
STATE ATTORNEYS GENERAL: EFFORTSTO ADDRESS
THE HIGH COSTS OF PRESCRIPTION DRUGS

Meredyth Smith Andrus
Robert L. Hubbard
Paul F. Novak'

INTRODUCTION

Prescription drug pricing is a bipartisan issue of great interest and of fundamental

importance to state attorneys general. From an antitrust perspective, attorneys general focus

on three primary enforcement themes, all of which arise when analyzing prescription drug

pricing. The foremost interest is the interest of consumers. Attorneys general can represent

natural persons within the state as parens patriae and recover treble damages on behalf of

those individuals underfederal antitrust law.' The federal statutoryparens authority focuses

on consumers, by excluding authority to represent "any business entity." , Parens authority

is quite broad; it is effective when the litigation is filed and does not require certification by

the court.' This parens patriae authority is most prominent when the impact is on

consumers' pocketbooks and where the damage in the aggregate caused by the restraint is

quite significant.

Second, attorneys general represent the state, state agencies and other public entities

when asserting antitrust claims . Under state law, state attorneys general represent the

proprietary interests of the state, including when the state is a victim of antitrust violations .

Federal antitrust laws consider states to be "persons" within the meaning of section 4 of the
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Clayton Act.' Thus, an attorney general can recover treble damages on behalf ofthe state as

a purchaser of goods and services .

Finally, attorneys general are charged with both the duty and the right to further the

public interest. A state, by its attorney general, can seek injunctive relief under federal

antitrust law, like any other "person."' Yet, attorneys general have broader authority than

other "persons," and are not subject to standing arguments that private parties frequently

face.'

These themes influence the allegations that attorneys general investigate, the

litigation that attorneys general prosecute and the public policy initiatives attorneys general

undertake . Thus, attorneys general focus on particularly egregious restraints, restraints that

impact state proprietary interests, or restraints that have a substantial impact on the interests

of the state's citizens, businesses, or its economy, even if the impact on individual persons

or businesses is small . Pharmaceutical pricing is a core element ofthe public :interest that

state antitrust enforcers seek to protect . State proprietary purchases are quite significant.

The financial impact for consumer purchasers ofpharmaceuticals is dramatic .

PHARMACEUTICAL INDUSTRY LITIGATION BROUGHT BY STATE
ATTORNEYSGENERAL

The pharmaceutical industry is currently and has been for several years a primary

focus of antitrust enforcement by state attorneys general . Beginning with the Mylan case

in 1998 and without interruption to the present time, state antitrust enforcers have been
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actively investigating and litigating multiple multistate drug cases throughout the country .

These cases have involved both brand name and generic pharmaceutical companies and

have examined issues as straight-forward as conspiracy to monopolize the supply of

essential active pharmaceutical ingredients and agreements not to sell below a certain

price, to those issues as complex as manipulation of the regulatory processes involved in

obtaining U.S . Food and Drug Administration ("FDA") approval to market a drug, the

issuance ofpatents by the U.S . Patent and Trademark Office ("PTO") and the listing of

those patents in the FDA Orange Book.9 To date, the states have brought five multistate

antitrust cases : Mylan, Cardizem CD, Hytrin, BuSpar and Taxol . A brief description of

the attorneys general involvement follows :

1 .

	

IN RE LORAZEPAM & CLORAZEPATE LITIGATION, MDL 1290,, U.S.
District Court, Washington D.C .

In the Mylan litigation, over thirty states and the Federal Trade Commission

jointly investigated and filed suit in the U .S . District against Mylan Laboratories and

others alleging that Mylan had entered exclusive licenses for the active pharmaceutical

ingredients ("APIs") necessary for the manufacture ofthe generic drugs lorazepam and

clorazepate . After entering into the exclusive agreements, Mylan was able to raise the

wholesale prices of these products from between 1,900% to 3,200%. In one example, a

500 count bottle of lorazepam increased in price from $7.30 to $191 .50 in less than one

year after the exclusive supply agreements on the APIs had been entered .

