Fighting the high
cost of health care

Both insurers and consumers have an interest in widely
available, low-cost generic drugs. The big pharmaceutical
companies have stymied competition from makers of
generic alternatives. Trial lawyers have joined forces with

insurers to stop them.
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ccording to statistics from the
AU.S. Census Bureau, roughly

85 percent of Americans have
some type of health insurance.! Some
people get coverage through govern-
ment-subsidized programs, but most
have employer-provided or independ-
ently purchased private insurance.

Thatmostinsurance comesfrom pri-
vate companies should be no surprise—
it’safactthatgrows outof this country’s
failure to adopt a comprehensive na-
tional health insurance program. Ac-
cordingly, private insurers play a vital
role, partly because of the sheer num-
ber of people who rely on them, and
partly because of skyrocketing health
care costs, which can be financially dev-
astating toafamilywhen aloved one be-
comes seriouslyill.

Because theyshoulder a significant
financial load,? health insurers and
other third-party payors (TPPs), includ-
ing health and welfare funds and self-
insured employers, have an abiding in-
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terest in keeping health care costs
down. Recently, in addition to more tra-
ditional cost-saving measures, TPPs
have found thatlitigation can be an ef-
fective way to recoup some costs. Insur-
ance companies are certainly no strang-
ersto the courtroom, butin this context,
TPPs are occupying the plaintiffs’ seat,
closest to the jury box. The dynamic is
nontraditional; the results are mixed
and compelling.

Third-party payors generally pursue
two types of actions: antitrust cases
against manufacturers of brand-name
prescription medications and actions
against medical device manufacturers.
Although differentin theory, the goal
of both types of lawsuit is the same: to
obtain reimbursement from compa-
nies that wrongfully line their coffers
at the expense of those who ultimate-
ly bear the ever-increasing cost of
health care.

The manufacture and sale of pre-
scription drugsisone of the most prof-

itable industries in the United States.
American consumers account for ap-
proximately 45 percent of the world’s
prescription pharmaceutical revenues,®
and the cost of prescription drugs has
been rising at a rate of 14 percent to
18 percent per year. In 1997, over
$97 billion worth of prescription drugs
was dispensed in the United States. By
2005, that figure had ballooned to
about $200 billion.*

In short, the market for prescription
drugs is huge—one of the largest in
our economy—and brand protection .
has become a top priority for drug
companies. When companies that
make brand-name drugs go too far in
their attempts to block competition
from bioequivalent generics, TPPs
seek torecover the unrealized cost sav-
ings from the entry of these lower-cost
alternative treatments.

To ease the entry of generic drugs
into the market, Congress enacted the
Drug Price Competition and Patent



Term Restoration Act of 1984, also
called the Hatch-Waxman Act.® Under
Hatch-Waxman, a company seeking
FDA approval for a generic alternative
drug may file an Abbreviated New Drug
Application (ANDA) that relies on, but
need not independently replicate, the
FDA’s previous findings about safety
and efficacyfor the comparable patent-
protected drug. The ANDA must in-
clude a certification that the proposed
generic drug would notinfringe on ex-
isting valid patents by its manufacture,
use, or sale.®

If the generic applicant claims that
the patent is invalid or will not be in-
fringed by its product, it must submit a
certification to the FDA and notify the
patentholder” Thisis known asa “para-
graph IV” certification. The first appli-
cant to submit an acceptable ANDA
with a certificationfor ageneric version
of a brand-name drug receives a 180-
day period of exclusivity before other
ANDA:s for the same drug can be ap-
proved by the FDA. Thus, the first
generic ANDA applicant has the op-
portunity to compete directly with the
brand-name manufacturer for 180 days
without the threat of competition from
other generic manufacturers.®

The “branded” patent holder has 45
days after this notification to bring a
patentinfringement suit against the ap-
plicant. If the patent holder does file
suit, the FDA’s approval of the ANDA is
automatically delayed for 30 months or
until the patentis declared invalid or not
infringed.

This stay is automatic, regardless of
the lawsuit’s merits.

“Working’
Hatch-Waxman

The Hatch-Waxman Act was de-
signed to stem the rising cost of pre-
scription drugs and bring less expen-
sive generic drugs into the market
more quickly.® Studies have found that
the first generic competitor typically
enters the market ata price 70 percent
to 80 percent of its brand-name coun-
terpart’s price.'’ Average generic-drug

prices are 25 percent below the retail
price of the branded alternative and
within one year capture as much as 44
percent of branded sales."

