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In this week’s issue: Mylan offers generic EpiPen, Senate committee issues report on 
drug pricing practices, How to fix healthcare through competition, Jury awards record 
amount in patent dispute

Mylan launches generic EpiPen in response to outcry over pricing  
Following months of controversy spurred on by federal investigations, Mylan recently 
launched a generic version of its EpiPen epinephrine auto-injector that costs $300 for a 
two-pack, or about half the price of its brand-name product.

As we previously reported in August, the price of EpiPen increased 17 times—and 
nearly $500—since Mylan acquired the product from Merck KGaA less than a decade 
ago.

Mylan first attempted to quell criticism over the increases by offering $300 discount 
coupons for EpiPen—an effort that failed. 

In October, Richmond, Va.-based Kaleo Pharmaceuticals announced that it would 
reintroduce its Auvi-Q epinephrine auto-injector in 2017. Sanofi, which owned the 
rights to Auvi-Q, pulled the product from the market in November 2015 because of 
reported dosing problems. Kaleo bought the rights back in early 2016 and says it has 
taken steps to ensure consistent dosing.

Also in October, Mylan agreed to pay $465 million to settle allegations that it 
overcharged the government for EpiPen.

Teva Pharmaceuticals anticipates receiving approval of its own generic version of 
EpiPen in 2017 or early 2018; Mylan filed a citizen petition with the Food and Drug 
Administration in January 2015 attempting to prevent approval of Teva’s product. 
Meanwhile, San Diego-based Adamis Pharmaceuticals has resubmitted an FDA 
application for its own prefilled epinephrine syringe.

Mylan and Teva are among the six generic drug companies named in a lawsuit 20 
states filed in mid-December. The companies are accused of colluding to inflate prices 
on two commonly prescribed drugs—doxycycline hyclate, an antibiotic, and 
glyburide, a diabetes treatment.
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Senate committee asks Congress to address price-gouging practices for off-
patent drugs 
A new report by the Senate’s bipartisan Special Committee on Aging asks Congress to 
take steps to prevent exorbitant price increases for older prescription drugs with no 
competition. 

The report, based on a yearlong investigation, features case studies of four 
drugmakers: Turing Pharmaceuticals, Retrophin, Rodelis Therapeutics and Valeant 
Pharmaceuticals International. All four companies bought marketing rights to off-
patent, sole-source drugs used to treat relatively rare conditions—some of them life-
threatening—and then promptly raised the price of the drugs, in one case by more 
than 5,000 percent. Such increases can place treatment out of reach, even for insured 
patients.

In each case, the drugs were considered the gold standard treatment, had only one 
manufacturer, had lost patent exclusivity decades ago, and were unattractive to 
potential competitors. None of the four companies had invested in the drugs’ 
development.

Among the steps the committee recommended are enactment of a law that would 
expedite FDA review of certain generic drug applications, to promote competition and 
improve patient access; ensuring that drugmakers interested in developing generic 
versions have access to samples of the original branded drug; allowing temporary 
drug importation in certain situations where there are sudden, dramatic price 
increases in off-patent drugs; and preventing the misuse of patient assistance 
programs and copay coupons, which drug companies sometimes use to steer patients 
toward higher-priced drugs.

The report notes that price gouging frequently occurs with commonly used drugs as 
well, and that greater transparency in drug pricing strategies, drug distribution 
practices and funding of (and by) pharmaceutical companies could help prevent 
unwarranted price spikes across the board. 
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Competition, not consolidation, will improve health care, experts say 
At a time of unprecedented consolidation among health care providers, two experts 
say increased competition is the key solution to spiraling costs and inefficiency in 
health care.

In an article in the December issue of Harvard Business Review, Leemore Dafny and Dr. 
Thomas Lee, who are affiliated with Harvard Business School and Harvard Medical 
School, respectively, assert that instead of improving outcomes and lowering costs 
(through increased negotiation leverage), provider consolidation “typically raises 
prices, with no measurable impact on quality.”
Providers should compete on the value of the care they deliver, Dafny and Lee say, 
noting that several long-term barriers to competition—such as limited reimbursement-
based incentives and inadequate data on outcomes and costs—have been gradually 
eliminated, and the health care environment is now at “a critical turning point.” 