The FDA's patent listing, Approved Therapeutic Equivalence Evaluations is more commonly known as
the Orange Book .



In ruling upon the authority of state attorneys general to bring restitution and

disgorgement actions for the alleged illegal behavior under state law, the District Court

for the District of Columbia held on a motion for rehearing that multiple states possessed

the authority to obtain such equitable relief because their state statutes were modeled after

the FTC Act . FTC v Mylan Labs, Inc., 99 F. Supp. 1 (D.D.C. 1999) . In approving the

settlement ofthe case for $100 million and injunctive relief, the Court expressly held that

state attorneys general possessed the authority to represent their consumers under the

parens patriae doctrine or its functional state statutory equivalent . 10

2. IN RE CARDIZEM CD ANTITRUST LITIGATION, MDL 1278, U.S.
District Court, Eastern District of Michigan .

In the Cardizem litigation, twenty-seven states, Puerto Rico and the District of

Columbia brought suit against Aventis Pharmaceutical Inc., Andrx and their affiliates

under restraint of trade, monopolization and state consumer protection and common law

causes of action. The attorneys general allege that Aventis illegally monopolized the

market for Cardizem CD and its AB rated generic equivalents through a series of acts

including sham patent litigation . The suit also alleges that an agreement entered between

Aventis and Andrx, the first Abbreviated New Drug Application ("ANDA") filer for a

generic version of Cardizem CD, delayed Andrx's entry into the market with a cheaper

generic product in exchange for a payment from Aventis of nearly $90 million .,

The suit remains pending in the Eastern District of Michigan . An interlocutory

appeal ofthe district court's partial summaryjudgment order, which found that the

agreement between Aventis and Andrx was a per se violation of the Sherman Act,

remains pending at the 6"' Circuit .

° In re Lorazapam v . Clorazepate Antitrust Litigation, 205 F.R.D . 369,386 (D .D.C . 2001)
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3. IN RE TERAZOSIN HYDROCHLORIDE ANTITRUST LITIGATION,
MDL 1317, U.S . District Court, Southern District of Florida.

The attorneys general of Florida, Colorado and Kansas filed suit in a Florida federal

district court attacking agreements entered between Abbott Laboratories (Abbott), the

patent holder for the branded drug Hytrin, and generic companies Zenith Laboratories and

Geneva Pharmaceuticals, Inc . The suit alleges that the underlying agreements were

illegal restraints of trade and delayed the entry of less costly generic competition to

Hytrin. Similar to the Cardizem case, the district court found the agreements to be per se

illegal restraints oftrade and granted partial summary judgment, which is on interlocutory

appeal before the l l th Circuit.

4 . IN RE BUSPIRONE ANTITRUST LITIGATION, MDL 1410, U.S. District
Court, Southern District of New York.

In the BuSpar litigation, thirty-seven states and territories brought suit against

Bristol-Myers Squibb ("BMS") under sections 1 and 2 of the Sherman Act, sections 4,

4C, 12 & 16 ofthe Clayton Act, state consumer protection laws, and common laws of

action . The attorneys general are challenging two separate courses of conduct. First, the

states allege that BMS, Schein Pharmaceutical, Inc . and Danbury Pharmacal, Inc . entered

into an illegal agreement in December 1994 that prevented generic entry into the market

and allowed BMS to illegally maintain its monopoly over the sale of BuSpar.

	

The

attorneys general maintain that BMS secretly paid Schein $72 .5 million dollars over a

period of four years and in return, Schein agreed to dismiss then pending patent litigation

and to convert its ANDA filing from a paragraph IV to a paragraph III certification .

The attorneys general separately allege that BMS violated the federal and state

antitrust laws when, in November 2000 it made false statements to the FDA in order to



get the FDA to list a metabolite patent in the Orange Book for the sole purpose of

extending BMS' marketing exclusivity for Buspar . As a result ofthis listing, 13MS

maintained an illegal monopoly over its product, BuSpar, until generics entered the

market in March 2001 .