Some makers of brand-name phar-
maceuticals have tried to unlawfully ex-
tend patent protection for their most
lucrative drugs. They have learned to
“work” the Hatch-Waxman system by
filing baseless patent litigation in re-
sponse to paragraph IV certifications.”

rectly with the business relationships of
a competitor’ [emphasis added],
through the ‘use [of] a government
process—as opposed to the outcome of
that process—as an anticompetitive
weapon’ [emphasisin original].”*

For example, plaintiffs in the Well-
butrin antitrust case made multiple
sham-litigation claims against Glaxo-
SmithKline (GSK).” These lawsuits were
based on the latter’s filing of patent

From an economic perspective, a patent illegally
extended s no different from a patent illegally

obtained. Both actions impose anticompetitive costs

on third-party payors and consumers.

Asnoted, merelyfiling an infringement
suit forecloses competition—and pre-
serves monopoly profits—for up to 30
months.

Pharmaceutical companies have
abused this provision of the Hatch-Wax-
man Act, costing the TPPs—and, ulti-
mately, consumers—billions of dollars.
Studies estimate that generic competi-
tion after successful patent challenges
involving just four major brand-name
drugs (Prozac, Platinol, Taxol, and Zan-
tac) has saved TPPs and consumers
more than $3 billion.

In response to this manipulation of
the law, TTPs have increasingly turned
to the courts for redress, filing antitrust
actionsagainst the makersof the brand-
name pharmaceuticals. These lawsuits
reston two primary claims. The firstisa
claim that the brand-name manufactur-
er used “sham litigation.”

In Professional Real Estate Investors,
Inc. v. Columbia Pictures Industries, Inc.,
the Supreme Court established a two-
part test for determining whether liti-
gation can be considered asham: “First,
the lawsuitmust be objectively baseless,
in the sense that no reasonable litigant
could realistically expect to succeed on
the merits”; second, the lawsuit must
“conceal[] ‘an attempt to interfere di-

infringement suits against five compet-
itors that issued paragraph IV certifica-
tions for generic versions of its block-
buster antidepressant.

After afavorable decision for one of
the generic companies, GSK withdrew
the remaining infringement cases. The
Wellbutrin plaintiffs alleged that GSK
knewitslawsuits were frivolous but used
litigation to obtain the mandatory stay
and unlawfully extend its monopoly.
The court denied GSK’s motion to dis-
miss the sham-litigation claims after
finding that plaintiffs had alleged facts
sufficient to support them.

The second type of claim TPPs bring
alleges fraud by the brand-name manu-
facturer on the U.S. Patent and Trade-
mark Office (PTO). In Walker Process
Equipment, Inc. v. Food Machinery &
Chemical Corp., the Supreme Courtheld
that the maintenance and enforcement
of a patent obtained “by knowingly and
willfully misrepresenting facts to the
Patent Office” may form the basis of mo-
nopolization claims under §2 of the
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Sherman Act.'®

An example of a TPP case using this
theory is In re Metoprolol Succinate Anti-
trust End-Payor Litigation, where the
plaintiffs brought Walker Process claims
for AstraZeneca’s actions in obtaining
patents for Toprol-XL, a medication
used to treat angina, hypertension, and
congestive heart failure."”

AstraZeneca neglected to disclose to
the PTO its involvement in a contest
over the inventorship of metoprolol
succinate and failed to name the correct
inventors in its prosecution of the rele-

high. Given the stakes, future litigation
in this arena appears inevitable.

Generic drug payoffs
“Exclusion payment” cases (also
called “reverse payment” cases) are a
fast-growing area of pharmaceutical
antitrustlitigation, and some of them
have garnered national attention. In
these cases, the generic companies
and the brand manufacturer settle the
patent litigation: The brand manu-
facturer pays the generic-drug maker
in exchange for the latter’sagreement

The incentives for pharmaceutical companies to
aggressively protect their brand are extremely high.
Given the stakes, future litigation in this arena

vant patents. The plaintiffs claim these
material omissions would have nega-
tively affected the patent examiner’s
decision to issue the patents.

