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UNITED STATES DISTRICT COURT
FOR THE DISTRICT OF MARYLAND
ASSOCIATION FOR ACCESSIBLE
MEDICINES,
Civil Action No. 1:17-cv-1860

Plaintiff,
v.
BRIAN E. FROSH, in his official
capacity as Attorney General for the
State of Maryland, and DENNIS R.
SCHRADER, in his official capacity
as Secretary of the Maryland
Department of Health

COMPLAINT FOR
DECLARATORY AND
INJUNCTIVE RELIEF

Defendants.

Plaintiff Association for Accessible Medicines (“AAM”) brings this
complaint against Brian E. Frosh, in his official capacity as Attorney General for the
State of Maryland (the “Attorney General”), and Dennis R. Schrader, in his official
capacity as Secretary of the Maryland Department of Health (the “Secretary,” and,
collectively with the Attorney General, “Defendants”), based on personal knowledge
as to all AAM facts, and on information and belief as to all other matters:
NATURE OF THE ACTION
1.

In this action, AAM challenges an extraordinary Maryland law, House

Bill 631 – Public Health – Essential Off-Patent or Generic Drugs – Price Gouging –
Prohibition (“HB 631”) (Exhibit A), which broadly prohibits “price gouging” in the
1
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sale of certain off-patent and generic prescription drugs, and which authorizes the
Attorney General to petition state courts for injunctive relief restraining any
violation of the law as well as for disgorgement and up to $10,000 for each violation.
2.

Though cast as a local economic regulation, HB 631’s sweeping price

control reaches into every corner of the United States, if not beyond. By its terms,
HB

631

prohibits

manufacturers

(and

wholesale

distributors)

from

“unconscionabl[y]” increasing the price of any “[e]ssential off-patent or generic drug
… that is made available for sale in the State” of Maryland. § 2-801(b)(1)(iv), § 2802(a). Yet manufacturers do not sell their products or make pricing decisions on a
state-by-state basis. The bulk of “off-patent and generic drug[s]” manufactured and
distributed in the United States are sold either to large national or regional
wholesalers for resale to smaller pharmacies or to large national or regional selfwarehousing retail pharmacy chains, which subsequently resell the prescription
products directly to patients.

And next to none of the largest generic drug

manufacturers, national pharmaceutical wholesalers, or self-warehousing retail
pharmacy chains reside in Maryland, so the only involvement a manufacturer has in
the overwhelming majority of off-patent and generic prescription drug sales in
Maryland is via an upstream sale that occurred entirely outside of the state. HB 631
thus targets commerce and pricing conduct that occurs wholly outside of Maryland,
and at a minimum will have the practical effect of controlling manufacturers’
2
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commercial conduct far beyond the boundaries of the state. The law’s extraterritorial
scope could hardly be clearer.
3.

Making matters worse, the operative terms of HB 631’s sweeping price

restraint are so vague as to leave the state officials tasked with implementing and
enforcing the law nearly unbounded discretion. HB 631 defines “price gouging” as
“an unconscionable increase in the price of a prescription drug,” and keys the
meaning of “unconscionable” on a number of expansive adjectives—“excessive,”
“justified,” “appropriate,” and “meaningful,” just to name a few—with little to no
contextual color to cabin their reach or to inform manufacturers how to conform to
the law’s requirements. See § 2-801(c). HB 631 thus poses the “danger that the
state will get away with more inhibitory regulation than it has a constitutional right
to impose, because persons at the fringes of amenability to regulation will rather
obey than run the risk of erroneous constitutional judgment.”

Anthony G.

Amsterdam, The Void-For-Vagueness Doctrine in the Supreme Court, 109 U. Pa. L.
Rev. 67, 80 (1960).
4.

Because HB 631 regulates commercial activity that occurs wholly

outside the boundaries of the State of Maryland, it violates the Commerce Clause of
the United States Constitution, U.S. Const. art. I, § 8, cl. 3.
5.

Because HB 631’s vague prohibition on “price gouging” provides no

meaningful description of what its terms prohibit, it violates the Due Process Clause
3
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of the Fourteenth Amendment to the United States Constitution, U.S. Const. amend.
XIV, § 1.
6.

Indeed, HB 631’s unconstitutional sweep has already raised serious

alarm at the highest levels of state government. On May 26, 2017, Governor
Lawrence J. Hogan, Jr. announced that he would allow the law to go into effect
without his signature. See Governor Larry Hogan Announces Additional Legislative
Actions, available at http://governor.maryland.gov/ 2017/05/26/governor-hoganannounces-additional-legislative-actions/; Md. Const. art. II, § 17(c). (HB 631 is
currently scheduled to take effect on October 1, 2017.) Yet in allowing HB 631 to
become law, Governor Hogan made clear that he harbored deep apprehension
regarding the law’s terms. Governor Hogan lamented that HB 631’s price-control
provisions “directly regulate interstate commerce and pricing by prohibiting and
penalizing manufacturer pricing which may occur outside of Maryland,” and thus
“likely violate the dormant commerce clause of the [United States] Constitution.”
Letter from Hon. Larry Hogan to Hon. Michael E. Busch, at 1 (May 26, 2017)
(Exhibit B). Governor Hogan expressed further concern that “the heart of” the law—
i.e., HB 631’s “definition of ‘unconscionable increase’ and ‘excessive’”—is so
vague as to make it “very difficult for manufacturers to know whether they are in
violation of these provisions”—and perhaps worse yet, “leav[es] the decision
entirely to the interpretation of the Attorney General,” in violation of the Fourteenth
4
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Amendment’s Due Process Clause. Id. at 1-2.
7.

If allowed to go into effect, HB 631 will unleash a potentially unlimited

number of enforcement actions seeking to punish AAM members for prices charged
for off-patent and generic drugs simply “made available” in the State of Maryland,
even if the bulk of the targeted conduct and commerce occurs outside of the state—
and even more strikingly, even if AAM members do no business in the state at all.
This is no mere hypothetical. The private coalition that spearheaded the legislation
is already soliciting individuals to “highlight cases of suspected price gouging that
the Attorney General may now pursue.” Health Care for All, Prescription Drug
Affordability Initiative, http://healthcareforall.com/get-involved/prescription-drugaffordability-initiative/. The resulting lawsuits will wreak untold disruptions in the
national pharmaceuticals market, limiting the ability of generic drug manufacturers
to respond to national market changes and potentially forcing manufacturers to
withdraw their less-costly generic products—on which many Marylanders and other
Americans rely—from the marketplace entirely. Both AAM members and the public
at large thus stand to suffer irreparable harm if HB 631 is implemented or enforced.
8.

For these reasons, and as explained below, AAM seeks an injunction

against the implementation and enforcement of HB 631, a declaration that HB 631
is unconstitutional and invalid, and any other relief this Court deems appropriate.

5
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JURISDICTION AND VENUE
9.

AAM’s causes of action arise under 42 U.S.C. § 1983 and the United

States Constitution. The Court thus has jurisdiction under 28 U.S.C. § 1331.
10.

That HB 631 will not take effect until October 2017 does not render

this action unripe. See, e.g., Pierce v. Soc’y of Sisters of the Holy Names of Jesus &
Mary, 268 U.S. 510, 536 (1925).
11.

Venue is appropriate in this district pursuant to 28 U.S.C. § 1391(b).
THE PARTIES

12.

AAM is a nonprofit, voluntary association representing the leading

manufacturers and distributors of generic and biosimilar medicines, manufacturers
and distributors of bulk active pharmaceutical ingredients, and suppliers of other
goods and services to the generic and biosimilar pharmaceutical industry. AAM’s
members provide American consumers with generic drugs that are just as safe and
effective as their brand-name counterparts, but substantially less expensive. AAM
members include manufacturers whose products appear on the Model List for
Medicines most recently adopted by the World Health Organization, and many of
the drugs produced and sold by AAM members are thus directly regulated by HB
631. As a result, AAM members will likely face a significant risk of litigation if HB
631 is allowed to go into effect. AAM is authorized by its Board of Directors to
bring this suit on its members’ behalf.

6
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13.

Brian E. Frosh is the Attorney General for the State of Maryland. In

that capacity, he has the authority to investigate and prosecute violations of the laws
of Maryland, including HB 631. See Md. Const. art. V, § 3. HB 631 also specifically
vests the Attorney General with authority to file suit to, inter alia, “restrain[] or
enjoin[] a violation” of the statute, and further authorizes the Attorney General to
investigate generic drug manufacturers and wholesale distributors for potential
violations of the statute. § 2-803(C), (D).
14.

Dennis R. Schrader is the Secretary of the Maryland Department of

Health. In that capacity, he oversees the Maryland Medical Assistance Program,
which HB 631 authorizes to engage in broad monitoring of off-patent and generic
drug pricing. § 2-803(a), (b).
BACKGROUND
Generic Drugs Help Keep American Healthcare Costs Down
15.

Throughout most of the twentieth century, federal law required all

pharmaceutical drug products, whether branded or generic, to undergo independent
clinical testing to prove their safety and efficacy before they could go to market.
See, e.g., Laura J. Robinson, Analysis of Recent Proposals to Reconfigure HatchWaxman, 11 J. Intell. Prop. L. 47, 52 (2003). This regime left patent holders with an
unintended windfall. Given the significant costs of performing the required tests,
drug manufacturers had little incentive to duplicate previously approved
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pharmaceutical products, since it would be difficult to recoup their initial investment.
Hundreds of branded drugs thus had no off-patent or generic equivalent, which left
patients with little choice but to pay sky-high prices for basic medications long after
the patents protecting those drugs had expired. See Richard G. Frank, The Ongoing
Regulation of Generic Drugs, 357 New Eng. J. Med. 1993 (2007).
16.

That all changed in 1984, when Congress enacted the Hatch-Waxman

Amendments to the Food, Drug and Cosmetic Act. Drug Price Competition and
Patent Term Restoration Act of 1984, Pub. L. No. 98-417, 98 Stat. 1585 (1984)
(codified in various sections of titles 21, 35 & 42 U.S.C.). The Hatch-Watchman
Amendments were intended “to balance two conflicting policy objectives: to induce
name-brand pharmaceutical firms to make the investments necessary to research and
develop new drug products, while simultaneously enabling competitors to bring
cheaper, generic copies of those drugs to market.” Abbott Labs. v. Young, 920 F.2d
984, 991 (D.C. Cir. 1990) (Edwards, J., dissenting); see also H.R. Rep. No. 98-857(I)
(1984) at 14-15 (summarizing the purpose of the law).
17.

In order to achieve these objectives, the Hatch-Watchman Amendments

drew sharp distinctions between brand-name drugs and their generic equivalents,
based on a simple premise: where two drug products are in all material respects the
same, they will share the same safety and efficacy profile. While branded products
remain subject to extensive clinical-testing requirements, see 21 U.S.C. § 355(b)(1),
8
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generic manufacturers whose products are in all material respects the same as
existing drugs no longer must complete a full New Drug Application of their own.
Instead, under Hatch-Waxman generic manufacturers may “file an Abbreviated New
Drug Application, in which they may ‘rely on the clinical studies performed by the
pioneer drug manufacturer.’” Mylan Pharm., Inc. v. FDA, 594 F. App’x 791, 793
(4th Cir. 2014) (quoting aaiPharma, Inc. v. Thompson, 296 F.3d 227, 231 (4th Cir.
2002)); see 21 U.S.C. § 355(j)(2)(A)(vii).
18.

In an Abbreviated New Drug Application, a generic manufacturer must

show three things. First, the manufacturer must demonstrate that “the proposed
generic drug must be chemically equivalent to the approved brand-name drug,” i.e.,
that it has “the same ‘active ingredient’ or ‘active ingredients,’ ‘route of
administration,’ ‘dosage form,’ and ‘strength’ as its brand-name counterpart.” Mut.
Pharm. Co. v. Bartlett, 133 S. Ct. 2466, 2471 (2013) (quoting 21 U.S.C.
§ 355(j)(2)(A)(ii) and (iii)). “Second, a proposed generic must be ‘bioequivalent’ to
an approved brand-name drug,” i.e., “it must have the same ‘rate and extent of
absorption’ as the brand-name drug.”

Id.; see 21 U.S.C. § 355(j)(2)(A)(iv),

(j)(8)(B). And third, the manufacturer must demonstrate that “the labeling proposed
for the new drug is the same as the labeling approved for the [approved brand-name]
drug.”

Bartlett, 133 S. Ct. at 2471 (alteration in original); see 21 U.S.C.

§ 355(j)(2)(A)(v).
9
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19.

The Hatch-Waxman Amendments’ streamlined process for approving

generic drugs has been remarkably successful in achieving Congress’ goal of
“‘get[ting] generic drugs into the hands of patients at reasonable prices—fast.’”
Andrx Pharms., Inc. v. Biovail Corp. Int’l, 256 F.3d 799, 809 (D.C. Cir. 2001)
(quoting In re Barr Labs., Inc., 930 F.2d 72, 76 (D.C. Cir. 1991)). As a result of that
landmark legislation, “[g]eneric drugs have for several decades offered relief from
rising prescription drug costs.” U.S. Dep’t of Health and Human Servs., Office of
the Assistant Sec’y for Planning and Evaluation, Understanding Recent Trends in
Generic Drug Prices at 1 (Jan. 27, 2016) (Exhibit C); see also id. (“[G]eneric drug
prices are not an important part of the drug cost problem facing the nation.”).
20.

Today, some 200 companies market generic drugs in the United States,

and generic drugs play a crucial role in controlling healthcare costs for Americans.
Generic medicines account for nearly 90% of all prescriptions dispensed in the
United States, but less than 30% of the money spent on prescription drugs. Ass’n
for Accessible Medicine, 2017 Generic Drug Access & Savings in the U.S. at 34
(Exhibit D). Indeed, generic medicines saved Americans $1.67 trillion over the past
decade, including $253 billion in 2016 alone. Id. at 20. The availability of generic
drugs is thus critical to ensuring that patients have access to affordable medicine,
and that the American healthcare system works for the benefit of all Americans.
21.

Recent history makes this clear. For instance, before its patent expired
10
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in August 2012, Merck’s Singulair (montelukast), a treatment for chronic asthma
used by thousands of Americans every day, cost patients about $180 a month. The
introduction of a generic alternative immediately decreased the price to patients by
roughly 50%, and by 2015, the cost of an average 30-day supply was $18, or 10%
what it was before generics entered the market. See Consumer Reports News, New
generic Singulair could save asthma sufferers big bucks (Aug. 6, 2012),
http://www.consumerreports.org/cro/news/2012/08/new-generic-singulair-couldsave-asthma-sufferers-big-bucks/index.htm; Allison Gilchrist, 5 Drugs That
Actually Decreased in Price Last Year, Pharmacy Times (Jan. 5, 2016),
http://www.pharmacytimes.com/news/5-drugs-that-actually-decreased-in-pricelast-year. And that is just one example; similar instances abound. When it comes to
the cost of healthcare in America, generic drugs are part of the solution, not the
problem.
The Generic Prescription Drug Distribution Chain
22.

That off-patent and generic drugs are far less costly for manufacturers

to produce—and thus far less costly for patients to purchase—than their branded
counterparts does not mean that they are immune from market forces. At the most
basic level, generic drug manufacturers are able to charge low prices for their
products because of robust competition in the market. Exhibit C at 1 (“Generic drugs
have for several decades offered relief from rising prescription drug costs. This
11
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occurs because there is robust competition among multiple interchangeable products
that drive prices for generic drugs to be a fraction of that of the corresponding brand
name drug. The result is that decreases in generic drug prices have partially offset
large increases in prices for brand drugs.”).
23.

Basic macroeconomic forces such as supply and demand undeniably

affect pricing decisions, but so too do a myriad other interconnected factors,
including the rate at which drugs are prescribed, regulatory requirements, insurance
reimbursement rates, national supply-chain factors, and more. See, e.g., Washtenaw
Cty. Emps.’ Ret. Sys. v. Walgreen Co., No. 15-cv-3187, 2016 WL 5720375, at *1
(N.D. Ill. Sept. 30, 2016) (discussing various factors that affect drug pricing).
Indeed, “the price of prescription drugs paid by the consumer is determined by a
constellation of negotiated contracts between manufacturers, PBMs [pharmacy
benefit managers], wholesale distributors, pharmacies, and [insurance] plan
sponsors.” The Henry J. Kaiser Family Foundation, Follow the Pill: Understanding
the U.S. Commercial Pharmaceutical Supply Chain at 24 (Mar. 2005) (Exhibit E).
As a result, “[t]he pricing of prescription drugs and the flow of money among the
various links in the pharmaceutical supply chain is more complex than the physical
distribution of drugs through the chain,” which itself is an intricate and
interconnected system. Id.
24.

Moreover, decisions relating to pricing and distribution of off-patent
12
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and generic prescription drugs are made at a national, not state-by-state, level.
Indeed, HB 631 itself acknowledges and refers to national pricing benchmarks in
connection with its own price monitoring provisions. Under § 2-801(g), the term
“wholesale acquisition cost,” commonly known as WAC, is given the same meaning
as in Title 42 of the U.S. Code. See 42 U.S.C. § 1395w-3A(c)(6)(B) (defining
“wholesale acquisition cost” to mean “the manufacturer’s list price for the drug …
to wholesalers or direct purchasers in the United States … as reported in wholesale
price guides or other publications of drug or biological pricing data”). This means
that laws in any one state imposing artificial price restraints on generic and off-patent
pharmaceutical products will inevitably affect commercial transactions, pricing, and
commerce in other states.
25.

And save for the local pharmacies that sell the products to patients

directly, next to none of the relevant participants in this distribution chain resides in
Maryland. Of the Nation’s twenty largest generic drug manufacturers, only one is
based in Maryland, and none of them manufactures drugs in the state.

The

overwhelming majority of generic prescription drugs provided to patients in the
United States are initially sold by manufacturers to large wholesalers like
AmerisourceBergen Corp., McKesson Corp., and Cardinal Health, Inc., or large
retail pharmacy chains like CVS or Rite-Aid that warehouse their own drugs.
(Generics sold to wholesalers are typically resold to retail pharmacies and healthcare
13
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institutions that dispense the drugs directly to patients.) Yet none of the “Big Three”
wholesalers—which collectively account for nearly 90% of the wholesale market,
see Exhibit E at 8—resides in Maryland; nor do any of the large, national or regional
retail pharmacy chains that warehouse their own drugs.
26.

Thus, in the overwhelming majority of off-patent and generic drug sales

to patients in Maryland, the only involvement a drug manufacturer has to the end
transaction is via an upstream sale that occurred wholly outside of the state.
Constitutional Limitations on Extraterritorial State Regulation
27.

The Framers who drafted the Constitution held “the conviction that in

order to succeed, the new Union would have to avoid the tendencies toward
economic Balkanization that had plagued relations among the Colonies and later
among the States under the Articles of Confederation.” Hughes v. Oklahoma, 441
U.S. 322, 325 (1979). Our Constitution, “framed upon the theory that the peoples
of the several states must sink or swim together,” Baldwin v. G.A.F. Seelig, Inc., 294
U.S. 511, 523 (1935), thus embodies a “special concern both with the maintenance
of national economic union unfettered by state-imposed limitations on interstate
commerce and with the autonomy of the individual States within their respective
spheres,” Healy v. Beer Inst., 491 U.S. 324, 335-36 (1989).
28.