The authors recommend five steps to create positive change within the health care 
industry: make patients’ welfare a top priority; make sure sufficient choices are 
available to consumers and clinicians; accelerate the shift from fee-for-service to value-
based payments; standardize quality measures, methods for collecting and evaluating 
data, and payment structures for episodes of care; and increase transparency by 
making outcomes data more available to patients, payers and providers.

All stakeholders—governmental agencies, providers, insurers, patients and employers
—have a vital role to play in transforming the health care sector, according to Dafny 
and Lee, even though some might experience “unpleasant or unintended 
consequences.” Failing to compete on value will lead to worse consequences that will 
take a “growing toll on individuals and the economy,” they caution.

Our Take: This is an article we wish we’d written. If the topic interests you and you’re 
not already an HBR subscriber, we recommend purchasing the download.

Jury awards Merck $2.5 billion in patent suit against Gilead 
In the largest U.S. patent-infringement verdict ever, a federal jury decided that Gilead 
Sciences owes Merck & Co. $2.54 billion in damages for using a patented compound 
in the development of hepatitis C drugs Solvadi (sofosbuvir) and Harvoni 
(ledipasvir/sofosbuvir).

The patent in dispute was issued in 2009. Because Gilead’s infringement was deemed 
willful, the judge in the case has the latitude to triple the amount awarded. Gilead said 
it intends to appeal and noted that the verdict does not prevent it from continuing to 
market Solvadi and Harvoni.
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Merck acquired the contested patent when it purchased Idenix Pharmaceuticals for 
$3.85 billion in 2014. Gilead maintains that Idenix failed to sufficiently describe its 
invention in the patent. 

Further complicating matters, AbbVie owns patents for the combined use of 
sofosbuvir and ledipasvir, even though Gilead acquired the rights to sofosbuvir when 
it bought Pharmasset for $11 billion in 2012 and developed ledipasvir in-house. 

Gilead has earned billions in revenue on its two hep C drugs since the FDA approved 
Solvadi in 2013 and Harvoni in 2014. The company has come under fire for charging 
as much as $84,000 for a complete course of Solvadi and $94,500 for Harvoni. 
Competition from Merck’s Zepatier, launched in February 2016 with a price tag of 
$54,600, and AbbVie’s Viekira Pak, launched in January 2015 at a price of $83,000, is 
eroding Gilead’s market share. AbbVie immediately and deeply discounted Viekira 
Pak in an exclusivity arrangement with Express Scripts. Neither Viekira Pak nor 
Zepatier contain sofosbuvir or ledipasvir. 

Quick Takes 
Community PerformanceRx is launching a pilot program with the Accountable Care 
Coalition of the Tri-Counties, a Medicare Shared Savings Program accountable care 
organization (ACO) based in Charleston, S.C. The pilot program is intended to 
facilitate collaboration between primary care physicians and local pharmacies through 
shared data and more frequent communication. If the program succeeds, Community 
PerformanceRx plans to form additional partnerships with other ACOs and 
independent physician associations.

Pocono Health System (PHS) merged with Lehigh Valley Health Network. Effective 
Jan. 1, Pocono Medical Center, located in East Stroudsburg, Pa., is part of Allentown-
based Lehigh Valley Health Network and is now called Lehigh Valley Hospital-
Pocono. Jeff Snyder resigned as PHS’ president and CEO, and Elizabeth Wise, who 
was PHS’ chief operating officer and chief nursing officer, is now the acting president 
of Lehigh Valley Hospital-Pocono.

Christiana Care Quality Partners ACO has changed its name to eBrightHealth ACO. 
In addition, two health systems are joining the Wilmington, Del.-based Medicare 
Shared Savings Program ACO: Beebe Healthcare, based in Lewes, Del., and Atlantic 
General Hospital and Health System, based in Berlin, Md. Eight community practices 
and LaRed Health Center, which has four Delaware locations, will also become part of 
eBrightHealth ACO.

Contact John Marchica, CEO and editor of this report, at JM@DarwinHealth.net or 480.305.2059. For 
more information: http://darwinhealth.net 
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