Further, AstraZeneca violated the
doctrine of nonstatutory double
patenting (also known as “obviousness-
type” double patenting), which pre-
vents an applicant from extending
patent protection for an invention be-
yond the statutory term by claiming a
slight variant. The plaintiffs allege that
AstraZeneca wrongfully concealed
from the PTO thata prior patent antic-
ipated the subject patents, which con-
tained onlyaslight modification, there-
by rendering them unenforceable. The
court has yet to rule on AstraZeneca’s
motion to dismiss.

From an economic perspective, a
patent illegally extended is no differ-
ent from a patent illegally obtained.
Both actions impose anticompetitive
costs on TPPs and consumers who are
already overwhelmed by rising health
care expenses.

Although these claims carry a high
burden of proof, TPPs have had aseries
of successes resulting in substantial re-
coveries. That said, the incentives for
pharmaceutical companies to aggres-
sively protect their brand are extremely
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appears inevitable.

to refrain from manufacturing its al-
ternative drug.

While these agreements between
comipanies benefit the parties involved,
they clearlyinjure individual consumers
and TPPs. As Federal Trade Commis-
sioner jon Liebowitz noted recently,
“The increased costs resulting from an-
ticompetitive agreements that delay
generic competition harm all those who
pay for prescription drugs: individual
consumers, the federal government,
state governments trying to provide ac-
cess to health care with limited public
funds,and American businessesstriving
to compete in a global economy.™®

Third-party payors have filed suits at-
tacking these payoffs as anticompetitive.
Despite the clear harm to third-party
payors and consumers, plus the sup-
port—and administrative enforcement
actions—of the Federal Trade Commis-
sion (FTC), courts have been reluctant
to strike down these deals.

In In re Schering-Plough Corp.,”* the
FT'Cfound thatSchering’sagreementto
pay Upsher-Smith Laboratories and ESI
Lederle, Inc., to delay the entry of their
generic products was an illegal restraint
of trade. But the Eleventh Circuit re-
versed that decision, holding that such
payments are legal if the delay doesnot

extend beyond the full patentterm. The
Supreme Court declined to hear the
case.

Litigation involving the breast cancer
drug Tamoxifen produced a similar re-
sult.? First, the district court dismissed
the plaintiffs’ complaint alleging that
AstraZeneca’s agreement to give Barr
Laboratories a payment of $21 million
to keep Barr’s generic product off the
market was anticompetitive. The Sec-
ond Circuit affirmed the lower court’s
ruling in a 2-1 decision, finding thatsuch
paymentsarevalid if the generic’s entry
is not delayed beyond the patent term
and if the infringement litigation isnot
asham. The Supreme Courtrecentlyde-
clined to hear the case.

The Second Circuit judges were not
concerned by the exclusion payments,
reasoning that settling aninfringement
suit with one generic competitor would
have no effect on other companies
challenging the patent.” In fact, the
court noted:

There is, of course, the possibility that the
patent holder will continue to buy out po-
tential competition such that a settlement
with one generic manufacturer protecting
the patent holder’s ill-gotten patent mo-
nopolywill befollowed by other settlements
with other generic manufacturers should a
second, third, and fourth rise to challenge
the patent. We doubt, however, that this sce-
“nariois realistic.®

That skepticism proved to be any-
thing but prescient. Contrary to the Sec-
ond Circuit’s prediction, makers of
brand-name drugs have been settling
not only with the first generic company
to file an ANDA, but with all potential
generic entrants. This trend is perhaps
bestillustrated by Pennsylvania Turnpike
Commission v. Cephalon, Inc—an an-
titrustaction involving Cephalon’salert-
ness drug Provigil.* '

In that case, Cephalon “bought the
field” by settling patent infringement
claims with all four generic companies
that—in exchange for collective licens-
ing payments of $136 million—agreed
not to market their generic versions of
Provigil until 2011. After the deal was
struck, Cephalon’s CEO remarked that
itenabled the company “to getsix more
years of patentprotection. That’s $4bil-



lion in sales that no one expected.” De-
fendants’ motion to dismiss is currently
pending before the court.

If courts refuse to heed the FTC’s
warnings about the harm that arises
from providing blanket judicial protec-
tion to these anticompetitive agree-
ments, “generic entry” will become a
meaningless term and the Hatch-Wax-
man Act nothing more than a drug-
patent-extension vehicle that spreads
continuing monopoly profits among a
few companies—instead of costsavings
to TPPs and the general public.