The suit remains pending in the Southern District ofNew York.

5 . STATE OF OHIO et al v BRISTOL-MYERS SQUIBB, U.S . DISTRICT
COURT, D.C. CASE # 1-02-01080 .

Approximately thirty states have brought suit against Bristol-Myers Squibb ("BMS"),

involving the drug Taxol, a chemotherapy treatment for certain forms of cancer. The suit

alleges that BMS monopolized and illegally conspired to monopolize the market for

Taxol and its generic equivalents by, inter alia, fraudulently obtaining patent protection

for Taxol. The attorneys general further allege that BMS unlawfully agreed with generic

drug company American Bioscience, Inc . ("ABI") to list ABI's method of use patent for

Taxol in the Orange Book, further delaying generic competition . The suit remains

pending in federal district court in Washington, D.C.

THE STATE ATTORNEYS GENERAL
PHARMACEUTICAL PRICING TASK FORCE

In an effort to further expand the scope of the states' ability to impact the high cost

of prescription drugs beyond that which might be achieved only as a result of lengthy and

expensive litigation, the attorneys general, led by Attorney General Betty Montgomery of

Ohio and through the auspices of the National Association of Attorneys General

(NAAG), this year formed the Pharmaceutical Pricing Task Force ("PPTF") . The PPTF is

comprised of over thirty states and its primary goal is to change the behavior of
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pharmaceutical companies whose actions may violate laws in the areas of antitrust,

consumer protection and healthcare or Medicaid fraud . The PPTF has pulled together

expertise in all three enforcement areas to implement strategies that address the ever-

increasing costs of drugs for both consumers and state-funded healthcare programs and

agencies .

The PPTF's interdisciplinary approach is evolving and the specifics of the plan are

still taking shape, but the general goals of the task force are fourfold : 1) communication

and collaboration among the states and among the practice areas, both within the

individual state and across the country ; 2) review and evaluation of state and local

programs/legislative efforts undertaken to bring drug costs down; 3) acceleration and

coordination of investigation/litigation efforts with other states, federal enforcement

agencies and where appropriate, the private bar ; and 4) educating consumers, providers

and the industry as to ways to lower the costs of meeting pharmaceutical needs .

The PPTF is also considering various legislative initiatives at both the federal and

state levels to address the high cost of drugs . During the current legislative session,

several attorneys general weighed in on the various congressional efforts to close the

statutory loopholes in the Hatch-Waxman Act. Across the country, there are hundreds of

bills pending in state legislatures with varying approaches to reining in the high cost of

drugs .

In addition to the antitrust lawsuits referred to previously, the PPTF has been

reviewing the litigation of Medicaid fraud cases involving manipulation of the Average

Wholesale Price (AWP) and consumer protection cases such as direct-to-consumer



advertising, pharmacy short-fills and off-label use ofprescription drugs . To the extent

possible, investigations and prosecutions are coordinated with the FTC.

The fourth goal of the PPTF, the education of our citizens as to cost-saving

measures and increased awareness on the part ofproviders and the industry may take

some time to realize . Several states are exploring informational promotions utilizing

different media that would get the word out to consumers that there are alternatives to the

two choices previously available, i.e ., do without necessary medications or pay more than

one's budget allows . To this end, the states have been working with consumer advocacy

groups and associations focused on prescription drug access issues .

CONCLUSION

State attorneys general have actively pursued and will continue to investigate and

challenge perpetrators of unlawful conduct whose actions result in pharmaceutical prices

that are not only fiscally unsound for the state, but overly burdensome for most

consumers and tragically unaffordable to those most vulnerable . Through the

enforcement of existing laws via multistate lawsuits and through the formulation and

implementation of new legislative and public policy initiatives, the attorneys general

comprise an essential and effective arm of government united in bipartisan efforts to

provide access to affordable prescription drugs to all who need them.