In accordance with that understanding, the Supreme Court has “long

interpreted the Commerce Clause as an implicit restraint on state authority, even in
14
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the absence of a conflicting federal statute.” United Haulers Ass’n, Inc. v. OneidaHerkimer Solid Waste Mgmt. Auth., 550 U.S. 330, 338 (2007); see also U.S. Const.
art. I, § 8, cl. 3 (“The Congress shall have Power ... [t]o regulate Commerce with
foreign Nations, and among the several States, and with the Indian Tribes.”). Indeed,
“[t]he very purpose of the Commerce Clause was to create an area of free trade
among the several States.” McLeod v. J. E. Dilworth Co., 322 U.S. 327, 330 (1944)
(Rutledge, J., dissenting).
29.

Under this “negative command” implicit in the Commerce Clause,

Okla. Tax Comm’n v. Jefferson Lines, Inc., 514 U.S. 175, 179 (1995), the
Constitution prohibits each of the “several States,” U.S. Const. art. I, § 8, cl. 3,
including the State of Maryland, from regulating extraterritorial economic activity.
A state law that regulates commerce occurring “wholly outside of the State’s borders
… exceeds the inherent limits of the enacting State’s authority,” and will generally
be struck down “whether or not the regulated commerce has effects within the State.”
Healy, 491 U.S. at 336 (citation omitted).
30.

Under this framework, a state may not attempt to control the in-state

price of a good by regulating the price of transactions occurring outside the state.
See id. (“[A] State may not adopt legislation that has the practical effect of
establishing ‘a scale of prices for use in other states.’” (quoting Baldwin, 294 U.S.
at 523). State laws that discriminate against interstate commerce are thus routinely
15
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invalidated, “regardless of whether the statute’s extraterritorial reach was intended
by the legislature.” Id.
31.

“Nor may a State pass laws that have ‘the practical effect of regulating

commerce occurring wholly outside the State’s borders.’” Star Sci., Inc. v. Beales,
278 F.3d 339, 355 (4th Cir. 2002) (quoting Healy, 491 U.S. at 332)). And in
reviewing a state law that regulates commercial activity, “the practical effect of the
statute must be evaluated not only by considering the consequences of the statute
itself, but also by considering how the challenged statute may interact with the
legitimate regulatory regimes of other States and what effect would arise if not one,
but many or every, State adopted similar legislation.” Healy, 491 U.S. at 336.
Constitutional Limitations on Vague Legislation
32.

The Supreme Court has long held that “a statute which either forbids or

requires the doing of an act in terms so vague that men of common intelligence must
necessarily guess at its meaning and differ as to its application, violates the first
essential of due process of law.” Connally v. Gen. Constr. Co., 269 U.S. 385, 391
(1926); see also FCC v. Fox Television Stations, Inc., 132 S. Ct. 2307, 2317 (2012)
(“A fundamental principle in our legal system is that laws which regulate persons or
entities must give fair notice of conduct that is forbidden or required.”). “This
requirement of clarity in regulation is essential to the protections provided by the
Due Process Clause,” id., since “[v]ague laws may trap the innocent by not providing
16
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fair warning,” Grayned v. City of Rockford, 408 U.S. 104, 108 (1972).
33.

In light of “the attendant dangers of arbitrary and discriminatory

application” that such vague regulation entails, the Supreme Court has also held that
a law that “impermissibly delegates basic policy matters to policemen, judges, and
juries for resolution on an ad hoc and subjective basis” is likewise void for
vagueness. Id. at 108-09; see also Amsterdam, supra, at 104 (“The wider and more
undefined is the discretion … the more probable becomes the incidence of erratic
regulation….”); cf. United States v. Williams, 553 U.S. 285, 304 (2008) (criminal
conviction cannot stand where law violated “fails to provide a person of ordinary
intelligence fair notice of what is prohibited, or is so standardless that it authorizes
or encourages seriously discriminatory enforcement”).
34.

No rigid rule governs determinations of a vague law’s permissibility.

“The degree of vagueness that the Constitution tolerates—as well as the relative
importance of fair notice and fair enforcement—depends in part on the nature of the
enactment.” Vill. of Hoffman Estates v. Flipside, Hoffman Estates, Inc., 455 U.S.
489, 498 (1982). “[B]ecause the consequences of imprecision” in civil laws “are
less qualitatively severe” than is true of criminal laws, id., “[a] civil statute is
generally deemed unconstitutionally vague only if it commands compliance in terms
‘so vague and indefinite as really to be no rule or standard at all,’” Advance Pharm.,
Inc. v. United States, 391 F.3d 377, 396 (2d Cir. 2004) (quoting Ass’n of Int’l Auto.
17
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Mfrs. v. Abrams, 84 F.3d 602, 614 (2d Cir. 1996)).
35.

Under that standard, an economic regulation is invalid if it does not

“establish[] minimal guidelines to govern” officials or “give[] reasonable notice of
the proscribed conduct.” Schleifer by Schleifer v. City of Charlottesville, 159 F.3d
843, 853 (4th Cir. 1998).
HB 631
36.

As passed by the Maryland General Assembly, HB 631 seeks to add a

new subtitle to Title 2 of the Maryland general health statutes concerning the
Department of Health and Mental Hygiene, entitled “Prohibition Against Price
Gouging For Essential Off-Patent Or Generic Drugs.”
37.

HB 631 broadly prohibits “manufacturer[s] or wholesale distributor[s]”

from “engag[ing] in price gouging in the sale of an essential off-patent or generic
drug,” § 2-802(a), which it defines as “an unconscionable increase in the price of a
prescription drug,” § 2-801(c).
38.

HB 631 further defines “an unconscionable increase” as “an increase in

the price of a prescription drug that:
(1) Is excessive and not justified by the cost of producing the drug or the
cost of appropriate expansion of access to the drug to promote public
health; and
(2) Results in consumers for whom the drug has been prescribed having no
18
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meaningful choice about whether to purchase the drug at an excessive price
because of:
(i) The importance of the drug to their health; and
(ii) Insufficient competition in the market for the drug.”
§ 2-801(f).
39.

HB 631’s “price gouging” prohibition applies to all “essential off-

patent and generic drug[s].” § 2-801(b)(1). The statute defines an “essential offpatent and generic drug” as any prescription drug “for which all exclusive market
rights, if any, granted under the federal Food, Drug, And Cosmetic Act, § 351 of the
federal Public Health Service Act, and federal patent law have expired,” § 2801(b)(1)(i), which “is actively manufactured and marketed for sale in the United
States by three or fewer manufacturers,” § 2-801(b)(1)(iii), which “is made available
for sale in the State,” § 2-801(b)(1)(iv), and which either (1) appears on the most
recent World Health Organization List of Essential Medicines or (2) has been
designated by the Maryland Secretary of Health and Mental Hygiene as an essential
medicine, § 2-801(b)(1)(ii). HB 631’s price restraint also applies to “any drugdevice combination product used for the delivery” of a generic prescription drug.
§ 2-801(b)(2).
40.

In addition to these price-control provisions, HB 631 authorizes the

Maryland Medical Assistance Program, a component of the Maryland Department
19
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of Human Resources, to engage in broad monitoring of essential off-patent and
generic drug pricing, and imposes sweeping reporting requirements on
manufacturers of essential off-patent and generic drugs. § 2-803(a). HB 631
requires manufacturers identified by the Maryland Medical Assistance Program to
“submit a statement” to the Maryland Attorney General “[i]temizing the components
of the cost of producing the drug” in question, “[e]xplaining any improvement in
public health associated with” any increased expenditures, and, inter alia,
“[p]roviding any other information … relevant to a determination of whether a
violation of this subtitle has occurred.” § 2-803(b). And HB 631 authorizes the
Attorney General to launch investigatory inquiries into, and submit document
requests to, generic drug manufacturers and wholesale distributors regarding
potential violations of the statute. § 2-803(c), (d).
41.

HB 631’s monitoring provisions are keyed in part off of federal

Medicaid provisions. The bill authorizes the Maryland Medical Assistance Program,
which administers the state’s Medicaid program, to “notify the Attorney General of
any increase in the price of an essential off-patent or generic drug when,” inter alia,
a price increase “would result in an increase of 50% or more in the wholesale
acquisition cost of the drug.” § 2-803(a). And under § 2-801(g), the term “wholesale
acquisition cost” is given the same meaning in HB 631 as in Title 42 of the U.S.
Code. See 42 U.S.C. § 1395w-3A(c)(6)(B) (defining “wholesale acquisition cost”
20
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to mean “the manufacturer’s list price for the drug … to wholesalers or direct
purchasers in the United States … as reported in wholesale price guides or other
publications of drug or biological pricing data”).
42.

Finally, HB 631 authorizes the Attorney General to petition Maryland

Circuit Courts for orders:

(1) “[c]ompelling a manufacturer or a wholesale

distributor” to produce various documents pursuant to §2-803(b) & (c);
(2) “restraining or enjoining a violation” of the statute; (3) “restoring to any
consumer, including a third party payor, any money acquired as a result of a price
increase that violates” the statute; (4) “requiring a manufacturer that has engaged in
price gouging” in violation of the statute “to make the drug available to participants
in any State health plan or State health program for a period of up to 1 year at the
price at which the drug was made available to participants in the State health plan or
State health program immediately prior to the manufacturer’s violation”; and (5)
“[i]mposing a civil penalty of up to $10,000 for each violation” of the statute. § 2803(d).

The Attorney General’s authority to initiate civil actions against

manufacturers under HB 631 is not tied to the reporting requirements in § 2-803(a).
Compare § 2-803(d), with § 2-803(a).
43.

In any action brought by the Attorney General under § 2-803(d), “a

person who is alleged to have violated a requirement of this subtitle may not assert
as a defense that the person did not deal directly with a consumer residing in this
21
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state.” § 2-803(g). Put differently, a manufacturer may be held to have violated HB
631 even though it conducted no business in Maryland or with a Maryland-based
entity.
44.

HB 631, which was passed by the General Assembly (38-7 in the Senate

and 137-2 in the House of Delegates) on April 10, 2017, is scheduled to take effect
on October 1, 2017.
Governor Hogan Declines to Sign HB 631 Due to Constitutional Concerns
45.

On May 26, 2017, Maryland Governor Lawrence J. Hogan Jr.

announced that he would allow the law to go into effect without his signature. See
Md. Const. art. II, § 17(c). Yet in allowing HB 631 to become law, Governor Hogan
expressed deep apprehension regarding the law’s sweep.
46.

In acquiescing in the bill’s enactment, Governor Hogan lamented that

HB 631’s price control provisions “directly regulate interstate commerce and pricing
by prohibiting and penalizing manufacturer pricing which may occur outside of
Maryland,” and thus “likely violate the dormant commerce clause of the
Constitution.” Exhibit B at 1. The Governor also raised the further “concern[] that
[HB 631’s] definition of ‘unconscionable increase’ and ‘excessive’”—“the heart of”
the law—is so vague as to make it “very difficult for manufacturers to know whether
they are in violation of these provisions”—and perhaps worse yet, “leav[e] the
decision entirely to the interpretation of the Attorney General.” Id. at 1-2.
22
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PLAINTIFF’S CLAIMS FOR RELIEF
FIRST CAUSE OF ACTION
(Declaratory/Injunctive Relief—Unconstitutionality of HB 631 under the
Commerce Clause, U.S. Const. art. I, § 8, cl. 3)
47.

AAM re-alleges and incorporates herein by reference the allegations of

the preceding paragraphs of this Complaint.
48.

The Commerce Clause not only vests Congress with “Power ... [t]o

regulate Commerce with foreign Nations, and among the several States,” U.S. Const.
art. I, § 8, cl. 3, but also prohibits states from discriminating against interstate
commerce. “The critical inquiry” under this “dormant” aspect of the Commerce
Clause “is whether the practical effect of the regulation is to control conduct beyond
the boundaries of the State.” Healy, 491 U.S. at 336.
49.

HB 631 violates the Commerce Clause because it directly regulates

commerce and prices beyond the boundaries of the State of Maryland—and indeed,
expressly targets pricing and conduct at the manufacturer-wholesaler level, which
occurs largely, if not exclusively, outside of the state.
50.

HB 631’s extraterritorial scope could not be clearer. HB 631 is not

limited to commerce that occurs within the State of Maryland, or even to sales that
occur between an entity outside of Maryland and an entity within it. Rather, HB 631
prohibits generic prescription drug manufacturers and wholesale distributors from
“unconscionabl[y]” increasing the price of any essential off-patent or generic drug
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that is “made available for sale in the State,” § 2-801(b)(1)(iv), even if the
manufacturer or wholesale distributor “did not deal directly with a consumer
residing in the State,” § 2-803(g).
51.

HB 631’s extraterritorial reach is particularly apparent given the nature

of the generic pharmaceutical drug market. As is true of their patented counterparts,
the overwhelming majority of off-patent and generic prescription drugs sold by
manufacturers are sold either to large wholesalers or to large retail pharmacy chains
that warehouse their own drugs. Yet not one of the “Big Three” wholesalers—
AmerisourceBergen Corp., McKesson Corp., and Cardinal Health, Inc., which
collectively account for nearly 90% of the national wholesale market, see
RxCommercial Research International, Inc., Investing into BioPharma Products in
the USA (Color): A Reference Guide 156 (2012)—resides in the State of Maryland,
and neither do any of the large retail pharmacy chains that warehouse products.
Moreover, of the Nation’s twenty largest generic drug manufacturers, only one is
headquartered in Maryland, and zero of them manufacture drugs in the state.
52.

Thus, the vast majority of off-patent and generic prescription drugs are

not even arguably “made available for sale in the State” of Maryland unless and until
a wholesaler sells a drug to a retail pharmacy or healthcare institution in the state, or
a warehousing retail chain that takes possession of the drugs outside the state
transports them to the state and fills a prescription for an in-state patient.
24
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53.

Indeed, HB 631 is arguably even more egregious than a D.C. law that

purported to govern in-District prices of patented prescription drugs, and which was
invalidated on dormant Commerce Clause grounds. See Pharm. Research & Mfrs.
of Am. v. District of Columbia, 406 F. Supp. 2d 56, 69-70 (D.D.C. 2005) (“PhRMA”)
(holding that the law “effect[ed] an impermissible extraterritorial reach” even though
its application was “triggered by an in-state sale”), aff’d sub nom. Biotechnology
Indus. Org. v. District of Columbia, 496 F.3d 1362 (Fed. Cir. 2007). As with HB 631
and generic drugs, a “drug manufacturer” violated the D.C. law whenever one of its
patented prescription drugs was sold in the District for “an excessive price.” Id. Yet
under HB 631, unlike the D.C. law, manufacturers and distributors alleged to have
violated the law’s price-control provisions are expressly denied the ability to “assert
as a defense that [they] did not deal directly with a consumer residing in this state.”
§ 2-803(g).
54.

HB 631 could not be clearer: the statute is not limited to commerce that

occurs within Maryland, or even to sales that occur between an entity outside of
Maryland and an entity within it. Manufacturers and wholesalers distributors may
violate its terms even if they engage in no direct commercial activity in Maryland at
all. Thus, “the provisions at issue here are not close calls—they clearly discriminate
against out-of-state” commerce. Envtl. Tech. Council v. Sierra Club, 98 F.3d 774,
785 (4th Cir. 1996). Moreover, as in PhRMA, where Judge Leon entered a pre25
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enforcement injunction against the D.C. law, here AAM members will not “‘remain
free to conduct commerce on their own terms’” outside of the state, “because of the
potential liability they will face in [Maryland],” even for sales that occur far outside
the state’s confines. 406 F. Supp. 2d at 70.
55.

Furthermore, courts must evaluate “the practical effect of the

[challenged] statute … by considering … what effect would arise if not one, but
many or every, State adopted similar legislation,” Healy, 491 U.S. at 336, and “it
takes little imagination to envision the harm to interstate commerce that could be
caused by the domino effect of similar legislation [to HB 631] being adopted in
many, or every, state,” PhRMA, 406 F. Supp. 2d at 70. “Such races to the bottom of
the marketplace can be as dangerous to the interstate market as any other type of
market failure, such as a monopoly or price-tying measures.” Id.; see also Nat’l
Ass’n of Home Builders v. Babbitt, 130 F.3d 1041, 1049 (D.C. Cir. 1997)
(characterizing a “race to the bottom” as having a “substantial harmful effect on
interstate commerce”). That is precisely the sort of the “dangerous” interstate effect
the Commerce Clause was intended to prevent. See Okla. Tax Comm’n v. Jefferson
Lines, Inc., 514 U.S. 175, 180 (1995).
56.

Because HB 631 regulates conduct occurring entirely outside of the

State of Maryland and “has the practical effect of establishing ‘a scale of prices for
use in other states,’” Healy, 491 U.S. at 336 (quoting Baldwin v. G.A.F. Seelig, Inc.,
26
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294 U.S. 511, 528 (1935)), it violates the Commerce Clause, and is void.
SECOND CAUSE OF ACTION
(Declaratory/Injunctive Relief—Unconstitutionality of HB 631 under the
Fourteenth Amendment, U.S. Const. amend. XIV, § 1)
57.

AAM re-alleges and incorporates herein by reference the allegations of

the preceding paragraphs of this Complaint.
58.

The Fourteenth Amendment provides that “[n]o State shall … deprive

any person of life, liberty, or property, without due process of law.” U.S. Const.
amend. XIV, § 1. Laws that fail to “give the person of ordinary intelligence a
reasonable opportunity to know what is prohibited” violate this requirement of due
process, and are void for vagueness. Grayned v. City of Rockford, 408 U.S. 104, 108
(1972). A law that “impermissibly delegates basic policy matters to policemen,
judges, and juries for resolution on an ad hoc and subjective basis” is likewise void
for vagueness in light of “the attendant dangers of arbitrary and discriminatory
application” that such sweeping delegation entails. Id. at 108-09.
59.

HB 631 violates the Due Process Clause of the Fourteenth Amendment

because it fails to provide a meaningful description of what its terms proscribe. HB
631 broadly prohibits manufacturers and wholesale distributors from “engag[ing] in
price gouging in the sale of an essential off-patent or generic drug,” § 2-802(a),
which it defines as “increas[ing] the price of a prescription drug that” in a manner
that is “excessive” and not cost-“justified,” and that leaves consumers with no
27
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“meaningful choice” about whether to purchase the drug at an “excessive price.”
§ 2-801(f).
60.

Each of the key terms in these provisions—“terms [that] are the heart

of” the law—is itself expansive. Exhibit B at 1. Yet HB 631 provides no guidance
to courts or to the generic drug manufacturers and distributors within the law’s ambit
on how to interpret or apply any of these provisions. Manufacturers and distributors
have no way to determine whether a given price is “excessive,” whether a given
market expansion is “appropriate,” or whether a given consumer’s option set is
“meaningful.” See id. (“the heart of” the law is so vague as to make it “very difficult
for manufacturers to know whether they are in violation of these provisions”). AAM
members thus lack the necessary clarity to determine whether certain price increases
they may consider in the future would be considered “unconscionable.” See id.
61.

Perhaps worse still, HB 631’s vague provisions “leav[e] the decision”

to launch an investigation or lawsuit “entirely to the interpretation of the Attorney
General.” Id. at 1-2. HB 631 contains no standards to cabin the discretion of the
Maryland Medical Assistance Program’s decisions to launch costly and cumbersome
investigations into manufacturers’ and distributors’ pricing decisions, or—far more
worryingly—of the Maryland Attorney General to launch potentially crippling civil
litigation.

The meaning of terms as capacious as “justified,” “appropriate,”

“excessive,” and “meaningful” are left entirely to the broad discretion of the
28
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Attorney General. HB 631 thus leaves the decision of what constitutes an “egregious
case” entirely to the discretion of the Attorney General. Such a lack of direction
stands to multiply “the incidence of erratic regulation” of the law nearly ad infinitum.
Amsterdam, supra, at 104 (“The wider and more undefined is the discretion … the
more probable becomes the incidence of erratic regulation….”).
62.