The courts’ failure to discourage ex-
clusionary payments has led to legisla-
tive action. Recently, Reps. John Din-
gell (D-Mich.), Bobby Rush (D-Ill.),
Henry Waxman (D-Cal.), Ed Markey
(D-Mass.), G.K. Butterfield (D-N.C.),
Mike Doyle (D-Penn.), and Jan Scha-
kowsky (D-IIL.) introduced a bill that
would stem this practice.” The legis-
lation broadly prohibits as anticom-
petitive ANDA paragraph IV litigation
settlements where the generic manu-
facturer receives something of value
and the ANDA filer agrees not to “re-
search, develop, manufacture, market,
or sell its generic drug.” The bill does
contain specific exclusions for this gen-
eral prohibition when the value re-
ceived by the generic applicant equates
to nothing more than the right tosella
generic version of the branded drug
prior to patent expiration.

The bill provides further flexibility
by allowing the FTC to adopt rules ex-
empting certain agreements from the
general prohibition. It also provides
that a generic-drug maker would forfeit
its exclusivityif it receives something of
value under the terms of a settlement
with the brand-name drug manufactur-
er. Clearly, members of Congress have
recognized the restrictive effect these
agreements have on competition, at the
-expense of TPPs and consumers.

Medical device
litigation

Medical devices must undergo
lengthy review and testing before the
FDA will approve them for sale. These
stringent regulations and the manufac-
turers’ assurances lead consumers and

TPPs to trust that the devices are safe
and effective. But when these products
turn out to be defective, the conse-
quences for consumers’ health can be
devastating and the economic harm to
TPPs astronomical.

In 1976, Congress amended the fed-
eral Food, Drug, and Cosmetic Act, en-
acting the Medical Device Amendments
(MDA)) to intensify FDA regulation of
medical devices.” The statute broadly
defines a medical device as any health
care product “which does notachieve ts
primary intended purpose through
chemical action . .. and which is not de-
pendent upon being metabolized for
the achievement of its primary intend-
ed purposes.”™

The MDA divides medical devices
into three separate classes for purposes
of FDA approval and regulation, de-
pending on the degree and nature of
the risk the device presents.” Class [Tl de-
vices, subjectto the moststringent regu-
latory control, are of particular concern
to TPPs because they usually are surgi-
callyimplanted.

‘When a Class III device is found to be
defective and must be replaced, the at-
tendant medical costs are significant.

. Theyinclude removal and replacement

of the device and ongoing medical mon-
itoring of the patient.

Companies that manufacture, pro-
mote, and sell defective medical devices
have been sued for wrongfully shifting
the economic burden of replacement
to public and private TPPs.® The most
egregious examples are manufacturers
that attempt to sidestep responsibility
for paying these costs even though they
released a device knowing it was defec- |
tive. TPP plaintiffs have fought hard in
court to ensure that such violators bear
the full consequences of their actions
or inactions.

In In re Medtronic, Inc., Implantable
Defibrillators Products Liability Litiga-
tion, TPPs have made multiple claims
seeking monetary relief for the eco-
nomic harm they incurred from the re-
call of approximately 87,000 Class III
implantable cardioverter defibrillators
(ICDs) and cardiac resynchronization
therapy defibrillators (CRT-Ds).

The allegations against Medtronic




include claims that the ICDs and the
CRT-Ds contained faulty batteries
and/or capacitors that made the de-
vices unreasonably dangerous. TPP
plaintiffs also asserted state law claims
under Minnesota’s False Statementsin
Advertisement Statute,” Deceptive
Trade Practices Act,® Prevention of
Consumer Fraud Act,”? and the 50
states’ consumer protection statutes.
The plaintiffs in the litigation argue
that Medtronic used deception in the
design, development, manufacture,

To understand the basis of manufac-
turers’ preemption challenges in cases
involving medical devices, a basic un-
derstanding of the Class III approval
and regulatory process is helpful.

