that is often included in outcomes-based contracts. 
“If a drug doesn’t work, it doesn’t work. But if it doesn’t work because the 
patients don’t take it, the drug still isn’t having an effect, and we shouldn’t 
pay for it,” noted Sherman. 
Last month, Cathryn Clary, head of U.S. clinical development and medical 
affairs, told BioCentury Novartis is establishing partnerships in heart 
failure for real-time monitoring of biological events like fluid overload, 
EKG changes or respiratory change.
After Entresto’s approval, CEO Joe Jimenez told the Wall Street Journal 
that Novartis was considering providing insurers add-on services 
to improve outcomes with the drug, including a device for remote 
monitoring of CHF patients.

HEART MONITOR

The sort of deal Novartis is proposing to payers might avoid one 
complication associated with other outcomes-based pricing schemes — 
the time and expense of tracking outcomes.

“WHEN THERE’S SOMETHING 
THAT IS DISCRETE, PARTICULARLY 
SOMETHING THAT IS EASY 
TO MEASURE FROM CLAIMS 
AND DOESN’T REQUIRE EHR 
DATA, THAT’S EASIER TO 
MEASURE AND IMPLEMENT.”
MICHAEL SHERMAN, HARVARD PILGRIM

Why Novartis likes outcomes-based payment for Entresto in heart failure

http://www.biocentury.com/Home
http://www.biocentury.com/companies/novartis_ag


11 WEEK OF JULY 20, 2015

FINANCEEMERGING
COMPANIES

BIOCENTURY TOC

STRATEGY

Sherman noted payers already collect data on hospitalizations. As a result, 
tracking hospitalizations for patients receiving Entresto would not be 
onerous for payers who already integrate medical claims and pharmacy 
benefits data.
“When there’s something that is discrete, particularly something that is 
easy to measure from claims and doesn’t require EHR data, that’s easier to 
measure and implement,” said Sherman. “For a CV drug, if you’re telling 
us it slows progression from class III to class IV, that would be much more 
difficult for a much larger population. We don’t collect that.”
Consultant and economist Darius Lakdawalla of the University of 
Southern California agreed.
“From a logistical standpoint, it’s easier to tie a payment to an endpoint 
that payers already measure like hospitalizations. It may be more 
desirable but more complicated to tie to a clinical outcome that a payer is 
not collecting but a provider is,” noted Lakdawalla. “If one used another 
biomarker like ejection fraction, that might create some challenges 
because payers are not typically collecting that data and would have to 
integrate with electronic health records.”
Both Sherman and Lassen said any performance-based payments in 
heart failure would be calculated at the population level, rather than 
determined patient-by-patient. That also simplifies the data and reporting 
requirements to administer the payment scheme.
“It’s not about one patient having a reduction. It’s about having a reduction 
across a large enough population to make sense,” said Sherman. 
However, the payers and consultants who spoke to BioCentury noted that 
tracking individual clinical outcomes could be worth the added cost for 
large enough patient populations and/or expensive drugs. 
For example, Harvard Pilgrim and Prime plan to track LDL levels in 
patients given the PCSK9 inhibitors Repatha evolocumab and Praluent 
alirocumab after they are approved. Amgen Inc.’s Repatha has an Aug. 27 
PDUFA date. Praluent from Sanofi and Regeneron Pharmaceuticals Inc. 
has a July 24 PDUFA date. 

Harvard Pilgrim automatically collects LDL data from some labs, but 
Sherman still said, “We need to put resources, as in people, to work to 
collect the data.” 
“If you’re talking about a drug in the range of $10,000 a year, it’s probably 
worth it compared to what we pay a lower-level employee,” he said.
Sherman said Harvard Pilgrim also is in early discussions with Vertex 
Pharmaceuticals Inc. about a pricing scheme based on pulmonary 
function in patients receiving the new cystic fibrosis drug Orkambi 
ivacaftor/lumacaftor, which has an annual WAC of $259,000. 
Linking a CF patient’s pulmonary function data to Orkambi would require 
Harvard Pilgrim to hire employees to call doctor’s offices or patients, but 
there are a smaller number of CF patients who see a limited number of 
doctors. “It’s much more hands on, which might make sense for us for, say, 
100 patients at $259,000,” said Sherman.
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Amgen Inc. (NASDAQ:AMGN), Thousand Oaks, Calif. 
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University of Southern California, Los Angeles, Calif. 

U.S. Food and Drug Administration (FDA), Silver Spring, Md.

Vertex Pharmaceuticals Inc. (NASDAQ:VRTX), Boston, Mass.
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