That is particularly problematic here. The Attorney General was one of

the major proponents of HB 631. In advocating on behalf of the bill’s passage, the
Attorney General frequently counseled legislators that his enforcement authority
was cabined by the reporting requirements applicable to the Maryland Medical
Assistance Program. The Attorney General has likewise publicly stated that his
office “can only focus on the most egregious cases because of how the bill is written
and because of limited resources.” FamiliesUSA, Prescription Drug Price Gouging:
Maryland’s

Landmark

Law

Protects

Consumers

(May

30,

2017),

http://familiesusa.org/blog/2017/05/prescription-drug-price-gouging-marylandlandmark-law-protects-consumers.

At the same time, however, the Attorney

General’s Office has also put forward exactly the opposite view of the law. For
instance, a representative of the Attorney General’s Office testified before the
Finance Committee of the General Assembly while the bill was still being debated
to argue not only that the definitions of “unconscionable” and “price gouging [are]
not defined by th[e] standard” in §2-803(a), but that they should not be. Indeed, the
29
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Attorney General’s Office maintained that the mere existence of such provisions in
the bill could hamstring the Attorney General’s authority to file suit against
manufacturers that raise prices by, say, “only … 20 percent … in one year,” far less
than would trigger the reporting provisions. Similarly, the private coalition that cosponsored the legislative effort along with the Attorney General’s Office has referred
to the Attorney General as “a new sheriff in town” who will assiduously enforce the
bill—and, notably, the Attorney General’s public statements regarding his authority
under HB 631 have conspicuously omitted any reference to the thresholds that apply
to the Maryland Medical Assistance Program. See, e.g., Michael Dresser, Hogan
lets drug price-gouging bill, dozens of others become law without signature,
BALTIMORE

SUN,

May

26,

2017,

available

at

http://www.baltimoresun.com/news/maryland/politics/bs-md-hogan-bill-decisions20170526-story.html.
63.

This lack of clarity and lack of direction to rein in the Attorney

General’s enforcement discretion is of even greater concern because HB 631 does
far more than simply allow a state agency to monitor private entities’ pricing
decisions. Penalties for violating HB 631’s broad provisions include disgorgement
of monies earned “as a result of a price increase that violates” the statute, money
damages of “up to $10,000 for each violation,” and imposition of sweeping
injunctions that stand to impact manufacturers’ and distributors’ pricing decisions
30
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nationwide. § 2-803(d)(2), (3) & (5).
64.

Because HB 631 fails to provide reasonable notice of what conduct is

proscribed and fails to establish minimal guidelines to govern officials’ exercise of
discretion in implementing and enforcing it, it violates the Due Process Clause of
the Fourteenth Amendment, and is therefore void.
THIRD CAUSE OF ACTION
(42 U.S.C. § 1983 and 42 U.S.C. § 1988)
65.

AAM re-alleges and incorporates herein by reference the allegations of

the preceding paragraphs of this Complaint.
66.

By seeking to implement and threatening to enforce HB 631,

Defendants, acting under color of state law, have violated and, unless enjoined by
this Court, will continue to violate the rights of AAM members to engage in
interstate commerce free from unconstitutional state discrimination in violation of
the dormant Commerce Clause as well as AAM members’ rights to due process of
law under the Fourteenth Amendment.
67.

An actual “Case or Controversy” exists because HB 631’s various

unconstitutional requirements create a genuine, credible, and immediate threat that
Defendants—acting in their official capacities under color of state law—will violate
Plaintiff’s constitutionally protected rights.
68.

Plaintiff

accordingly

seeks

a

declaration

that

Defendants’

implementation or enforcement of HB 631 would violate 42 U.S.C. § 1983. Plaintiff
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also seeks reasonable attorney’s fees pursuant to 42 U.S.C. § 1988.
RELIEF REQUESTED
WHEREFORE, AAM prays:
A.

For a declaration, pursuant to the Declaratory Judgment Act, 28 U.S.C.

§ 2201, that HB 631 violates the United States Constitution, including but not
limited to the dormant Commerce Clause and the Fourteenth Amendment, and is
therefore void and unenforceable;
B.

For

a

preliminary

injunction

prohibiting

Defendants

from

implementing or enforcing HB 631;
C.

For a permanent injunction prohibiting Defendants from implementing

or enforcing HB 631;
D.

For such costs and reasonable attorney’s fees to which it might be

entitled by law; and
E.

For any other relief that the Court deems just and proper.
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Respectfully submitted,
s/Jonathan D. Janow
JONATHAN D. JANOW
Counsel of Record
KIRKLAND & ELLIS LLP
655 Fifteenth Street, NW
Washington, DC 20005
(202) 879-5000
jonathan.janow@kirkland.com
JAY P. LEFKOWITZ
(pro hac vice motion forthcoming)
KIRKLAND & ELLIS LLP
601 Lexington Avenue
New York, NY 10022
(212) 446-4800
lefkowitz@kirkland.com
MATTHEW D. ROWEN
(pro hac vice motion forthcoming)
KIRKLAND & ELLIS LLP
655 Fifteenth Street, NW
Washington, DC 20005
(202) 879-5000
matthew.rowen@kirkland.com
Counsel for Plaintiff
July 6, 2017
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HOUSE BILL 631
J1

(7lr1025)
ENROLLED BILL
— Health and Government Operations and Economic Matters/Finance —
Introduced by The Speaker (By Request – Office of the Attorney General) and
Delegates Bromwell, Anderson, Atterbeary, Barkley, B. Barnes, D. Barnes,
Barron, Barve, Beidle, Brooks, Carr, Chang, Clippinger, Conaway, Cullison,
Davis, Dumais, Ebersole, Fennell, Fraser–Hidalgo, Frick, Frush, Gaines,
Gilchrist, Glenn, Gutierrez, Hayes, Haynes, Healey, Hettleman, Hill, Hixson,
Holmes, C. Howard, Jackson, Jalisi, Jameson, Jones, Kelly, Knotts, Krimm,
Lafferty, Lam, R. Lewis, Lierman, Lisanti, Luedtke, McCray, McIntosh,
A. Miller, Moon, Morales, Oaks, Patterson, Pena–Melnyk, Platt, Proctor,
Queen, Reznik, Robinson, Rosenberg, Sample–Hughes, Sanchez,
Sophocleus, Stein, Sydnor, Tarlau, Turner, Valderrama, Vallario,
Waldstreicher, Walker, A. Washington, M. Washington, C. Wilson, K. Young,
and P. Young P. Young, Pendergrass, Angel, Kipke, McDonough, Metzgar,
Miele, Saab, West, Aumann, Carey, Mautz, and S. Howard
Read and Examined by Proofreaders:
_______________________________________________
Proofreader.
_______________________________________________
Proofreader.
Sealed with the Great Seal and presented to the Governor, for his approval this
_______ day of _______________ at ________________________ o’clock, ________M.
______________________________________________
Speaker.
CHAPTER ______
1
2
3

AN ACT concerning
Public Health – Essential Off–Patent or Generic Drugs – Price Gouging –
Prohibition

EXPLANATION: CAPITALS INDICATE MATTER ADDED TO EXISTING LAW.
[Brackets] indicate matter deleted from existing law.
Underlining indicates amendments to bill.
Strike out indicates matter stricken from the bill by amendment or deleted from the law by
amendment.
Italics indicate opposite chamber/conference committee amendments.

*hb0631*
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1
2
3
4
5
6
7
8
9
10
11
12
13
14
15
16
17
18
19
20
21
22
23

FOR the purpose of prohibiting a manufacturer or wholesale distributor from engaging in
price gouging in the sale of an essential off–patent or generic drug; establishing that
it is not a violation of a certain provision of this Act for a wholesale distributor to
increase a price of an essential off–patent or generic drug under certain
circumstances; requiring authorizing the Maryland Medical Assistance Program to
notify the manufacturer of an essential generic drug and the Attorney General of a
certain increase in the price of the an essential off–patent or generic drug under
certain circumstances; requiring a manufacturer of an essential off–patent or generic
drug to submit a certain statement to the Attorney General within a certain time
frame; authorizing the Attorney General to require a manufacturer of an essential
off–patent or generic drug to produce certain records or other documents that may
be relevant in determining whether a certain violation has occurred; authorizing a
circuit court, under certain circumstances, to issue certain orders compelling certain
actions, restraining or enjoining certain violations, and imposing a certain civil
penalty; making certain information subject to public inspection only to the extent
permitted under certain provisions of law; providing that information included in a
certain statement requiring that certain information provided to the Attorney
General under this Act be considered confidential commercial information for certain
purposes except under certain circumstances; prohibiting the Attorney General from
bringing a certain action under certain circumstances; prohibiting a person who is
alleged to have violated a requirement of this Act from asserting a certain defense;
defining certain terms; and generally relating to prohibiting price gouging in the sale
of essential off–patent or generic drugs.

24
25
26
27
28
29

BY adding to
Article – Health – General
Section 2–801 through 2–803 to be under the new subtitle “Subtitle 8. Prohibition
Against Price Gouging for Essential Off–Patent or Generic Drugs”
Annotated Code of Maryland
(2015 Replacement Volume and 2016 Supplement)

30
31

SECTION 1. BE IT ENACTED BY THE GENERAL ASSEMBLY OF MARYLAND,
That the Laws of Maryland read as follows:

32

Article – Health – General

33
34

SUBTITLE 8. PROHIBITION AGAINST PRICE GOUGING FOR ESSENTIAL
OFF–PATENT OR GENERIC DRUGS.

35

2–801.
(A)

IN THIS SUBTITLE THE FOLLOWING WORDS HAVE THE MEANINGS

36
37

INDICATED.

38
39

(B) “AVERAGE MANUFACTURER PRICE” HAS THE MEANING STATED IN 42
U.S.C. § 1396R–8.
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1
2
3
4
5
6
7
8

(C) (B)

(1)

3

“ESSENTIAL OFF–PATENT OR GENERIC DRUG” MEANS ANY

PRESCRIPTION DRUG:

(I)

FOR WHICH ANY ALL EXCLUSIVE MARKETING RIGHTS, IF
ANY, GRANTED UNDER FEDERAL LAW THE FEDERAL FOOD, DRUG, AND COSMETIC
ACT, § 351 OF THE FEDERAL PUBLIC HEALTH SERVICE ACT, AND FEDERAL PATENT
LAW HAVE EXPIRED;
(II)

1.

THAT APPEARS ON THE MODEL LIST OF ESSENTIAL
MEDICINES MOST RECENTLY ADOPTED BY THE WORLD HEALTH ORGANIZATION; OR

9
10
11
12

2.

THAT HAS BEEN DESIGNATED BY THE SECRETARY AS
AN ESSENTIAL MEDICINE DUE TO ITS EFFICACY IN TREATING A LIFE–THREATENING

13
14

(III) THAT IS ACTIVELY MANUFACTURED AND MARKETED FOR
SALE IN THE UNITED STATES BY THREE OR FEWER MANUFACTURERS; AND

HEALTH CONDITION OR A CHRONIC HEALTH CONDITION THAT SUBSTANTIALLY
IMPAIRS AN INDIVIDUAL’S ABILITY TO ENGAGE IN ACTIVITIES OF DAILY LIVING; AND

(III) (IV)

15
16
17
18
19
20
21

(2)

THAT IS MADE AVAILABLE FOR SALE IN THE STATE.

“ESSENTIAL OFF–PATENT OR GENERIC DRUG” INCLUDES ANY

DRUG–DEVICE COMBINATION PRODUCT USED FOR THE DELIVERY OF AN ESSENTIAL
GENERIC A DRUG FOR WHICH ALL EXCLUSIVE MARKETING RIGHTS, IF ANY,
GRANTED UNDER THE FEDERAL FOOD, DRUG, AND COSMETIC ACT, § 351 OF THE
FEDERAL PUBLIC HEALTH SERVICE ACT, AND FEDERAL PATENT LAW HAVE
EXPIRED.

22
23

“PRICE GOUGING” MEANS AN UNCONSCIONABLE INCREASE IN
THE PRICE OF A PRESCRIPTION DRUG.

24
25

(E) (D)
THIS TITLE.

“STATE HEALTH PLAN” HAS THE MEANING STATED IN § 2–601 OF

26
27

(F) (E)

“STATE HEALTH PROGRAM” HAS THE MEANING STATED IN § 2–601

28
29
30
31
32

(D) (C)

OF THIS TITLE.

(G) (F)

“UNCONSCIONABLE INCREASE” MEANS AN INCREASE IN THE
PRICE OF A PRESCRIPTION DRUG THAT:
(1)

IS EXCESSIVE AND NOT JUSTIFIED BY THE COST OF PRODUCING

THE DRUG OR THE COST OF APPROPRIATE EXPANSION OF ACCESS TO THE DRUG TO
PROMOTE PUBLIC HEALTH; AND
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(2)

RESULTS IN CONSUMERS FOR WHOM THE DRUG HAS BEEN

PRESCRIBED HAVING NO MEANINGFUL CHOICE ABOUT WHETHER TO PURCHASE THE
DRUG AT AN EXCESSIVE PRICE BECAUSE OF:

4

(I)

THE IMPORTANCE OF THE DRUG TO THEIR HEALTH; AND

(II)

INSUFFICIENT COMPETITION IN THE MARKET FOR THE

5
6

DRUG.

7
8

(H) (G)
“WHOLESALE ACQUISITION COST” HAS THE MEANING STATED IN
42 U.S.C. § 1395W–3A.

9

2–802.

10
11

(A)

A MANUFACTURER OR WHOLESALE DISTRIBUTOR MAY NOT ENGAGE IN
PRICE GOUGING IN THE SALE OF AN ESSENTIAL OFF–PATENT OR GENERIC DRUG.

12
13
14
15
16

IT IS NOT A VIOLATION OF SUBSECTION (A) OF THIS SECTION FOR A
WHOLESALE DISTRIBUTOR TO INCREASE THE PRICE OF AN ESSENTIAL OFF–PATENT

17

2–803.

18
19
20
21
22
23
24
25
26
27
28
29

(B )

OR GENERIC DRUG IF THE PRICE INCREASE IS DIRECTLY ATTRIBUTABLE TO
ADDITIONAL COSTS FOR THE DRUG IMPOSED ON THE WHOLESALE DISTRIBUTOR BY
THE MANUFACTURER OF THE DRUG.

(A)

THE MARYLAND MEDICAL ASSISTANCE PROGRAM SHALL MAY NOTIFY
THE MANUFACTURER OF AN ESSENTIAL GENERIC DRUG AND THE ATTORNEY
GENERAL OF ANY INCREASE IN THE PRICE OF AN ESSENTIAL OFF–PATENT OR
GENERIC DRUG WHEN:
(1)

THREE

OR
FEWER
MANUFACTURERS
ARE
ACTIVELY
MANUFACTURING AND MARKETING THE ESSENTIAL GENERIC DRUG FOR SALE IN
THE UNITED STATES; AND

(2) (1)

THE PRICE INCREASE, BY ITSELF OR IN COMBINATION WITH
OTHER PRICE INCREASES:
(I)

WOULD RESULT IN AN INCREASE OF 50% OR MORE IN THE

AVERAGE MANUFACTURER PRICE OR WHOLESALE ACQUISITION COST OF THE DRUG
WITHIN THE PRECEDING 2–YEAR 1–YEAR PERIOD; OR
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1
2
3
4
5
6
7

5

(II) WOULD RESULT IN AN INCREASE OF 50% OR MORE IN THE
PRICE PAID BY THE MARYLAND MEDICAL ASSISTANCE PROGRAM FOR THE DRUG
WITHIN THE PRECEDING 2–YEAR 1–YEAR PERIOD; AND
(3) (2)

(I)

A 30–DAY SUPPLY OF THE MAXIMUM RECOMMENDED
DOSAGE OF THE DRUG FOR ANY INDICATION, ACCORDING TO THE LABEL FOR THE
DRUG APPROVED UNDER THE FEDERAL FOOD, DRUG, AND COSMETIC ACT, WOULD
COST MORE THAN $80 AT THE DRUG’S WHOLESALE ACQUISITION COST;

8
9
10
11

A FULL COURSE OF TREATMENT WITH THE DRUG,
ACCORDING TO THE LABEL FOR THE DRUG APPROVED UNDER THE FEDERAL FOOD,
DRUG, AND COSMETIC ACT, WOULD COST MORE THAN $80 AT THE DRUG’S
WHOLESALE ACQUISITION COST; OR

12
13
14
15
16

(III) IF THE DRUG IS MADE AVAILABLE TO CONSUMERS ONLY IN
QUANTITIES THAT DO NOT CORRESPOND TO A 30–DAY SUPPLY, A FULL COURSE OF
TREATMENT, OR A SINGLE DOSE, IT WOULD COST MORE THAN $80 AT THE DRUG’S
WHOLESALE ACQUISITION COST TO OBTAIN A 30–DAY SUPPLY OR A FULL COURSE OF
TREATMENT.

17
18
19
20
21
22
23
24
25
26
27
28
29
30
31
32
33

(II)

(B)

WITHIN 20 DAYS AFTER THE DATE OF RECEIPT OF A NOTICE UNDER
SUBSECTION (A) OF THIS SECTION ON REQUEST OF THE ATTORNEY GENERAL, THE
MANUFACTURER OF AN ESSENTIAL OFF–PATENT OR GENERIC DRUG SHALL
IDENTIFIED IN A NOTICE UNDER SUBSECTION (A) OF THIS SECTION, WITHIN 20 45
DAYS AFTER THE REQUEST, SHALL SUBMIT A STATEMENT TO THE ATTORNEY
GENERAL:
(1)

(I)

ITEMIZING THE COMPONENTS OF THE COST OF PRODUCING
THE ESSENTIAL GENERIC DRUG; AND
(II)

IDENTIFYING THE CIRCUMSTANCES AND TIMING OF ANY

INCREASE IN MATERIALS OR MANUFACTURING COSTS THAT CAUSED ANY INCREASE
IN THE PRICE OF THE ESSENTIAL GENERIC DRUG WITHIN THE 2–YEAR 1–YEAR
PERIOD PRECEDING THE DATE OF THE PRICE INCREASE;

(2)

(I)

IDENTIFYING THE CIRCUMSTANCES AND TIMING OF ANY

EXPENDITURES MADE BY THE MANUFACTURER TO EXPAND ACCESS TO THE
ESSENTIAL GENERIC DRUG; AND

(II)

EXPLAINING ANY IMPROVEMENT IN PUBLIC HEALTH
ASSOCIATED WITH THOSE EXPENDITURES; AND
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(3)

PROVIDING

ANY
OTHER
INFORMATION
THAT
THE
MANUFACTURER BELIEVES TO BE RELEVANT TO A DETERMINATION OF WHETHER A
VIOLATION OF THIS SUBTITLE HAS OCCURRED.

(C)

THE ATTORNEY GENERAL MAY REQUIRE A MANUFACTURER OR A

4
5
6
7

WHOLESALE DISTRIBUTOR TO PRODUCE ANY RECORDS OR OTHER DOCUMENTS
THAT MAY BE RELEVANT TO A DETERMINATION OF WHETHER A VIOLATION OF THIS
SUBTITLE HAS OCCURRED.