Class III devices are subject to a rig-
orous premarket approval (PMA)
process or alessstringent premarket no-
tification (PMN) process—also known
asa “§510(k) process”—before theycan
lawfully be marketed and sold.* The
PMA applicant must demonstrate a
“reasonable assurance” that the device

The legal landscape for third-party payor antitrust

and consumer fraud claims is novel and

challenging, with adverse rulings to overcome. But

the latest developments are encouraging.

promotion, and sale of the ICDs and
CRT:Ds. They also cite common law
claims for unjust enrichment, negli-
gence, strict liability, and breach of
warranty. '

The manufacturers raise every con-
ceivable defense, including that fed-
eral law preempts such claims. In con-
sidering a preemption challenge, the
courtmust consider whether a “state
rule conflicts with or otherwise ‘stands
as an obstacle to the accomplishment

and execution of the full purposes

and objectives’ of the federal law.”*
Preemption may be express or im-
plied, as preemption “is compelled
whether Congress’s command is ex-
plicitly stated in the statute’s language
or implicitly contained in its structure
and purpose.”™

The MDA contains an express pre-
emption clause, providing that

nostate .. . oay establish or continue in ef-
fectwith respectto a device ... any require-
ment—(1) which isdifferentfrom, orin ad-
dition to, any requirement applicable
under this chapter to the device, and (2)
which relates to the safety or effectiveness
of the device or to any other matter includ-
edin arequirementapplicable to the device
under this chapter.®

This type of preemptionisalsoknown
as “360k (a) preemption.”
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is both “safe . . . [and] effective under
the conditions of the use prescribed,
recommended, or suggested in the pro-
posed labeling thereof.” A company
must request FDA approval through a
supplemental premarket approval ap-
plication (SPMA) before it can make a
modification that affects safety or effi-
cacy in a device that has already ob-
tained PMA approval.*®

A Class ITI device may qualify for re-
view under the less rigorous PMN
process if the manufacturer can estab-
lish thatits device is “substantially equiv-
alent” to one that was legally marketed
before May 28, 1976.%

In Medtronic, Inc. v. Lohr, the Su-
preme Court, considering a defective-
design claim involving a device with
PMN approval, provided a framework
for applying 360k(a) express preemp-
tion to state law tort claims. The Court
held that the MDA does not expressly
preemptall state common law causes of
action and that any state common law
claims that mirror federal require-
ments are not preempted.® The Court
concluded thatthe §510(k) process did
not impose any specific federal re-
quirements that could conflict with
state law principles.”

But the Supreme Court has not ad-
dressed the preemptive effect of the

PMA approval process, and circuit
courts are divided on the issue. Sever-
al have concluded that the MDA pre-
empts state law claims that impose ad-
ditional or inconsistent requirements
for a PMA-approved device.” The
Eleventh Circuit has adopted a con-
trary position, ruling that the MDA
does not preempt state law causes of
action in these circumstances.®

Last year, in In re Medtronic, Inc., the
Minnesota district court considered—
and rejected—Medtronic’s motion for
summary judgment based on its claim
thatfederal preemption bars state com-
mon law claims for devices approved
through the PMA process.* The court
determined that the TPP plaintiffs’
claims that the company failed to com-
ply with FDA regulations merely im-
pose parallel requirements, but no re-
quirements different from or in
addition to the federal ones. Therefore,
the court concluded, their claims are
not preempted.

The court explicitly found that the
Medtronic plaintiffs produced “credible
evidence indicating that—after Med-
tronic discovered the design defectand
confirmed the discovery through pa-
tients’ device failures, and after obtain-
ing FDA approval for the modified bat-
tery—Medtronic continued toshipand
sell devices containing the defective
battery.” '

The court wenta step further, stating
that “if the courtadopted Medtronic’s
view [of preemption], once a medical
device manufacturer obtains PMA ap-
proval, itwould be insulated from liabil-
ity even if it chose to conceal data from
the FDA to maintain its PMA approval.”*
The court had previously denied
Medtronic’s motion to dismiss the TPP
plaintiffs’ claims on all counts.”

Thelegallandscape for TPP antitrust
and consumerfraud claims is novel and
challenging, with inconsistencies and
adverse rulings to overcome. But the lat-
est developments are encouraging for
TPPsand consumersalike. The FT'Chas
taken a strong stance against exclusion-
ary payments, and the Supreme Court
may review these settlements in the Ta-
moxifencase. Similarly, the favorable dis-
trict courtdecision in Medtronic is prom-



ising and could signify an important
shiftin the way courts approach the pre-
emption defense.

Withoutquestion, thisarea of the law,
inwhich the stakes are high for everyone
involved, will see vigorous litigation. And
plaintiff lawyers have avital role to play,
advocating for TPPs in the face of phar-
maceutical companies’ apparent will-
ingness to go to any length to unfairly
extend their patents and constantly in-
crease their profits. |
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