8
9

(D) ON PETITION OF THE ATTORNEY GENERAL AND SUBJECT
SUBSECTION (E) OF THIS SECTION, A CIRCUIT COURT MAY ISSUE AN ORDER:

10
11

(1)

COMPELLING THE A

MANUFACTURER
DISTRIBUTOR OF AN ESSENTIAL GENERIC DRUG:

(I)

TO

OR

A

TO

WHOLESALE

12
13

PROVIDE
THE
SUBSECTION (B) OF THIS SECTION; OR AND

14
15
16
17

(II) TO PRODUCE SPECIFIC RECORDS OR OTHER DOCUMENTS
REQUESTED BY THE ATTORNEY GENERAL UNDER SUBSECTION (C) OF THIS SECTION

STATEMENT

REQUIRED

UNDER

THAT MAY BE RELEVANT TO A DETERMINATION OF WHETHER A VIOLATION OF THIS
SUBTITLE HAS OCCURRED;

18

(2)

RESTRAINING OR ENJOINING A VIOLATION OF THIS SUBTITLE;

19
20
21

(3)

RESTORING TO ANY CONSUMER, INCLUDING A THIRD PARTY

22
23
24
25
26
27
28
29
30
31
32
33
34

PAYOR, ANY MONEY ACQUIRED AS A RESULT OF A PRICE INCREASE THAT VIOLATES
THIS SUBTITLE;

(4)

REQUIRING A MANUFACTURER THAT HAS ENGAGED IN PRICE
GOUGING IN THE SALE OF AN ESSENTIAL OFF–PATENT OR GENERIC DRUG TO MAKE
THE ESSENTIAL GENERIC DRUG AVAILABLE TO PARTICIPANTS IN ANY STATE
HEALTH PLAN OR STATE HEALTH PROGRAM FOR A PERIOD OF UP TO 1 YEAR AT THE
PRICE AT WHICH THE DRUG WAS MADE AVAILABLE TO PARTICIPANTS IN THE STATE
HEALTH PLAN OR STATE HEALTH PROGRAM IMMEDIATELY PRIOR TO THE
MANUFACTURER’S VIOLATION OF THIS SUBTITLE; AND
(5)

IMPOSING A CIVIL PENALTY OF UP TO $10,000 FOR EACH
VIOLATION OF THIS SUBTITLE.
(E)

THE ATTORNEY GENERAL MAY NOT BRING AN ACTION FOR A REMEDY
UNDER SUBSECTION (D)(2) THROUGH (5) OF THIS SECTION UNLESS THE ATTORNEY
GENERAL HAS PROVIDED THE MANUFACTURER OR WHOLESALE DISTRIBUTOR AN
OPPORTUNITY TO MEET WITH THE ATTORNEY GENERAL TO OFFER A JUSTIFICATION
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7

1
2

FOR THE INCREASE IN THE PRICE OF THE ESSENTIAL OFF–PATENT OR GENERIC
DRUG.

3
4
5
6
7

(E) (F) (1) ANY INFORMATION PROVIDED BY A MANUFACTURER OR A
WHOLESALE DISTRIBUTOR TO THE ATTORNEY GENERAL UNDER THIS SUBTITLE
SUBSECTIONS (B) AND (C) OF THIS SECTION SHALL BE SUBJECT TO PUBLIC
INSPECTION ONLY TO THE EXTENT PERMITTED UNDER TITLE 4 OF THE GENERAL
PROVISIONS ARTICLE.

8
9
10
11
12

(2)

THE INFORMATION INCLUDED IN THE STATEMENT PROVIDED
UNDER SUBSECTION (B) OF THIS SECTION SHALL BE CONSIDERED CONFIDENTIAL
COMMERCIAL INFORMATION FOR PURPOSES OF § 4–335 OF THE GENERAL
PROVISIONS ARTICLE UNLESS THE CONFIDENTIALITY OF THE INFORMATION IS
WAIVED BY THE MANUFACTURER OR WHOLESALE DISTRIBUTOR.

13
14
15
16

(E) (F) (G) IN ANY ACTION BROUGHT BY THE ATTORNEY GENERAL UNDER
SUBSECTION (D) OF THIS SECTION, A PERSON WHO IS ALLEGED TO HAVE VIOLATED

17
18

SECTION 2. AND BE IT FURTHER ENACTED, That this Act shall take effect
October 1, 2017.

A REQUIREMENT OF THIS SUBTITLE MAY NOT ASSERT AS A DEFENSE THAT THE
PERSON DID NOT DEAL DIRECTLY WITH A CONSUMER RESIDING IN THE STATE.

Approved:
________________________________________________________________________________
Governor.
________________________________________________________________________________
Speaker of the House of Delegates.
________________________________________________________________________________
President of the Senate.
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STATE OF MARYLAND
OFFICE OF THE GOVERNOR
LARRY HOGAN
GOVERNOR

May 26, 2016

The Honorable Michael E. Busch
Speaker of the House
State House
Annapolis, Maryland 21401
Dear Mr. Speaker:
In accordance with Article II Section 17 of the Maryland Constitution, House Bill 631 - Public
Health - Essential Off-Patent or Generic Drugs - Price Gouging will become law without my
signature.
While I am very supportive of ensuring that essential health care needs, including access to
affordable prescription drugs, are available to Maryland citizens, this legislation raises legal and
constitutional concerns.
Also, this legislation only addresses the pricing of generic and off-patent pharmaceuticals, and
does nothing to address the cost of patented products and medical devices which may be
associated with drug delivery. This oversight, whether inadvertent or deliberate, is troubling
since the patented or brand-name pharmaceuticals make up a significant amount of the market
and are often times the most expensive and essential pharmaceuticals.
I also have concerns with the constitutionality of this legislation. While the bill was a priority of
Attorney General Frosh during the General Assembly Session, two concerns have been raised by
my Chief Counsel's office regarding aspects of the bill which would likely be the subject of a
constitutional challenge.
My first concern relates to the provisions of the legislation which directly regulate interstate
commerce and pricing by prohibiting and penalizing manufacturer pricing which may occur
outside of Maryland. These provisions would likely violate the dormant commerce clause of the
Constitution (Art. I§ 8, cl. 3 of the U.S. Constitution).
I am also concerned that the definition of "unconscionable increase" and "excessive" are vague,
and would likely not withstand a "vagueness" challenge under the procedural due process
concepts of the Due Process Clause of the Fourteenth Amendment. These terms are the heart of
the legislation, and because they have been so broadly drafted, it is very difficult for
manufacturers to know whether they are in violation of these provisions, leaving the decision

STATE HOUSE, ANNAPOLIS, MARYLAND 21401
(410) 974-3901

1-800-811-8336
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entirely to the interpretation of the Attorney General.
I am not convinced that this legislation is truly a solution to ensuring Marylanders have access to
essential prescription drugs, and may even have the unintended consequence of harming citizens
by restricting their access to these drugs. The legislation does have a laudable goal, to combat
price-gouging of consumers for life-saving drugs, and I am supportive of that goal. However,
because of the aforementioned problems with the bill, I will not be signing this legislation, and
instead will allow it to become law without my signature.
This issue is clearly one that can only truly be addressed on a national, or even global level,
given that the prescription drug market cannot simply be changed by one state enacting
legislation such as this.

It is my hope that the General Assembly will again take up this issue in next year's legislative
session to address these issues.

Governor

cc:

The Honorable Thomas V. Mike Miller, Jr.
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ASPE
ISSUE BRIEF
Understanding Recent Trends in Generic Drug Prices
January 27, 2016
Executive Summary
Generic drugs have for several decades offered relief from rising prescription drug costs. This
occurs because there is robust competition among multiple interchangeable products that drive
prices for generic drugs to be a fraction of that of the corresponding brand name drug. The result
is that decreases in generic drug prices have partially offset large increases in prices for brand
drugs. Reports of spikes in the prices of some generic drugs have raised concerns that generic
drugs are contributing to increases in overall prescription drug spending. This has led policy
makers to ask whether markets for generic drugs are operating efficiently. In this paper, we
review existing evidence on generic drug prices and spending. Our review of evidence strongly
supports the conclusion that generic drug prices are not an important part of the drug cost
problem facing the nation. In fact, about two-thirds of generic products appear to have
experienced price declines in 2014. Although the generic drug market as a whole is quite
competitive, some segments of the market have experienced large price increases. These spikes
are on one hand troubling in that they disadvantage particular patient groups but also sufficiently
limited so they exert no sizable influence on overall drug spending. Some explanations for these
occurrences include: small markets with limited entry; the impact of mergers, acquisitions, and
market exits; the ability to obtain new market exclusivities; and distribution activities. These
problems apply to relatively small segments of the market and, while they lead to increased costs
in certain therapeutic areas, they have little influence on overall spending increases.
Background
The rising costs of prescription drugs are an important concern for ensuring patient access to
prescription drugs, as well as for public and private budgets. For the past several decades, a
source of relief from rising prescription drug costs has been the increased availability and
utilization of lower cost generic versions of branded drugs (sometimes referred to as innovator
drugs)1. While branded drugs can frequently command high prices because patents or regulatory
1

Branded drugs are approved or licensed by FDA through a New Drug Application (NDA) or Biologic Licensing
Application (BLA). Generic drugs are approved through an abbreviated new drug application (ANDA).

Department of Health and Human Services
Office of the Assistant Secretary for Planning and Evaluation
http://aspe.hhs.gov
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exclusivities give them market power over prices, once these patents and regulatory exclusivities
expire or are resolved by agreement, multiple generic versions of the branded drug can enter the
market. The competition among multiple interchangeable products drives down prices, resulting
in generic drugs typically being sold at much lower prices than their branded counterparts2. Use
of generic drug leads to substantial cost savings for patients and the health care system, reflected
in the fact that 88 percent of dispensed prescriptions are for generic drugs, yet they account for
only 28 percent of total drug spending3. However, reports of recent spikes in prices for some
generic drugs have raised concerns about whether markets for generic drugs are operating
efficiently such that generics will continue to offer a counterbalance to expensive branded drugs.
In this paper, we explore recent prescription drug pricing trends, the fundamentals of the generic
drug market, and potential reasons for generic price increases in some segments on the market.
Trends in Prescription Drug Prices
Drug Price Indexes
Price indexes offer a convenient way to summarize the overall behavior of drug prices over time.
Using different price indexes can provide some insight into drug price trends. The Bureau of
Labor Statistics publishes a consumer price index (CPI) for prescription drugs. This index is
constructed from transaction prices received by pharmacies and includes both branded and
generic prescription drugs, but does not include drugs administered in a hospital setting, nor does
it distinguish between branded and generic drugs. The sample includes about 350 to 400 distinct
molecules4. From December 2009 to December 2013, the CPI for prescription drugs increased
by about 11 percent compared to about 8 percent for the overall CPI during the same time period.
In 2014, the CPI for prescription drugs increased by about 6 percent whereas the overall CPI
increased less than 1 percent5. This shows that overall prices for prescription drugs appear to be
increasing at a rate higher than general inflation.
Express Scripts, one of the largest pharmacy benefit managers in the U.S., creates its own
prescription price indexes for branded and generic drugs6. Express Scripts’ prescription price
indexes measure inflation in prescription drug prices by monitoring changes in consumer prices
for a fixed market basket of commonly used prescription drugs. They define separate market
baskets for branded and generic drugs that are based on the top 80 percent of highest selling
drugs. For 2014, they found that generic prescription drug prices decreased by 20 percent and
branded prescription drug prices increased by 15.4 percent7. Relative to a base price of $100 in
Additionally, there can be so-called branded generics that are approved through an ANDA, but are marketed under a
brand name. For the purposes of this paper, branded generics are not considered branded drugs.
2
Interestingly, prices for the branded drugs typically increase after generic entry. See Frank, Richard G. and David
S. Salkever. 1997. “Generic Entry and the Pricing of Pharmaceuticals,” Journal of Economics and Management
Strategy 6(1):75-90.
3
GPHA. Generic Drug Savings in the U.S. Seventh Annual Edition: 2015
4
Bureau of Labor Statistics. 2011. The pharmaceutical industry: an overview of CPI, PPI, and IPP methodology.
5
http://data.bls.gov/cgi-bin/surveymost
6
The Express Scripts Lab. The Express Scripts 2014 Drug Trend Report. March 2015.
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January 2008, prices for the studied branded drugs increased to $227.39 (2008 dollars), while
studied generic drugs fell to $37.13 (2008 dollars). This suggests that overall prices for generic
drugs are decreasing, while prices for branded drugs are increasing significantly. Nevertheless,
branded price growth is often moderated by changes in off-invoice rebates and discounts. IMS
estimates that for 2014 invoice prices for brand drugs increased by 13.5 percent, while net prices
increased by 7-8 percent accounting for off-invoice discounts and rebates8.
Looking at overall price changes, the Kaiser Family Foundation reports that after declines in
prescription drug growth rates from 2000 to 2013, spending increased by 11.4 percent in 2014
and is projected to have increased 9.6 percent in 20159. Similarly, the IMS reports spending on
prescription drugs increased 13.1 percent on a nominal basis in 2014. IMS suggests that the
increased spending is due to the launch of new brand drugs, price increases for protected brands,
and fewer branded drugs losing exclusivity protections than in past years10.

Breakdown of Generic Drug Price Changes by Different Cost Measures
Changes in Pharmacy Acquisition Costs
Express Scripts’ data shows that overall generic drug prices are decreasing even if trends for
specific generic drugs may differ. Indeed, analyses of trends in individual drugs indicate that
prices are increasing for a notable proportion of generic drugs. The Centers for Medicare and
Medicaid Services (CMS) analyzed generic drug prices for prescriptions reimbursed under
Medicaid fee for service (FFS) between July 1, 2013 and June 30, 201411. They used data from
the National Average Drug Acquisition Cost (NADAC) pricing files that measure drug
acquisition costs for retail pharmacies and the CMS National Summary of State Utilization Data
file.
CMS found that generic drugs represented approximately 81 percent of Medicaid prescriptions,
but only 26 percent of expenditures during the study period. They also found that nearly 65
percent of Medicaid generic prescriptions were for generic drugs that experienced cost decreases.
Generic drugs with very significant acquisition cost increases (more than 100 percent) accounted
for approximately 2 percent of $23.3 billion in total Medicaid expenditures on all prescription
drugs (generic and branded) and approximately 9 percent of $6.0 billion in total Medicaid
expenditures on generic drugs over the study period. Expanding the definition of a significant
increase in acquisition costs to include increases of more than 20 percent means that less than 4
percent of total Medicaid expenditures on all prescription drugs and less than 15 percent of
Medicaid expenditures on generic drugs experienced a significant increase.
8

IMS Institute for Healthcare Informatics. Medicines Use and Spending Shifts. A Review of the Use of Medicines
in the U.S. in 2014. April 2015.
9
http://www.healthsystemtracker.org/chart-collection/what-are-the-recent-and-forecasted-trends-in-prescriptiondrug-spending/
10
IMS Institute for Healthcare Informatics. Medicines Use and Spending Shifts. A Review of the Use of Medicines
in the U.S. in 2014. April 2015.
11
Internal CMS analysis.
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Figure 1 provides a description of the shares of generic expenditures affected by different
percentage changes in the generic drug acquisition cost. Table 1 provides this breakdown as a
percent of generic and total pharmaceutical expenditures and as a percent of generic and total
prescriptions.
Figure 1: Percent of Total Medicaid FFS Generic Prescription Expenditures, by Percent of
Acquisition Cost Change between July 1, 2013 and June 30, 2014
0.01%

7.4%
Generic Rx w/ No-Change (0.01%)
2.5%
Generic Rx w/ No Comparison
(7.4%)
- Generic Rx w/ Increases <1%
(2.5%)

11.0%

- Generic Rx w/ Increases 1-20%
(11.0%)
- Generic Rx w/ Increases 20-100%
(5.7%)

5.7%
64.8%

- Generic Rx w/ Increases 100500% (5.6%)

5.6%

- Generic Rx w/ Increases 500 1,000% (3.0%)
3.0%
0.05%

- Generic Rx w/ Increases >1,000%
(0.05%)
Generic Rx w/ Decreases (64.8%)
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Table 1: Summary of Total Medicaid FFS Prescription Drug Groups
Generic Prescription Drug Acquisition Cost Changes in Millions (7/1/2013 - 6/30/2014)

Acquisition
Cost Change
Generic Rx w/
Increases
Generic Rx
w/ <1%
Increase
Generic Rx
w/ 1%-20%
Increase
Generic Rx
w/ 20%-100%
Increase
Generic Rx
w/ 100%-500%
Increase
Generic Rx
w/ 500%1,000%
Increase
Generic Rx
w/ >1,000%
Increase
Generic Rx w/
Decreases
Generic Rx w/
No Change
Generic Rx
without
enough
NADAC data
Overall
Generic Rx

Medicaid
FFS Generic
Rx
Expenditures
(millions)

Percent of
Overall
Generic Rx
Expenditures

Number of
Percent of
Percent of
Generic Rx
Overall
Overall Rx
Prescriptions
Generic
Expenditures
(millions)
Prescriptions

Percent of
Overall
Prescriptions

$1,674.2

27.8%

7.2%

78.5

41.9%

33.9%

$148.6

2.5%

0.6%

5.3

2.8%

2.3%

$665.2

11.0%

2.9%

39.3

21.0%

17.0%

$343.5

5.7%

1.5%

14.7

7.9%

6.3%

$334.8

5.6%

1.4%

15.3

8.2%

6.6%

$179.1

3.0%

0.8%

3.8

2.1%

1.6%

$3.0

0.1%

0.01%

0.05

0.03%

0.02%

$3,900.8

64.8%

16.7%

104.4

55.7%

45.1%

$0.7

0.01%

0.00%

0.04

0.02%

0.02%

$444.4

7.4%

1.9%

4.5

2.4%

1.9%

$6,020.1

100.0%

25.8%

187.4

100.0%

80.9%
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Table 2 presents the change in acquisition costs for some of the generic drugs that have been the
focus of media scrutiny. Although these drugs have had very large percentage increases in
acquisition costs, the impact on overall Medicaid prescription drug expenditures is relatively
small. For example, tetracycline had an increase in acquisition cost of more than 17,000 percent,
but it represents only 0.001 percent of Medicaid prescription drug expenditures and 0.001
percent of overall Medicaid prescriptions dispensed.
Table 2: Examples of Generic Drug Groups with Significant Percentage Changes in Acquisition
Costs between July 1, 2013 and June 30, 2014

Drug Name

Tetracycline 500mg Capsules
Captopril 50mg Tablets
Clomipramine 75mg Capsules
Doxazosin Mesylate 1mg
Tablets
Fluconazole 100mg Tablets
Digoxin 125mcg Tablets
Divalproex Sodium ER 500mg
Tablets

NADAC
as of
7/1/2013

NADAC as
of
6/30/2014

Percent
Change
in
NADAC

Medicaid FFS
Generic Rx
ExpendItures

Percent of
Overall
Medicaid
Rx Expenda
itures

Medicaid
FFS
Generic
Rxs

Percent of
Overall
Medicaid
Rxs

0.04823

8.59172

17,714%

$0.2M

0.001%

1,757

0.001%

0.03346

1.30700

3,806%

$0.2M

0.0008%

10,109

0.004%

0.42492

8.15163

1,818%

$1.9M

0.008%

5,896

0.003%

0.04863

0.61716

1,169%

$0.3M

0.001%

15,505

0.007%

0.13704

1.50144

996%

$1.5M

0.006%

93,136

0.040%

0.10981

1.01854

828%

$1.9M

0.008%

100,167

0.043%

0.26540

2.38072

797%

$98.6M

0.423%

542,863

0.234%

Overall, it appears that generic drugs continue to account for the majority of Medicaid
prescriptions, but a much smaller amount of Medicaid drug expenditures than branded drugs.
Consistent with this, drug acquisition costs fell for the majority of generic Medicaid prescriptions
measured by both volume and total generic expenditures. Among Medicaid generic prescription
drugs that experienced an increase in acquisition cost, most were drugs with an increase of less
than 20 percent. For the generic drugs that experienced an increase in acquisition costs, nearly a
quarter more than doubled their acquisition cost. The generic therapeutic drug classes that did
experience substantial increases in acquisition costs had relatively low Medicaid drug
expenditures and number of prescriptions filled.
Changes in Average Manufacturer Price (AMP)
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The HHS Office of the Inspector General (OIG) undertook a separate analysis of AMP 12. The
AMP is the price paid to manufacturers and reported to CMS for sales to retail organizations.
The OIG analyzed changes in the actual AMP relative to an inflation-adjusted AMP from 2005
to 2014 for the top 200 Medicaid generic prescription drugs as ranked by Medicaid
reimbursement each year during the time period. They found that on average 22 percent of
generic prescription drugs had an actual quarterly AMP that exceeded the inflation-adjusted
AMP over the study period, ranging from 18 percent in 2006 to 35 percent in 2014. For
comparison, the OIG previously completed an analysis of actual quarterly AMP relative to
inflation-adjusted AMP from 1991 to 2004 and found that on average 35 percent of generic
drugs had an actual AMP that exceeded the inflation-adjusted AMP. This indicates that since
1991, a significant percentage of generic drugs have had AMP increases greater than the
inflation-adjusted AMP.
Changes in Retail Prices
The AARP examined generic drug prices13 using the Truven Health MarketScan Commercial
Database and Truven Health MarketScan Medicare Supplemental Commercial Database to
analyze changes in retail prices14 for the 280 generic drugs most commonly used by older
Americans from 2006 to 2013. The AARP found that from 2006 to 2013, prices for the generic
drugs most commonly used by older Americans fell each year, with the largest annual generic
drug price decrease of 14.5 percent occurring in 2012. They also found the smallest annual
generic drug price decrease in 2013, 4 percent, with 73 percent of generic drugs experiencing a
price decrease. Of the drugs with retail price increases in 2013, eleven of them (4 percent) had
increases greater than 30 percent, and two of these exceeded 1,000 percent. Additionally, AARP
found that large price increases appear to be associated with certain manufacturers. For the
majority of generic manufacturers with at least two drugs in the study (22 out of 26 or 85
percent), the retail prices of their generic drugs decreased. Of the four with price increases, one
drug manufacturer had a weighted average annual price increase of 827 percent for its four
drugs, more than 60 times higher than any other drug manufacturer with an increase during the
study period. The generic drug manufacturer with the next largest weighted average increased
retail prices by 12.8 percent.
The AARP analysis also found that while generic drug prices have declined, branded drug prices
have increased, resulting in a growing gap between generic and branded drug prices. In 2010, the
average annual retail price of therapy for a generic drug was $551; this fell to $283 in 2013.
Meanwhile, the average annual retail price of therapy for a branded drug rose from $2,068 in
2010 to $2,960 in 2013. This means the ratio between branded and generic prices has risen from
3.8:1 to 10.5:1 between 2010 and 2013.
Summary

12

HHS OIG. 2015. Average Manufacturer Prices Increased Faster Than Inflation For Many Generic Drugs. A-0615-00039.
13
AARP 2015 Trends in Retail Prices of Generic Prescription Drugs Widely Used by Older Americans, 2006-2013
14
The retail price is the total price billed to the insurer.
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Analysis of various drug price data indicate that overall branded drug prices are increasing
substantially, while overall generic drug prices are decreasing. The large percentage of
prescription drugs dispensed as generics continues to hold down overall price inflation for
prescription drugs. However, the data indicate that prices are increasing dramatically for some
generic drugs, raising questions as to why this is occurring..

The Generic Drug Market
In order for new branded products to gain approval, drug manufacturers must submit a new drug
application (NDA) to the Food and Drug Administration (FDA) that contains data demonstrating
the new drug is safe and effective for its intended use. Generic drugs manufacturers are able to
submit abbreviated new drug applications (ANDAs) to the FDA that rely on the safety and
efficacy evidence previously submitted by the branded drug manufacturer. In order to gain
approval, a generic drug has to have the same active ingredient, strength, dosage form, and route
of administration as the branded drug, and generally must have the same labeling and indications
for use as the branded drug. The generic drug manufacturer also must demonstrate that the
generic drug is bioequivalent to the branded product, and must meet the same quality and
manufacturing standards as branded products.
FDA Review Time for ANDAs
As part of the Food and Drug Safety and Innovation Act, Congress enacted the Generic Drug
User Fee Amendments (GDUFA) of 2012, which provides additional funding for FDA’s generic
drug program, so that the Agency can expedite review of generic drug applications.
The cumulative result of FDA efforts since enactment of GDUFA is a significant increase in the
productivity of the FDA generics program. As the chart below indicates, FDA ended last year at
a new monthly high of 99 approvals and tentative approvals in December.
Figure 2. Approvals and Tentative Approvals
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Under GDUFA, generic drug companies have paid user fees to FDA when they submit ANDAs.
As part of the user fee agreement, FDA is phasing in performance goals for reviewing ANDAs.
For FY2016, the goal is to review 75 percent of ANDAs within 15 months, and in FY2017, the
FDA’s goal is to review 90 percent of ANDAs within 10 months.
Historically, it has taken several review cycles before an ANDA is approved often related to the
completeness and quality of the application. As noted in the public minutes published as part of
the GDUFA II negotiations now underway, FDA and industry are discussing a pre-ANDA
process by which FDA and industry would address approval challenges for particular drugs prior
to ANDA submissions, which could make a meaningful difference in the completeness and
quality of applications. Drug companies may need to provide more information to the FDA than
was included in their initial ANDA, or adjust the formulation of the drug to meet the FDA’s
standards. In 2014, the median time from receipt of an ANDA to approval was 42 months. This
median review time reflects in part factors outside the control of the FDA reviewers, including
application quality issues, time spent with the sponsor responding to deficiencies, and patents
that block approval of an ANDA. In addition, the 42 month timeframe reflects time that the
backlog of pre-2012 ANDAs spent in the review queue before FDA received additional
resources under GDUFA. At the end of FY2015, FDA had issued an approval, tentative
approval, or a complete response letter for about 82 percent of the 4,739 backlogged applications
and 88 percent of prior approval supplements.
FDA prioritizes the review of ANDAs for “first generics,” which are those products for which
there is no generic competition and patent and exclusivity barriers to approval have been lifted or
will be lifted soon. FDA also prioritizes ANDAs for which the product is in shortage, is subject
to special review programs like the President’s Emergency Plan for AIDS Relief (PEPFAR), is
January 2016
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related to public health emergencies and certain government purchasing programs, or is subject
to statutory or other legal requirements.
It should also be noted that FDA is fulfilling, and in many cases substantially exceeding, its
negotiated GDUFA commitments. FDA’s productivity is consistent and it is currently sustaining
record or near record levels of generic drug approvals.
Paragraph IV Drug Patent Challenges
Branded drug manufacturers are required to list patents claiming their drug or a use of their drug
product. Generic drug companies may submit ANDAs with the intention of challenging the
validity of the patents listed for the branded drug that their application references. The generic
applicant must certify that the patent is invalid or that the generic drug will not infringe on the
patent through the manufacture, use or sale of the generic product. It must also notify the NDA
holder and if different, the patent holder of the reference drug listed in the submission of the
ANDA. The first company (or companies) to submit an ANDA and successfully challenge the
patent of the branded drug may be approved for marketing prior to patent expiration and may
receive 180 days of marketing exclusivity. During this time the first generic drug (or drugs, if
there was more than one “first” applicant) would compete only with the branded drug (and each
other if there is more than one “first” applicant), and generally no other generic drugs may enter
the market. Once this period of exclusivity has expired, other companies may market competing
generic drugs, and prices typically decline further.
Competition in the Generic Drug Market
Traditionally, the generic drug market has been characterized by aggressive competition. After
relevant patents and claims to exclusivities for a branded drug expire (and after any 180 day
exclusivity for “first” generic applicant(s) has expired) many generic drugs may enter the market
quickly and prices decline rapidly. One analysis examining data from 2005 to 2009, found that
generic prices fell by half, on average, in the 12 months following generic entry and fell by 77
percent in the 24 months after entry. Frequently, there are more than 10 generic manufacturers
competing for market share by 24 months after generic market entry15. The number of
competitors is important, as larger numbers of competitors result in more competition and lower
prices. One study estimated the price of generics to be 90 percent of the branded drug’s price if
there is one generic drug, 63 percent of the branded drug’s price if there are five generic drugs,
and 40 percent of the branded drug’s price if there are ten generic drugs16.

Economic Explanations

15

Berndt and Aitken. October 2010. Brand loyalty, generic entry and price competition in pharmaceutical in the
quarter century after the 1984 Waxman-Hatch legislation. NBER working paper 16431.
16
Grabowski, Ridley, and Schulman. 2007. Entry and competition in generic biologics. Managerial and Decision
Economics. 28:439-451.
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Although the overall the generic drug market remains very competitive with the typical branded
drug having numerous generic competitors putting downward pressure on prices once
exclusivities and patents have expired, some drugs are experiencing very large price increases.
We consider some economic forces that may produce these results.17
As with new drug pricing, what a company can charge for an existing drug, whether an old
generic or not, depends on the medical value of the drug as well as the competitive landscape for
the drug. Demand for some drugs can be quite insensitive to price if users do not have very good
alternatives from both clinical and economic perspectives. In such a situation, users will
continue to purchase the drug even if firms dramatically increase the price. The relevant
alternatives include not only generic versions of the drug, should they exist, but also other drug
molecules that treat the same condition (so-called therapeutic substitutes).
In this section, we explore several dynamics that affect the competitive landscape for a given
drug and therefore enable prices to rise.
Markets With Limited Entry
Smaller markets tend to attract fewer competitors. In the extreme, there may be no market entry
at all. Of the 1,328 approved branded drugs, there is a sizable group, about 10 percent, whose
exclusivities and patents have expired, but no drug companies have come forward to submit
ANDAs.18
Grabowski, Ridley, and Schulman are the latest to show that the number of generic drug
competitors increases with market size19. Drug markets with smaller revenues (well below the
median for patent-protected drugs) may not attract as many entrants, and prices may persist at
higher levels than would be the case in a larger market20. A strong version of this point was made
by Anderson who argued that regulatory burden cannot explain the rapid increases in generic
drug prices while also noting that large generic manufacturers may be unwilling to enter markets
with less than $100 million in sales because of the administrative barriers to entry21.
When generic drugs have very small markets and are unable to support multiple competitors,
there is an increased risk for extreme price increases. Analysis of Medicaid data showed that the
generic drugs with the largest price increases had low levels of Medicaid spending. Small
17

It should be noted that following generic entry the market tends to segment with the vast majority of consumers
shifting to the generic version of the drug. Those consumers that remain “loyal” to the branded product experience
price increases since they are not very responsive to price changes leaving the branded manufacturer with a set of
customers that are not sensitive to price. This enables the branded company to raise its prices with little fear of
further loss of customers. See Frank RG and Salkever DS. “Generic Entry and the Pricing of Pharmaceuticals,”
Journal of Economics and Management Strategy, 6(1):75-90, 1997 for a complete explanation and evidence.
18
Source: Food and Drug Administration (2016)
19
Grabowski, Ridley, and Schulman. 2007. Entry and competition in generic biologics. Managerial and Decision
Economics. 28:439-451.
20
Generic Drug Industry Dynamics. Reiffen, David and Ward, Michael R. 1, February 2005, The Review of
Economics and Statistics, Vol. 87, pp. 37-49.
21
Anderson G. Sudden Price Spikes in Off-Patent Drugs: Perspectives from the Front Lines. Testimony for the U.S.
Special Senate Subcommittee on Aging. December 9, 2015.
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markets mean that the return on investment is low compared to the cost of establishing
manufacturing and marketing arrangements for the drug.
Market Concentration
Mergers and acquisitions involving generic drug manufacturers means that there may be fewer
competitors producing a given generic. Given the importance of the number of competitors in
driving down generic drug prices, the Federal Trade Commission routinely scrutinizes
pharmaceutical company mergers. Acquisitions, while not necessarily changing the number of
firms in the market, may lead to a reassessment of the product portfolio. Firms may decide that
the market can bear higher prices and reset prices accordingly.
For these reasons, the recent trend toward the consolidation among generic drug manufacturers is
of concern. For example, in 2015, Teva purchased Allergan Plc’s generic business in a $40.5
billion deal,22 and Endo International agreed to buy Par Pharmaceutical Holdings, increasing the
size of Endo’s generics business.23 Valeant, which has received scrutiny about its acquisition
strategy, acquired about 100 companies since 201024 and reset prices for many drugs that came
with these acquisitions.25 Analysts expect to see a continuing increase in the number of
mergers26.
In addition, firms may decide to reassess pricing even in the absence of merger and acquisition
activity. A sizable share of older generic drugs have only two or three competitors, particularly
in the case of sterile injectable products, some because of exit and some because the market was
not particularly attractive and therefore did not experience much entry. Other older generic drug
markets may have many manufacturers, but for reasons of capacity constraints, there are one or
two dominant players. Such concentrated markets can sustain prices that are above-competitive
level even if products are essentially identical. This is an area well studied in other sectors of the
economy such as airlines and wholesale energy markets. In generic drugs, digoxin tablets are a
good example of such forces limiting competition to only two competitors in spite of price
increases.27
Temporary and Permanent Market Exit
As discussed earlier, concentrated markets create market power over prices. Just as entry and
mergers can change market concentration, so can market exit, whether temporary or permanent.

22

http://knowledge.wharton.upenn.edu/article/why-teva-paid-40-5-billion-for-allergans-generic-business/
Yu. May 18, 2015 Endo buys Par Pharma for $8 billion to expand generics. USA Today.
24
http://www.theglobeandmail.com/report-on-business/valeant-faces-increasing-scrutiny-as-shares-plunge-by-20per-cent/article27129779/
25
http://www.nytimes.com/2015/10/05/business/valeants-drug-price-strategy-enriches-it-but-infuriates-patients-andlawmakers.html
26
Koons, C. Teva’s just the start as more generic drug makers poised to merge. www.bloomberg.com. August 5,
2015.
27
http://www.bloomberg.com/bw/articles/2013-12-12/generic-drug-prices-spike-in-pharmaceutical-market-surprise
23
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Because shortages are a result of one or more firms suspending their manufacturing operations,28
some of the drugs affected by shortages experienced price increases.
In some cases, shortages result from industry decisions to abandon production of a drug in favor
of higher value product lines, which in turn leads to higher market concentration and more
pricing power on the part of the remaining competitors. Market exit can also be temporary as
with temporary production shut downs to address serious manufacturing quality problems.
Shortages in the sterile injectable products market have been caused by disruptions in
manufacturing due to quality problems. Coupled with limited potential to increase production
capacity29, this dynamic can lead to increased prices.
Two drugs identified in our analysis with large price increases were also in shortage,
doxycycline and tetracycline. Acquisition costs for tetracycline increased more than 17,700
percent in the CMS NADAC data and AARP reported that retail prices for doxycycline hyclate
100 mg capsules increased more than 1,900 percent. Tetracycline was available from multiple
manufacturers before going into shortage in 2011. A sole manufacturer reintroduced the drug to
the market in 2013 and the price was subsequently increased. Doxycycline continues to be
available from multiple manufacturers. However, in early 2013 when there was supply
disruption resulting from one manufacturer experiencing manufacturing problems, the pricing
was increased. Further exploration is needed to determine how often manufacturers change
pricing in response to supply disruption or shortages.
Patents, Approvals, and Exclusivity
Significant price increases have occurred after branded drug companies received new patents or
market exclusivity associated with new approvals that aim to create incentives for innovation.
For example, some asthma drugs, including inhalers containing albuterol, have largely been
returned to patent protected status because of a ban on chlorofluorocarbons (CFCs) that took
effect for inhalers in 200830. This meant that generic CFC propelled albuterol inhalers were
removed from the market and were replaced by patented hydrofluoroalkane (HFA) propelled
inhalers. This resulted in prices increasing from $13 per inhaler to more than $5031.
Colchicine for the treatment of gout is an example of the effect of new approvals and associated
exclusivity. Prior to 2009, the FDA had never formally approved colchicine, as it had been
marketed prior to the requirements for new drug approval. In 2009, the FDA approved NDAs
for Colcrys (oral colchicine), and the product received marketing exclusivity under the law.

28

GAO. 2014, Drug shortages: public health threat continues, despite efforts to health ensure product availability.
GAO-14-194.
29
HHS ASPE. October 2011. Economic analysis of the causes of drug shortages. ASPE Issue Brief.
30
FDA. Transition from CFC Propelled Albuterol Inhalers to HFA Propelled Inhalers: Questions and Answers.
Available at http://www.fda.gov/Drugs/ResourcesForYou/Consumers/QuestionsAnswers/ucm077808.htm.
31
Ross and Fedberg. On Chlorofluorocarbon bans and inhaled albuterol prices. JAMA Internal Medicine.2015.
175(7):1179.
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While the unapproved versions of the product had previously been available for 9 cents per pill,
the sponsor of Colcrys priced the drug at $4.85 per pill32.
Another example of the effects of approvals and exclusivity is hydroxyprogesterone caproate for
injection. After an approved hydroxyprogesterone caproate for injection product was removed
from the market by its sponsor for business reasons, compounders began to offer the product for
about $10 a dose. In 2011, FDA approved KV Pharmaceutical’s NDA for Makena
(hydroxyprogesterone caproate for injection) for a new use for a very limited patient population,
which qualified for 7 years of orphan drug exclusivity. KV Pharmaceuticals priced Makena at
$1,500 per dose. The FDA has since approved an ANDA for a hydroxyprogesterone caproate
for injection product for the original indications that do not have orphan exclusivity protections.
Distribution Activities
Along with taking advantage of opportunities to gain marketing exclusivities, manufacturers
(including generic manufacturers) may raise prices due to the complex distribution systems and
opaque pricing schemes. For example, Valeant Pharmaceuticals, which has aggressively raised
prices for a number of its generic drugs, has been cited for using a strategy in which doctors
submit prescriptions to a pharmacy affiliated with the drug manufacturer. The pharmacy
insulates the doctor from reimbursement difficulties and mails the drug directly to the patient.
The manufacturer absorbs the risk that the insurer will refuse to pay, but because prices are so
high, even if some insurers do not pay, the manufacturer still comes out ahead. The pharmacy
will also engage in aggressive tactics to obtain payment, such as resubmitting a prescription at
different prices until the insurer agrees to pay33.

Conclusions
Based on the analyses conducted to date, a vibrant generic market can exert downward pressure
on overall drug prices. Generic drugs account for the majority of prescriptions filled in the US
and represent much lower costs to the healthcare system. The review presented in this paper
shows that, in fact, the market for generics continues to be competitive and to provide downward
pressure on drug prices overall. There are, however, segments of the market that appear to be
operating less efficiently. This means that it is important to ensure that we continue to promote a
competitive generic drug industry.
Factors such as drug shortages, the ability to obtain new market exclusivities, the distribution
system, small market size, and consolidation in the generic drug industry present potential
barriers to ongoing competition in the generic drug market, and will be subject of continued
study.

32

Kesselheim and Solomon. Incentives for Drug Development: The Curious Case of Colichicine. NEJM 2010
326(22):2045-2047.
33
Whalen, J. Valeant Flap Puts Focus on Drug Maker’s Ties to Pharmacies. www.wsj.com. October 30, 2015.
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Editor’s Note
Perhaps not since the passage of 1984’s Drug Price Competition and Patent Term Restoration Act,
known as the Hatch-Waxman Amendments, has there been an opportunity such as there is now for
Congress and the Administration to improve the competitive framework of our nation’s pharmaceutical
system. From the President to policymakers to patients, there is a consensus in this country supporting
the need for meaningful change.
Crafting effective and sustainable policies that achieve the aspirations of the American people with
regard to drug pricing and accessibility demands timely and relevant data. It also requires an
understanding of the industries and markets involved.
We encourage you to read through this report and use its findings to inform your own conversations
about prescription drug pricing and access to patients. With all of the emotions and misperceptions
informing the debate around drug pricing, there could not be a better time to hear the facts about
generic and biosimilar medicines — one of our healthcare system’s true success stories in terms of
patient health and our country’s economic well-being.
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CEO’s Note
A Healthier America
On behalf of the Association for Accessible Medicines, I am pleased to share with you the 2017 Generic Drug Access and Savings
Report. This ninth annual edition of the report finds that generic medicines generated $253 billion in savings for patients and taxpayers
in 2016. In the last decade, the U.S. healthcare system has saved $1.67 trillion due to the availability of low-cost generics.
Savings for the two largest government healthcare programs, Medicare and Medicaid, totaled $77 billion and $37.9 billion, respectively
in 2016. That means every Medicare enrollee saved an average $1,883, while every Medicaid enrollee saved an average $512.
Compiled by the QuintilesIMS Institute on behalf of the Association for Accessible Medicines, the report details the savings generics
provide across multiple segments, including by therapy area, payer type, patient demographic, and state.
Last year when this report came out, our association was still named the Generic Pharmaceutical Association. Today, we have a new
name to reflect this evolving industry and to advance our patient access mission more powerfully.
Access is a value we uphold at every opportunity. All of our work, from promoting marketplace competition to advocating strategic
enhancement of the Food and Drug Administration’s (FDA) generic drug and biosimilar approval process, comes down to the promise
of putting treatments within the reach of patients. Affordable medicines are inherently more accessible. Every dollar saved at the
pharmacy counter is a dollar that can be spent on life’s essentials and other pursuits — or put away for future use.
We must never take healthcare access and savings for granted. AAM looks forward to working with all stakeholders to ensure and
expand access to generics and biosimilars — the proven, reliable way to drive down the cost of medicine, which helps patients,
strengthens our economy, and benefits our society.
Sincerely,

Chester “Chip” Davis, Jr.
President and Chief Executive Officer
4
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Solutions

Generics & Biosimilars Drive Solutions
Your Generics and Biosimilars Industry
The Association for Accessible Medicines, formerly the Generic Pharmaceutical
Association, improves access to safe, quality, effective medicine. Better access to medicine is
relevant to everybody because, after all, we’re all patients at some point. Health is the foundation
for everything in life. Healthy people are better able to reach their full potential. Generics and
biosimilars help more people in more places live healthier and longer.
• Driving down the costs of existing drugs and developing new ones means people can afford
the medicines they need.

Total Doses
Manufactured in U.S.

61.7 Billion

Total U.S.
Manufacturing Facilities

149

U.S. Jobs
Over

36,700

• Increasing competition means payers and patients have a choice in the marketplace.
• Working to get safe, effective, and more affordable medicines out of the lab and into the
hands of the people who need them is a goal that touches not just individuals and families,
but the overall economy, and the entire nation

Source: AAM Member Survey, 2017.
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Solutions

Total U.S. Healthcare Spending

Healthcare continues to dominate national headlines. And no wonder, with
health expenditures climbing 5.8% to $3.2 trillion in 2015 (the most recent
figure available according to the government’s Centers for Medicare and
Medicaid Services), or $9,990 per person, and accounting for 17.8% of
Gross Domestic Product.
In today’s ever-changing healthcare economy, it is important to distinguish
between the factors contributing to cost increases and those that drive
savings. Take, for example, specialty drugs, a class of prescription drugs
generally used to treat complex diseases. Biologics, which are drugs
derived from living cells, are often classified in this way. Today, branded
specialty drugs comprise 1% of prescription drugs prescribed but remain
responsible for more than 32% of total drug spending, according to
separate QuintilesIMS data.
This report should enhance your understanding of the place generics hold
in the pharmaceutical ecosystem. Its data provides a quantitative
foundation for the argument so many parties make that generic and
biosimilar medicines are the key to containing our nation’s runaway
prescription drug costs.

Prescription Drugs

“

The savings created by generic
copies free up resources to invest
in new treatments - creating
headroom for innovation – and
resulting in significant progress
against some of the most costly
and challenging diseases.

”

Pharmaceutical Research and Manufacturers
of America (PhRMA)

Public & Private Payer
Administrative Costs

Other

$0.10

$0.23

$0.07

$0.08

Home Health &
Nursing Home Care

$0.20

Physician &
Clinical Services

$0.32

Hospital Care

Source: Centers for Medicare and Medicaid Services.

8

AAM / Generic Drug Access & Savings Report

AAM / Generic Drug Access & Savings Report

9

Case 1:17-cv-01860-MJG Document 1-4 Filed 07/06/17 Page 7 of 28

Solutions

Express Scripts Prescription Price Index

Index
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Branded Prices Rise

307.86
(price)

250
200

208 %

Generics Prices Fall

increase

150

$

100

114.38
(price)

50

Jan. 1 ’16

Jan. 1 ’15

Jan. 1 ’14

Jan. 1 ’13

$
Jan. 1 ’12

0

10

Consumer Price Index −
U.S. Bureau of Labor Statistics

$

300

Jan. 1 ’11

”

Generic Prescription
Price Index

Brand Prescription
Price Index

Jan. 1 ’10

AAM will continue working with Congress, regulators, industry
and patient groups to create a framework to bring greater savings
and affordable medicines to our country. The foundation of that
framework is greater competition. As policymakers evaluate their
options, it is important to ensure that policy proposals enhance
and not chill pharmaceutical competition.

Senator Susan Collins (R-ME)
September 2, 2016

2016

Jan. 1 ’09

We urge policymakers to recognize the very different dynamics
that exist between branded and generic drug business models
and marketplaces, and adopt policies to enhance the competitive
prescription drug market that is essential to ensuring both patient
access and system savings.

“

One factor that will help drive down
costs for patients is ensuring there is
a market for generic competitors.

Jan. 1 ’08

As illustrated in the next chart, general deflation of the generic
market continues to help millions of patients and taxpayers
increasingly strained by soaring brand and specialty drug costs. It
is a near universally acknowledged fact that the generic drug
industry is responsible for making medicines more affordable and
accessible for Americans.

26.27
(price)
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“

Generic drugs have for several decades offered
relief from rising prescription drug costs. This
occurs because there is robust competition
among multiple interchangeable products that
drive prices for generic drugs to be a fraction
of that of the corresponding brand name drug.
The result is that decreases in generic drug
prices have partially offset large increases in
prices for brand drugs.
Reports of spikes in the prices of some generic
drugs have raised concerns that generic drugs
are contributing to increases in overall
prescription drug spending. This has led policy
makers to ask whether markets for generic
drugs are operating efficiently….

”

Department of Health and Human Services, Office of the
Assistant Secretary for Planning and Evaluation, “Understanding
Recent Trends in Generic Drug Prices,” January 2016
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Solutions

Patient Access & Savings May be Impeded by Some
Branded Pharmaceutical Companies
Some branded companies use practices that have the effect of
blocking affordable generic competition. One older, off-patient branded
drug, Daraprim® was brought to the nation’s attention when its
manufacturer raised the price of the drug by 5000% in 2015. The pain
of this increase was acutely felt by patients who had no access to a
generic alternative.

“

In the case of Daraprim®, the retention of a
new specialty pharmacy distributor to carry on
a closed distribution system was considered an
integral part of the company’s desire to block a
generic entrant for at least three years.

”

Howard Dorfman, Former General Counsel, Turing Pharmaceuticals,
Hearing of the United States Senate Special Committee on Aging,
March 16, 2016

Other brand pharma companies are gaming and abusing patient safety
programs and the patent system to keep affordable and life-saving
generic and biosimilar competitor medicines off of the market and out
of the hands of patients.
The Association for Accessible Medicines is committed to increasing
patient access through advocating for policies that curb these antipatient and anti-competitive practices.

14
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Key Findings

Nearly 3.9 Billion Generic Prescriptions
were Dispensed in 2016

89%

26%

Generics account for 89% of prescriptions dispensed but only
26% of total drug costs in the US.
Source for Key Findings: QuintilesIMS.

%
90
of Generic
Copays
are Under

$20

as compared to 39% of branded
copays for patients in the
commercial and Part D markets

“

I take generic medications for asthma. I don’t have
a lot of time or money to spare, so I tell the
doctors to give me the generic because they work
the same, and it’s way less than half the cost of
the brand name. I’ve been able to use the savings
to go back to school.
Raeanne, 33, New York, NY

16

AAM / Generic Drug Access & Savings Report

”

AAM / Generic Drug Access & Savings Report

17

Case 1:17-cv-01860-MJG Document 1-4 Filed 07/06/17 Page 11 of 28

Key Findings

Consider the data on the opposite page while reflecting on your own experience at the
pharmacy counter. If you or a family member take a generic version of a popular brand drug,
you know the feeling when you switch to a more affordable medicine. The relief is palpable
and the positive effect on your purse or wallet is undeniable. Generics and biosimilars don’t
just put your medicines within reach, they put the rest of your life within reach as well.
The patients featured throughout this report, like Raeanne, a single mother of three in New
York City, rely on generics to maintain their families’ health and use savings to afford
everyday needs like filling the tank, paying for rent and putting food on the table. Without
generics, so many Americans — our family, friends and neighbors — would face incredibly
difficult and heartbreaking choices between their health and life’s other essentials.

18
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Top 10 Generic Drugs Ranked by Savings
Generic
Entry
Year

Brand Preexpiry price
(per unit)

Price of Generic
Equivalent 2016
(per unit)

2016
Savings ($B)

Percent
Savings

2016
Dispensed Rxs
(Mn)

Lipitor®

2011

$3.29

$0.11

$14.4

97%

106.3

Prilosec®

2002

$3.31

$0.08

$11.1

98%

76.3

Zofran®

2006

$21.67

$0.20

$10.0

99%

23.2

Cymbalta®

2013

$4.61

$0.45

$8.2

90%

49.0

Zocor®

2005

$2.62

$0.03

$6.9

99%

60.4

Neurontin®

2004

$1.02

$0.09

$5.8

92%

64.2

Norvasc®

2007

$1.54

$0.02

$5.6

99%

87.4

Singulair®

2012

$3.74

$0.17

$4.7

95%

39.0

Abilify®

2015

$21.68

$3.62

$4.6

83%

9.8

Seroquel®

2012

$6.00

$0.29

$4.5

95%

20.6

Brand Products
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Key Findings

2016 Savings

10-Year Savings

$253 $1.67
Billion

Generic medicines generated $253
billion in savings in 2016.
One-quarter of a trillion dollars.
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Trillion

The U.S. healthcare system has
saved $1.67 trillion in the last
decade due to the availability of
low-cost generics.

2016 Medicare Savings

2016 Medicaid Savings

Billion

Billion

$77

Nationally, generics saved
Medicare $1,883 per enrollee.

$37.9
Nationally, generics saved
Medicaid $512 per enrollee.
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AAM’s Five-Point Plan
1. Promote timely access to quality, affordable generic medicines that meet
high standards of a streamlined development and approval process
2. Create policies that recognize the different economic dynamics of the
brand and generic markets
3. Ensure an intellectual property framework that balances the need for
innovation and robust generic competition
4. Stop some brand drug companies from blocking or delaying generic drug
development
5. Increase use of affordable generics across all patient populations
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“

Too many patients are priced out of the
medicines they need. While FDA does not
play a direct role in drug pricing, we can
take steps to facilitate entry of lower-cost
alternatives to the market and increased
competition. This is especially true when it
comes to safe and effective generic
medicines.

”

Dr. Scott Gottlieb, Commissioner, Food and Drug
Administration, Appropriations Subcommittee Hearing, U.S.
House of Representatives, May 25, 2017
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Access

Generics & Biosimilars Drive Access
The pills may look different, but medically, generic medicines work the same as costlier brand-name
drugs. They have the same active ingredients, and the manufacturing and packaging must pass the
same quality standards. And the research confirms that generics work just as well as brand name drugs.
The U.S. Food and Drug Administration (FDA) requires generic drugs to have the same quality and
performance as brand name drugs. The FDA states: “Generics have the same quality as brand name
drugs. When a generic drug product is approved, it has met rigorous standards established by the FDA
with respect to identity, strength, quality, purity, and potency.”
The significant difference between generic and brand name prescription drugs is cost. Generic
manufacturers can sell their products for lower prices because they don’t repeat the clinical trials of new
drugs. Whereas brands pay huge sums for advertising, marketing, and lobbying — for example, according
to Kantar Media, AbbVie spent $259 million in 2015 on direct-to-consumer advertising for Humira®
— generics don’t incur that tremendous expense and are able to pass savings on to the patient.
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“

...when a drug is very expensive, like
the biologics used to treat rheumatoid
arthritis that cost $4,000 a month,
patients are less likely to take them...
which renders them less effective.

”

Dr. William Shrank, Chief Medical Officer, University of
Pittsburgh Health Plan, April 2017
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Access

Generics Drive Better Health

Prescription medication cannot help the patient who doesn’t take it.
That’s why health experts are actively investigating the phenomenon
of “abandonment” — the term given for instances when the patient
brings or calls in his or her prescription to the pharmacy but does
not collect the medicine. After visiting their physician, filling a
prescription is the first step on a patient’s journey to maintaining
their health, followed by taking their medicine as prescribed — or
“adherence.”
Not taking medicines as prescribed has significant repercussions on
people’s health and our country’s economic well-being. According to
the latest available research, in the United States lack of adherence
is responsible for approximately 125,000 deaths, at least 10% of
hospitalizations, and a substantial increase in morbidity and
mortality. The economic impact of nonadherence translates to
system costs of between $100 billion and $289 billion annually.
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Overall, new patient abandonment
rates for generics abandonment are

3X

Lower

It is a public health and patient safety imperative that patients take
medicines as prescribed and adhere to the instructions of their
doctor, pharmacist or healthcare provider.

than branded abandonment.

Branded products make up 20% of
approved claims but account for

Branded abandonment is

40% 20.5%
of all abandoned claims for
new patients.

compared to 7.7% for generics
for new patients.

Source: QuintilesIMS.
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Access

Why wouldn’t patients fill the prescriptions they need? Sticker shock is believed to be
a primary reason for abandonment. There is a direct correlation between price and
abandonment, and studies show that patient cost sensitivity is similar for branded
and generic products, but across copays, the distribution of claims significantly
favors generics.
To reiterate, these are medications prescribed by the doctor, approved by the insurer,
and desired by the patient enough for him or her to place the order — but 14 days
later, that bottle of pills hasn’t left the pharmacy.
Brand-name products make up about 20% of approved claims but account for about
40 percent of all abandoned claims
Overall, new patient abandonment rates for generics are about two-thirds lower than
branded abandonment. Specifically, 20.5% of brand-name prescriptions are
abandoned, compared to 7.7% of generics.
It stands to reason that the affordability of generics is a key reason for increased
patient compliance. About 90% of generic copays are under $20. Fewer than 4 in 10
of brand-name copays are under $20. Generics are more likely to start a patient on
their journey to good health.

13%

of brand abandonments lead to
generic switching within 30
days of initial approval.

87%

of patients save money when
switching to a generic alternative.

More than half of all patients
switching from a brand to a generic
medication realize more than a

$50

cost reduction.

Source: QuintilesIMS.
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Access

Biosimilars are safe and effective alternatives to brand biologic medicines used
in the treatment of cancer, rheumatoid arthritis and other conditions. Common
biologics are drugs like Enbrel® and Humira®. These are medications you may
see advertised on television in commercials many times a day. They are often
infused or injected. They are also typically very expensive.
Biosimilars enable patients, payers, physicians and others to benefit from
greater choice when it comes to treatment options. Unfortunately, the U.S. is
about 10-15 years behind Europe in terms of market-access to biosimilars. We
have five FDA-approved biosimilars in the U.S. today, while there are nearly 30
approved biosimilars in the EU.
A significant barrier to patient access are the “patent estates” that brand
manufacturers have built to protect their monopolies. These brand drug
companies are using a strategy — to create a litigation backlog to maintain
their monopoly and prevent competition from biosimilars — similar to what
they have done to interrupt generic entry into the pharmaceutical marketplace.
Mountains of non-innovative patents keep generic manufacturers in court for
years before being able to enter these markets, long after exclusivity for the
product would have otherwise expired. In addition to impeding further
innovation, these tactics impact patient’s lives — and their wallets — delaying
access to safe, more affordable life-saving biosimilar medicines.

Biosimilar Approvals

“

Let’s create more competition to lower
the cost of prescription drugs by
increasing the flow of generics and
biosimilars to the market...bringing more
competition to the market needs to be a
top priority, as well as promoting
policies that do not delay generic and
biosimilar entry.

”

Tom Moriarty, Chief Health Strategy Officer and General
Counsel for CVS Health, December 19, 2016

Approval Date

Biosimilar
Product

Non-Proprietary
Name

Biosimilar
Sponsor(s)

U.S. Launch

Reference
Product

Originator

3/6/15

Zarxio®

filgrastim-sndz

Sandoz

9/3/15

Neupogen®

Amgen

4/6/16

Inflectra

infliximab-dyyb

Celltrion/Pfizer

10/17/16

Remicade®

Janssen

8/30/16

Erelzi

etanercept-szzs

Sandoz

Pending

Enbrel®

Amgen

9/23/16

Amjevita

adalimumab-atto

Amgen

Pending

Humira®

Abbvie

4/24/17

RenFlexis

Infliximababda

Samsung/Bioepis

Pending

Remicade®

Janssen

Biosimilars promise tens of billions of dollars in patient, insurer and health
system savings — projections range up to $250 billion (Express Scripts) over
10 years. We believe that manufacturers, government and regulatory groups
must work together to create policies that create competition and prioritize
patient access.
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“

The general acceptance of generic
substitution has increased the efficiency
of the prescription drug market. Use of
generic drugs leads to higher levels of
adherence and has decreased healthcare
costs while improving outcomes. Critical
to the growth of the generic drug market
was the idea of therapeutic equivalence
and hence substitution of generic for
branded drugs.

”

Michael E. Johansen, MD, MS; Caroline Richardson, MD,
“Estimation of Potential Savings Through Therapeutic
Substitution,” Journal of the American Medical Association,
June 2016
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Savings

Generics Drive Savings
In 2016, generic drug savings reached $253 billion.
Ever since the 1984 signing of the Hatch-Waxman Amendments, generics have been
controlling costs for American patients. Savings have grown since then and are expected to
continue to grow as generic drug manufacturers deliver on the promise of timely access to
safe, effective and more affordable medicines for millions of people. When signing HatchWaxman into law, President Ronald Reagan predicted generics might save patients one billion
dollars in 10 years time. Last year generics saved Americans almost $5 billion every week.
Generic drug use has increased while the share of pharmaceutical spending attributed to
generics has gone down. Nearly 3.9 billion prescriptions dispensed in the United States are
for generics.
Generics make up 89% of prescriptions dispensed but only 26% of total medicine spending.
Put another way, brand drugs are only 11% of prescriptions but are responsible for 74% of
drug spending. Vital generic products help millions of patients. Today’s generic drug savings
provide the health system with the ability to make investments in tomorrow’s new medicines.

“

I have a very good relationship with
my pharmacist. He said, ‘Don’t waste
your money on the brand names.’ I’m
on a fixed income, and those savings
really do add up.

”

Michelle, 58, Stroudsburg, Pennsylvania
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Savings
Washington
$4.2b

Savings by State
On average, in 2016 the use of generic medicines saved each state
$4.9 billion compared to the price of relevant branded medicines.
This means that state Medicaid savings averaged $744 million and
state Medicare savings averaged $1.5 billion per state.

Oregon
$2.4b

Idaho
$1.0b

Nevada
$1.9b
California
$21.7b

Montana
$679m

Wyoming
$342m

North Dakota
$739m

Utah
$1.9b

Colorado
$2.8b

New Mexico
$4.7b
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Hawaii
$768m

Wisconsin
$4.1b

South Dakota
$660m

Kansas
$2.6b
Oklahoma
$2.9b

Texas
$17.8b
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Minnesota
$3.6b

Nebraska
$1.7b

Arizona
$4.4b

Alaska
$332m

Vermont
$405m

Iowa
$2.8b
Illinois
$9.6b
Missouri
$5.2b

Arkansas
$3.0b

New York
$21.0b

Michigan
$8.2b
Ohio
$10.5b

Indiana
$5.6b

West Virginia
$2.4b Virginia
$5.9b
Kentucky
$5.3b

Tennessee
$6.8b
Mississippi
$3.0b Alabama

Louisiana
$4.9b

Pennsylvania
$11.6b

North Carolina
$8.4b

South Carolina
$4.1b
Georgia
$8.0b

$4.9b

Maine
$1.0b
New Hampshire
$937m
Massachusetts
$5.7b
Rhode Island
$1.1b
Connecticut
$2.9b
New Jersey
$7.0b
Delaware
$738m
Maryland
$4.1b
Washington, DC
$656m

Florida
$14.7b
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Savings

Sustainable Competition Drives Savings, Not Costs
Rising drug prices aren’t just a problem for patients. The entire healthcare system
falters if consumers can’t afford the products they need.
Experts agree that what’s needed is a market where growth and innovation are
balanced with factors that hold prices down — on a sustainable basis. Without the
element of competition that generics bring to the market, drug prices could become
even more erratic, harming patients and families who rely on medication.
Unfortunately, year-over-year savings realized from use of generic medicines (reflected
in the chart opposite) are increasingly at risk. Due to a number of factors, including
consolidation in the payer market; brand company patent abuses and other anticompetitive actions; and the preponderance of ill-advised federal and state policy
recommendations, barriers to generic market entry are increasing.
With patient access as a north star, policymakers need to understand the holistic and
long term effects of efforts to burden a well-functioning market. Energies are best spent
on initiatives that enhance and sustain competition which provides patients with
greater choice of affordable medicines.

Savings from Generics Totaled $253 Billion in 2016
253

250
232
199

200

210

173
154

150

138
122

100

101
85

50

0
2007

2008

2009

2010

2011

2012

2013

2014

2015

2016

Source: QuintilesIMS.
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Savings

Generic Mental Health, Hypertension, Cholesterol,
and Ulcer Medications Account for Half of the
Savings in Last Ten Years

Savings by Treatment Area
The highest levels of savings in 2016 were found in drugs for
mental health, hypertension, cholesterol and ulcers. These four
treatment areas represent $123 billion in savings.

Generics saved the U.S. healthcare system $1.67 trillion since 2007
2016 Savings from Generics in Billions

While the potential of innovator drugs often capture the attention
of organizations representing different diseases and therapeutic
areas, the maintenance of chronic illness and disease through
generics provide tremendous savings and relief for millions of
patients nationwide. With the introduction of more biosimilars,
the representation and savings for an even greater number of
therapeutic areas will grow.

“

My medications are very essential.
I’m pretty much living paycheck to
paycheck, and without generic
medicine, I probably wouldn’t even
be able to put gas in my tank.
McKenzie, 24, Salt Lake City, Utah

”

Mental Health

$44 Billion

Hypertension

$29 Billion

Cholesterol

$28 Billion

Anti-Ulcerants

$22 Billion

Nervous System Disorders

$16 Billion

Pain

$13 Billion

Cancer Anti-Nauseants

$11.8 Billion

Oncology

$10 Billion

Anticoagulants

$9.1 Billion

Antibacterials

$8.8 Billion

Respiratory

$7.4 Billion

Diabetes

$5.5 Billion

Source: QuintilesIMS.
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Savings

Savings by Payer Type
The federal government is the nation’s largest purchaser of
generic drugs. In fact, without generics Medicaid and Medicare
spending on prescription medicines would nearly double.
A 2016 GAO report found that prices for generic drugs in
Medicare Part D declined 59% from the first quarter of 2010 to
the second quarter of 2015.
Medicare savings from generics totaled $77 billion in 2016 with
savings of $1,883 per enrollee. Medicaid program savings from
generics reached $37.9 billion, which translates to savings of
$512 per enrollee.

“

The best way to reduce prescription
drug costs is to expedite approval of
brand and generic drug competitors.
Mark Merritt, PCMA President and CEO

”

Nearly Half of Generic Savings Goes Directly to
Consumers
2016 National Generic Savings by Method of Payment (%)
Sample State Results
• In New York, the use of generics resulted in $4.6B in
Medicaid savings, or approximately $729 per enrollee.

7%
Cash

• In New York, the use of generics resulted in $7B in
Medicare savings, or approximately $2,664 per enrollee.

15%
Medicaid
48%
Commercial
30%
Medicare

• Using generics saved California $4.1B in Medicaid drug
spending in 2016.
• Using generics saved California $6.9B in Medicare drug
spending in 2016.
• Medicaid saved $1.6B in Texas, a state with 4.7 million
Medicaid enrollees.
• Medicare saved $5.2B in Florida, a state with over 3
million enrollees.

Source: QuintilesIMS.

42

AAM / Generic Drug Access & Savings Report

AAM / Generic Drug Access & Savings Report

43

Case 1:17-cv-01860-MJG Document 1-4 Filed 07/06/17 Page 24 of 28

Savings

Burden on Patients

The median out-of-pocket cost in 2015 for the top 100 drugs by total spending in Medicare Part D
was up 32% to $376 from 2011. Here is what patients spent for four expensive medicines.

Savings by Payer Type
An analysis of government data by The Wall Street Journal
found expensive patent-protected brand medicines are
increasingly denting the pocketbooks of seniors and other
beneficiaries in Medicare’s prescription-drug program, known
as Part D. The median out-of-pocket cost for a drug
purchased through Part D was $117 in 2015, up nearly half
from $79 in 2011. Some 220 Part D drugs had annual out-ofpocket costs of $1,000 or more in 2015, up 86% from 118
drugs in 2011. Factors driving the trend include sharply rising
drug prices for patent protected brand products, which grew
by an average 14% a year from 2011 to 2015, and the
introduction of new medicines with prices that commonly
exceed $50,000 annually.

Forteo®

“

Humira®

Eli Lily

Medicare beneficiaries aren’t always
fortunate. The median out-of-pocket
cost for a Medicare beneficiary taking
Revlimid is $11,500 per year. It is the
most expensive Medicare drug. It’s
clear to me that Celgene is gaming
our system. It is using the bogus
pretext of Risk Evaluation and
Mitigation to unlawfully deny samples
to generic manufacturers in order to
prevent them from developing a
cheaper alternative.

”

David E. Mitchell, Founder, Patients For Affordable
Drugs, Hearing of the U.S. House of Representatives
Committee on Oversight and Government Reform
Subcommittee on Health Care, Benefits, and
Administrative Rules, March 22, 2017

Enbrel®

AbbVie

Revlimid®

Amgen

Celgene

$4000

$3000
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$0

‘11

‘15

‘11

‘15

‘11

‘15

‘11

‘15

Medicare Spending 2015
$0.43B

$1.66B

$1.39B

$2.08B

Unit Price Change, 2011-2015
+79.6%

+70.2%

+70.9%

+26.7%

Note: Out-of-pocket costs exclude patients who receive low-income subsidies. All spending figures are adjusted for inflation, 2015 dollars. Unit prices reflect retail costs,
prior to discounts and rebates. Source: Centers for Medicare and Medicaid Services. Reprinted with permission from Dow Jones.
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Savings

Savings by Patient Age

Generic Medicines Used by Seniors Account for
1/3 of Savings

Medicines typically prescribed to adults (40-64) accrued
$100 billion in savings, while those typically prescribed to
seniors (65+) account for $75 billion in savings.
Medicines taken by these two population segments
represent patients most likely to benefit from 79% of
generic drug savings.

2016 Generic Savings by Patient Age (%)

7%
Children
0-19

Medicines for young adults (20-39) saved $30.4 billion
while medicines predominantly treating children (0-19)
made up $16 billion in savings.
Patients often have multiple chronic diseases, and their
costs add up quickly. Out-of-pocket costs can vary
between traditional commercial insurance plans with set
copayments, high-deductible health plans or Medicare
Part D.

“

I’d been on the brand-name cholesterol
drug for quite a while, but then the
insurance company discontinued coverage
of it. My doctor recommended the generic,
and it’s done everything that the brandname drug did, plus it’s much cheaper.
Those generic savings have really come in
handy, because I’ve been able to help my
grandchildren with their college savings.
Doug, 74, Pembroke Pines, Florida
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”

• Medicines taken by older adults and seniors
account for the majority (79%) of the $253B in
savings generated by generics in 2016.

14%
Young Adults
20-39

46%
Adults 40-64
33%
Seniors 65+

• Generic medicines taken by older adults aged 40-64
accounted for $115B in savings in 2016.
• Generic drugs taken by seniors over age 65
accounted for $84B in savings

Source: QuintilesIMS.
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Methodology

Data compiled by QuintilesIMS Institute. Generic industry data on
doses, facilities and employees are results from a survey of the
membership of the Association for Accessible Medicines (AAM).
Additional metrics curated by AAM from publicly available sources or
with permission from the owners.

2007-16 Update
•
•
•
•
•

Used SMART database 2007-16 sales and volume data
Savings calculations include 814 generic molecules
Value of Generics = Generic Units x Pre-Expiry Brand Prices
Generic Savings = Value of Generics — Actual Generic Sales
Pre-Expiry brand price determined using sales and unit volumes in
the year prior to the first appearance of a generic within a
molecule
• Pre-Expiry brand price generated back to sales in 1992

How was the data collected?
The value of generics currently on the market was estimated using the
pre-expiry prices of the brands they replaced. The current dataset
includes pre-expiry brand prices for 814 generic molecules. The value
of each generic molecule was determined by multiplying its pre-expiry
brand price by the generic volume sold in each of the last ten years.
This value represents what would have been spent on brand name
medicines in the absence of generic competition.
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The savings attributed to each of the 814 generic molecules was
determined by subtracting historic generic spending from the
estimated brand spending in the absence of generic competition.
This analysis was refreshed with annual sales and volume data for all
medicines sold in the United States between 1992 and 2016, focusing
on the 10-year savings for the period 2007 to 2016. Savings from
generics launched in the 1993 to 2016 study period are based on the
most current knowledge of their pre-expiry prices. Savings from
generics launched prior to 1993 were calculated using brand prices
from 1992 which is the oldest archived data period retained by IMS
Health.
Generic savings were calculated at the molecule-class level using a
single average price for each molecule across all formulations (oral
solid, liquid). Molecules that are available in multiple formulations are
assumed to have the same pre- and post-expiry utilization patterns.
Molecules with injectable formulations were calculated related to
specific formulations to appropriately measure the cost differences
between brands and equivalent generic forms.
State level generic savings was estimated by apportioning total
savings for each molecule by each state’s share of the national retail
prescription volume. This method embeds two assumptions; first, that
prices are uniform across the country, and second, that retail
prescription activity mirrors prescription activity in other channels,
notably mail order.

Savings generated by children, young adults, older adults, and seniors
were estimated based on national prescription trends captured in the
IMS New to Brand AuditTM. These figures represent the portion of the
national savings generated by each age group, not the sum of the
patients’ personal savings.
Savings by pay type was estimated using the share of each molecule
dispensed via retail pharmacies to patients paying with cash and
those covered by Medicare, Medicaid, and commercial insurance.
After calculating savings at the molecule, state, and payer level, results
were summed to the state-payer level. This method does not analyze
the cost to the patient who may have a co-pay or discount card; rather
it divides generic savings equally amongst patients based on
prescription use, regardless of insurance plan.
Patients with Medicaid, Medicare, and commercial insurance pay
different prices for their medications based on their insurance benefit
design. This analysis did not attempt to estimate savings to individual
patients based on their method of payment. Instead, total generic
savings for each molecule was divided evenly based on the number of
prescriptions filled by patients of each pay type.

In the two recent editions of this study, the IMS Institute has employed
not previously available historic archives. The prior versions of this
study were based on archives and live data covering periods
2003-present. The current edition of the study includes archives
extending a further 11 years to 1992. The calculation of generic
savings depends upon the brand’s pre-expiry price, or the oldest
available brand price if the pre-expiry price is not available. Older
generics, particularly those first launched 1992-2003, and even those
first launched before 1992, now have improved accuracy in the study.
Brand prices change post-expiry, and therefore the more complete and
accurate prices have improved the accuracy of the savings estimated
in the study.
In the study released in 2015, the 10-year savings 2005-2014 were
$1.68 Trillion. Using the method from the new study, the 2005-2014
savings would have been $1.31 Trillion, with the majority of the
difference from older generics, due to more complete and accurate
availability of pre-expiry brand prices. Offsetting these reduced
savings modestly were the inclusion of some medicines where brands
ceased marketing between 1992-2003, leaving only generics available
for those medicines. These medicines were excluded previously due
to the absence of a brand price for calculations of savings, but can
now be included.
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Contact Us
Association for Accessible Medicines
777 Sixth Street, NW
Washington, DC 20001
Tel. 202-249-7100 Fax 202-249-7105
accessiblemeds.org
Follow us on social media
/accessiblemeds
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I. Executive Summary
The pharmaceutical supply chain is the means through which prescription medicines are
delivered to patients. Pharmaceuticals originate in manufacturing sites; are transferred to
wholesale distributors; stocked at retail, mail-order, and other types of pharmacies;
subject to price negotiations and processed through quality and utilization management
screens by pharmacy benefit management companies (PBMs); dispensed by pharmacies;
and ultimately delivered to and taken by patients. There are many variations on this basic
structure, as the players in the supply chain are constantly evolving, and commercial
relationships vary considerably by geography, type of medication, and other factors.
The intent of this paper is to demystify the U.S. pharmaceutical supply chain. The first
section of the paper describes each of the key players (i.e., industry segments) involved in
the process of supplying prescription drugs to consumers. The section begins with a
discussion of what each player does and the role that it plays in the flow of
pharmaceuticals from manufacturer to patient. The second section of the paper describes
the financial relationships between each of these key players and how the dollars flow
between and among the segments, including the consumer.
Highlights from this paper about the key players and their financial relationships include:
Pharmaceutical Manufacturers:
• A relatively few large, multinational firms comprise the bulk of the brand
pharmaceutical manufacturing industry today – the 10 largest pharmaceutical
corporations, as measured by U.S. sales, accounted for almost 60 percent of total
U.S. sales in 2004.
• Pharmaceutical manufacturers have the most influence over pharmaceutical
prices, assessing expected demand, future competition, and projected marketing
costs to establish the wholesale acquisition cost (WAC), which is the baseline
price at which wholesale distributors purchase drug products. Discounts and
rebates may be applied, based on market share, volume, and prompt payment.
Wholesale Distributors:
• The wholesale distribution industry has consolidated in the last 30 years, with the
number of wholesale distributors in the U.S. declining from approximately 200 in
1975 to fewer than 50 in 2000. The top 3 wholesale distributors account for
almost 90 percent of the wholesale market.
• Wholesale distributors typically sell drugs to pharmacies at WAC plus some
negotiated percentage. They may facilitate discounts negotiated between
manufacturers and other customers.
Pharmacies:
• Although comprising a small overall percentage of total prescriptions filled
(approximately 6.1 percent in 2004), mail-order pharmacy sales were the fastestgrowing sector of the U.S. prescription drug retail market in 2004, increasing by
18 percent over the previous year.
Page 1
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•

Pharmacies may negotiate with manufacturers or wholesalers for discounts and
rebates based on volume sales or market share, and they may negotiate with
PBMs for inclusion in their networks and for their reimbursement (drug cost plus
dispensing fee).

Pharmacy Benefit Managers (PBMs):
• Approximately two-thirds of all prescriptions written in the U.S. are processed by
a PBM.
• PBMs may achieve savings for their customers by negotiating discounts and
through cost containment programs, including use of formularies and cost sharing.
The Appendix briefly describes: (A) special pricing rules applicable to Medicaid and
some other federal programs, and (B) the roles physicians, large employers, and health
plans have in the pharmaceutical supply chain.
The pharmaceutical supply system is complex, and involves multiple organizations that
play differing but sometimes overlapping roles in drug distribution and contracting. This
complexity results in considerable price variability across different types of consumers,
and the supply chain is not well understood by patients or policymakers. Increased
understanding of these issues on the part of policymakers should assist in making rational
policy decisions for the Medicare and Medicaid programs.
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Exhibit 1. Flow of Goods and Financial Transactions Among Players in the U.S.
Commercial Pharmaceutical Supply Chain

CONSUMER
Premium

Payment Flow
Rebate Flow
Product flow

EMPLOYER/PLAN
SPONSOR OR
HEALTH INSURER
Member Cost Share or
Payment for Drug if Cash Pay

Negotiated
Payment
PHARMACY
BENEFITS
MANAGER

PHARMACY
(Retail, Mail-order)

DRUG
WHOLESALER/
DISTRIBUTOR

Prompt Pay,
y,
Volume Discounts

Negotiated
Payment
DRUG
MANUFACTURER

Source: The Health Strategies Consultancy LLC
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II. The Flow of Goods from Manufacturers to Consumers in the U.S.
Pharmaceutical Supply Chain
Pharmaceutical Manufacturers
Manufacturers are the source of the prescription drugs in the pharmaceutical supply
chain. The pharmaceutical manufacturing industry is composed of two distinct business
models: manufacturers of brand-name drugs (e.g., Pfizer, Merck, and Novartis) and
manufacturers of generic drugs (e.g., Mylan, Roxane, and Barr). There are a few
pharmaceutical companies that participate in both the branded and generic parts of the
industry, and both models focus on the manufacturing and packaging of pharmaceutical
products, but there are other important differences. Most brand manufacturers devote a
portion of their expenses to the scientific research and development of new drug
therapies. Generic drug manufacturers typically do not develop new drug therapies, but
instead manufacture generic compounds that compete directly with the original branded
version of a drug once the brand product’s patent protection has expired.
Manufacturers manage the actual distribution of drugs from manufacturing facilities to
drug wholesalers, and in some cases, directly to retail pharmacy chains, mail-order and
specialty pharmacies, hospital chains, and some health plans. Manufacturers may also
distribute products directly to government purchasers, such as the Veterans
Administration, AIDS Drug Assistance Programs (ADAPs), and Vaccines for Children
(VFC), which typically receive the largest price discounts. In a few rare cases, a
manufacturer may distribute drugs directly to a self-insured employer with an on-site
pharmacy, but the typical employer-sponsored plan does not follow this path. Wholesale
distributors are the manufacturers’ largest purchasers. Very few drugs are distributed
directly to consumers.
At the most basic economic level, a pharmaceutical manufacturer supplies a quantity of
its products that is equal to the demand for its products from consumers/patients (of
course, consumer demand in this market is expressed through the medium of a
prescribing physician or other licensed health care provider). Manufacturers also play
roles in stimulating demand for drug products through underwriting clinical studies
designed to demonstrate the value proposition of pharmaceutical treatments compared to
one another or compared to no clinical treatment at all; by engaging in the promotion and
marketing of products to health care providers (including health plans and PBMs) and
direct-to-consumer advertising; and by administering patient assistance programs that
provide the firm’s products at nominal cost to low-income consumers.
Manufacturers also play an important role in ensuring the safety of the pharmaceutical
supply chain by producing informational labeling for prescribers and consumers that is
consistent with the terms and conditions of a drug’s approval by the U.S. Food and Drug
Administration (FDA), and by using electronic bar-coding technology on drug packaging
that may be used to track individual production lots, and to prevent prescribing errors.
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Overview of Pharmaceutical Manufacturing Industry
Pharmaceutical manufacturing is a large global industry. In 2003, worldwide
pharmaceutical industry sales totaled $491.8 billion, an increase in sales volume of 9
percent over the preceding year.1 The U.S. represents the largest single national market
for pharmaceuticals, accounting for 44 percent of global industry sales in 2003, or a total
of $216.4 billion, which was an increase of approximately 12 percent from the previous
year’s figure.2
After a decade of significant mergers and acquisitions by drug companies, a relatively
few large, multinational firms comprise the bulk of the brand pharmaceutical
manufacturing industry today. The ten largest pharmaceutical corporations, as measured
by U.S. sales, accounted for almost 60 percent of total U.S. sales in 2004:
Exhibit 2. Top 10 Pharmaceutical Corporations by U.S. Sales, 2004
U.S. Sales % Growth Over
% Market
($ Billions)
Previous Year
Share
Corporation
Pfizer
$30.7
5
13.1
GlaxoSmithKline
18.8
1
8.0
Johnson & Johnson
16.2
7
6.9
Merck & Co.
15.0
8
6.4
AstraZeneca
11.3
12
4.8
Novartis
10.2
7
4.3
Sanofi-Aventis
10.0
13
4.3
Amgen
9.5
23
4.1
Bristol-Myers Squibb
9.2
-4
3.9
Wyeth
8.2
11
3.5
Total, Top 10
139.1
-59.3
Source: IMS Health, IMS National Sales Perspectives,TM February 2005, accessed 2/28/05 at
http://www.imshealth.com/ims/portal/front/articleC/0,2777,6599_49695983_69891374,00.html
Rank
1
2
3
4
5
6
7
8
9
10

1

IMS Health, “Bruised But Triumphant,” Medical Marketing and Media, May 2004, accessed at
http://www.imshealth.com/vgn/images/portal/cit_40000873/23/12/55250930BruisedTriumphant081804.pdf
2
IMS Health, “IMS Reports 11.5 Percent Dollar Growth in '03 U.S. Prescription Sales,” February 17, 2004,
accessed at http://www.imshealth.com/ims/portal/front/articleC/0,2777,6599_3665_44771558,00.html.
Prescription sales figures reported by IMS Health represent manufacturer prices.
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When measured by prescription volume, the “top 10” list is similar but not identical, as a
few generic drug manufacturers appear on the list:
Exhibit 3. Top 10 Pharmaceutical Corporations by Total U.S. Dispensed
Prescriptions, 2004
U.S. Prescriptions % Growth Over
% Market
Corporation
(Millions)
Previous Year
Share
Pfizer
360.7
-4
10.2
Novartis
225.5
-2
6.4
Teva*
221.2
7
6.3
Mylan Labs*
215.2
4
6.1
Watson*
175.6
7
5.0
GlaxoSmithKline
138.8
-13
3.9
Merck & Co.
129.5
3
3.7
AstraZeneca
100.4
11
2.9
Johnson & Johnson
95.6
-9
2.7
Abbott
91.5
-4
2.6
Total, Top 10
1754.0.
49.8
* Generic drug manufacturers
Source: IMS Health, National Prescription AuditTMPlus, January 2005, accessed 2/28/05 at
http://www.imshealth.com/ims/portal/front/articleC/0,2777,6599_49695974_68913574,00.html
Rank
1
2
3
4
5
6
7
8
9
10

Exhibit 4 provides a description of the generic pharmaceutical market:
Exhibit 4. Top 10 Generic Manufacturers by Total Global Sales, 2003
Global Sales
Rank Corporation
($ Millions)
1 Sandoz
$4,004.0
2 Teva Pharmaceutical Industries Limited
3,276.4
3 IVAX Corporation
1,420.3
4 Mylan Laboratories Inc.
1,269.2
5 Alpharma Inc.
1,297.3
6 Andrx Corporation
1,046.3
7 Barr Pharmaceuticals, Inc.
902.9
8 Par Pharmaceutical Companies, Inc.
661.7
9 American Pharmaceutical Partners, Inc.
351.3
10 Eon Labs, Inc.
329.5
Source: Hoover’s, Inc. Hoover’s Online, accessed 1/03/2005.

% Growth Over
Previous Year
30.1
18.6
15.0
4.8
35.7
-24.1
73.4
26.6
34.9

To convey the size of the pharmaceutical manufacturing industry from the perspective of
individual products, the following tables present data on the biggest selling
pharmaceutical products in the United States in 2004, measured by prescriptions
dispensed and by sales in dollars. Exhibits 5 and 6 are for individual drug products,
while Exhibits 7 and 8 are for broader therapeutic classes of drugs.
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Exhibit 5. Top 10 Products by Total U.S. Dispensed Prescriptions, 2004
Rank

Product

Manufacturer

Prescriptions
(Millions)

% Growth
% Market
Over Previous
Share
Year
1
Lipitor
Pfizer
74.8
9
2.1
2
HYCD/APAP Mallinckrodt
49.5
12
1.4
3
Synthroid
Abbott
47.4
-5
1.3
4
Norvasc
Pfizer
38.3
5
1.1
5
Toprol-XL
AstraZeneca
35.0
18
1.0
6
Zoloft
Pfizer
33.1
1
0.9
7
Zocor
Merck
29.6
1
0.8
8
HYCD/APAP Watson
29.0
-2
0.8
9
Albuterol
Warrick
26.8
0
0.8
10
Amoxicillin
Teva
26.2
-5
0.7
TM
Source: IMS Health, National Prescription Audit Plus, January 2005, accessed 2/28/05 at
http://www.imshealth.com/ims/portal/front/articleC/0,2777,6599_49695974_68913594,00.html

Exhibit 6. Top 10 Products by U.S. Sales, 2004
Rank

Product

Manufacturer

U.S. Sales
($ Billions)

% Growth
% Market
Over Previous
Share
Year
1
Lipitor
Pfizer
$7.7
14
3.3
2
Zocor
Merck
4.6
4
1.9
3
Prevacid
TAP
3.8
-5
1.6
4
Nexium
AstraZeneca
3.8
23
1.6
5
Procrit
Ortho Biotech
3.2
-3
1.4
6
Zoloft
Pfizer
3.1
8
1.3
7
Epogen
Amgen
3.0
-4
1.3
8
Plavix
Sanofi-Synthelabo
3.0
33
1.3
9
Advair Diskus GlaxoSmithKline
2.9
26
1.2
10
Zyprexa
Eli Lilly
2.8
-10
1.2
Source: IMS Health, IMS National Sales Perspectives,TM February 2005, accessed 2-28-05 at
http://www.imshealth.com/ims/portal/front/articleC/0,2777,6599_49695983_69890133,00.html

Exhibit 7. Top 10 Therapeutic Classes by Total U.S. Dispensed Prescriptions, 2004
Rank

Therapeutic Class

Total
% Growth
% Market
Prescriptions over Previous
Share
(Millions)
Year
1
Codeine
157.6
5
4.5
2
SSRIs/SNRIs
147.4
4
4.2
3
ACE Inhibitors
143.8
5
4.1
4
HMG-COA Reductase Inhibitors (Statins)
139.8
11
4.0
5
Beta Blockers
120.6
7
3.4
6
Proton Pump Inhibitors
93.1
-2
2.6
7
Thyroid Hormone, Synthetic
90.0
6
2.6
8
Calcium Blockers
88.4
0
2.5
9
Seizure Disorders
84.8
7
2.4
10
Oral Contraceptives
82.5
-3
2.3
Source: IMS Health, National Prescription AuditTMPlus, January 2005, accessed 2/28/05 at
http://www.imshealth.com/ims/portal/front/articleC/0,2777,6599_49695974_68914714,00.html
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Exhibit 8. Top 10 Therapeutic Classes by U.S. Sales, 2004
Rank
1
2
3
4
5
6

Therapeutic Class
HMG-COA Reductase Inhibitors (Statins)
Proton Pump Inhibitors
SSRIs/SNRIs
Antipsychotics, Other
Seizure Disorders
Erythropoietins

U.S. Sales
($ Billions)
$15.5
12.5
11.0
9.1
8.2
8.0

% Growth Over
Previous Year
12
-3
1
12
19
8

7
Antiarthritics, COX-2 Inhibitors
5.3
0
8
Calcium Channel Blockers
4.4
1
9
Angiotensin II Antagonists
4.4
24
10
Ace Inhibitors
3.9
-5
Source: IMS Health, IMS National Sales Perspectives,TM February 2005, accessed 2/28/05 at
http://www.imshealth.com/ims/portal/front/articleC/0,2777,6599_49695983_69891394,00.html

% Market
Share
6.6
5.3
4.7
3.8
3.5
3.4
2.3
1.9
1.9
1.7

Wholesale Distributors
Wholesale distributors purchase pharmaceutical products from manufacturers and
distribute them to a variety of customers, including pharmacies (retail and mail-order),
hospitals, and long-term care and other medical facilities (e.g., community clinics,
physician offices and
diagnostic labs). Some
Exhibit 9. Wholesale Distribution Industry
wholesalers sell to a broad
In 2004, the wholesaler distributor industry is valued at
approximately $212 billion in annual U.S. sales. The following
range of potential clients while
three wholesalers represent 88% of the market:
others specialize in sales of
particular products (e.g.,
1) McKesson
biologic products) or sales to
• Merged with health-care software giant HBO & Co. in
particular types of customers
1998
(e.g., nursing homes).
• Rolling 12-month sales as of September 2004: $72.2
billion; Market Share: 34.1%

2) Cardinal Health
• From 1999 – 2002, Cardinal merged with many other
wholesalers including Allegiance Corporation and
Bindley Western Industries
• Rolling 12-month sales as of September 2004: $63.3
billion; Market Share: 29.9%
3) AmerisourceBergen
• Began operations in August 2001 following merger of
AmeriSource Health Corporation and Bergen Brunswig
Corporation
• Rolling 12-month sales as of September 2004: $52.4
billion; Market Share: 24.8%
Source: GICS Sub-Industry Revenue Share (09/04/2004).
Copyright © 2004 Standard & Poor's.
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In the past, wholesalers limited
their operations to a traditional
distribution function. They
provided the link between
manufacturers and pharmacies
(and other entities, e.g.,
government sites and
physicians) by warehousing
products and managing
inventory. While “traditional”
distribution services remain the
cornerstone of the business, the
industry has developed a more
comprehensive list of services
in response to the evolving
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marketplace. Today, wholesale distributors provide a number of specialized services,
including specialty drug distribution, drug repackaging, electronic order services,
reimbursement support, and drug buy-back programs.3
The wholesale distribution industry has gone through significant change and
consolidation in the last 30 years, due in part to the increasing pressures to lower costs.
Between 1975 and 2000, the number of wholesale distributors in the U.S. declined from
approximately 200 to fewer than 50.4 The top three wholesale distributors, McKesson,
Cardinal Health, and Amerisource-Bergen, account for almost 90 percent of the entire
wholesale drug market.5
This consolidation has forced the industry to change its revenue model, evolving its core
distribution business into a low-margin enterprise that makes money by maximizing
economies of scale, creating physical efficiencies in the distribution system (such as
“just-in-time” deliveries to customers), and realizing financial efficiencies (such as
retaining discounts for prompt payment). The industry has also extended and augmented
its business model by moving into specialty pharmacy and disease management services.
Pharmacies
Pharmacies are the final step on the pharmaceutical supply chain before drugs reach the
consumer/patient. Pharmacies purchase drugs from wholesalers, and occasionally
directly from manufacturers, and then take physical possession of the drug products.
After purchasing pharmaceuticals, pharmacies assume responsibility for their safe storage
and dispensing to consumers. Pharmacy operations include maintaining an adequate
stock of drug products, providing information to consumers about the safe and effective
use of prescription drugs, and facilitating billing and payment for consumers participating
in group health benefit plans.
Pharmacies also serve as a vital information link between PBMs, drug manufacturers, and
wholesale distributors. Unlike most other sectors of the health care delivery system in
the U.S., the pharmaceutical supply chain is highly automated and virtually all claims
transactions are handled electronically, rather than on paper. Since they are the final
point of sale for pharmaceuticals and the interface between the supply chain and the
consumer, pharmacies generate the prescription drug claims information that PBMs, as
well as heath plans, employers, governments, and other payers, rely upon to measure
consumer activity. Other types of information, both quality-focused (e.g., drug-drug
interaction warnings) and utilization management-based (e.g., formulary compliance
3

Drug buy-back programs are offered by manufacturers and are facilitated by wholesale distributors. Buyback programs are intended to minimize the financial risk that pharmacies must assume in stocking
products by allowing them to sell unused products or products with near-term expiration dates back to the
manufacturer.
4
Goldman Sachs Industry Report: Health Care Technology & Distribution, February 27, 2003.
5
Standard & Poor's, GICS Sub-Industry Revenue Share, September 4, 2004.
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messaging) can originate from other parts of the supply chain, in particular from PBMs,
to the pharmacy as a prescription is being dispensed. As the final actor in the supply
chain, it is up to the pharmacy to take action based on the information provided. For
example, the pharmacy is expected to contact the prescribing physician if the drug
prescribed is not on the patient’s health plan’s formulary or if a lower-cost therapeutic
alternative is available.
There are several types of pharmacies, including independent pharmacies, chain drug
stores, pharmacies in supermarkets and other large retail establishments, and mail-order
pharmacies. Most pharmacies purchase their drug supply from a wholesale distributor,
although in some cases, large institutional and retail chain pharmacies, specialty
pharmacies, and mail-order pharmacies obtain drugs directly from a manufacturer. These
organizations can deal directly with manufacturers because they already possess the
operational infrastructure necessary to bypass wholesalers – warehousing facilities,
distribution vehicles, and inventory control systems. Once a pharmacy takes possession
of the drug products, it distributes the products to physicians or directly to consumers. In
addition, there are specialty pharmacies, which specialize in the distribution of high-cost
and more complex drug therapies (e.g., self-injectable drugs and biologics).
In 2003, there were 55,000 community retail pharmacies, including 19,000 independent
drug stores, 21,000 chain drug stores, and 16,000 pharmacies in supermarkets and other
retail merchants.6 In 2004, there were 3.5 billion prescriptions dispensed in the United
States through community pharmacies, including about 1.8 billion filled at chain drug
stores, 780 million filled at independent pharmacies, and 470 million filled in
supermarkets. Another 214 million prescriptions were filled through the mail.7

6

National Association of Chain Drug Stores, http://www.nacds.org/userassets/PDF_files/Retail_Outlets2003.pdf.
7
IMS Health, National Prescription AuditTMPlus, January 2005, accesses 2/28/05 at
http://www.imshealth.com/ims/portal/front/articleC/0,2777,6599_49695974_68913551,00.html
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Exhibits 10 and 11 depict the distribution of pharmaceuticals in the U.S. through the
various types of “retail” pharmacy channels:

Exhibit 10. Number of Prescriptions by Pharmacy Distribution
Channel, 2004

Long-Term
Care
7%

Mail Service
6%

Food Stores
13%

Chain Stores
52%

Independent
22%

Note: Represents total dispensed prescriptions, including insulin dispensed through chain, food
store, independent, long term care, and mail service pharmacies.
Source: IMS Health, National Prescription Audit™ Plus, January 2005, accessed 2/28/05 at
www.imshealth.com/ims/portal/front/articleC/0,2777,6599_49695974_68913551,00.html

Exhibit 11. Drug Sales by Pharmacy Distribution Channel, 2004
Other
23%
Chain Stores
36%

Mail Service
14%

Long-Term Care
4%
Independent
14%

Food Stores
9%

Note: Represents wholesale prices. Sales include prescription products only.
Source: IMS Health, IMS National Sales Perspectives,™ February 2005, accessed 2/28/05 at
http://www.imshealth.com/ims/portal/front/articleC/0,2777,6599_49695983_69891354,00.html
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Like all other parts of the pharmaceutical supply chain, the pharmacy industry has gone
through significant consolidation as well as diversification of its businesses over the past
five to ten years. Several retail pharmacy chains have merged, primarily as a way to gain
buying power for use in negotiations with drug manufacturers and wholesale distributors.
As shown in Exhibit 12, Walgreens, CVS, and Rite Aid were the top three retail
pharmacy chains based on market capitalization:
Exhibit 12. Top 5 Retail Pharmacy Chains in the U.S., By Market Capitalization
Rank
1
2
3
4
5

Pharmacy Chain
2004 Market Cap
Walgreens Company
$35.2 bil.
CVS Corporation
$16.1 bil.
Rite Aid
$2.6 bil.
Longs Drug Stores
$0.7 bil.
Duane Reade
$0.4 bil.
$103.0 bil.
Total for Industry
Source: Health Strategies Consultancy analysis of Pharmacy/Drug Store Industry based on market cap data
obtained from Dow Jones (factiva.com)8

In addition to traditional retail pharmacy services, consumers have increasingly been
using specialty and mail-order pharmacies over the past several years. Growth in the use
of these types of pharmacies is expected to increase rapidly for the foreseeable future, as
more payers adopt the view that these specialized retail distribution channels can be
important components of their strategies to manage the rate of growth in their pharmacy
benefit expenditures. Residents of long-term care facilities (LTC) rely almost exclusively
on dedicated LTC pharmacies.
•

Specialty pharmacies serve patients with chronic diseases by dispensing highcost biotechnology drugs. Specialty pharmaceuticals typically are administered
by injection or infusion (intravenously), and often, are administered by a clinical
professional in a doctor’s office. The diseases treated with specialty
pharmaceuticals range from relatively common conditions, some of which are
treated with multiple drug therapies, such as HIV/AIDS, multiple sclerosis,
cancer, and rheumatoid arthritis, to rare diseases that are treated with a single drug
therapy, such as hemophilia and growth hormone deficiency. The specialty
pharmacy industry today is dynamic, with new companies entering continuously.
Types of firms in the market range from publicly-traded stand-alone firms to
subsidiaries of PBMs, retail pharmacies, and home health companies.9,10

8

Market capitalization is the value of a company's outstanding shares of stock, which is measured by
multiplying the number of shares outstanding by the current share price. Speaking very generally, the
larger the market capitalization, the more financially stable the company.
9
Credit Suisse First Boston, “Pharmacy Benefit Managers and Specialty Pharmacies: Initiating Coverage,”
July 14, 2003, p. 22.
10
Raymond James & Associates, Inc., “Specialty Drug Distribution,” July 16, 2002, p. 3.
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•

Mail-order pharmacies receive prescriptions by mail, fax, phone, or Internet at a
central location; process the prescription in large, mostly automated centers; and
mail the prescribed drugs back to the consumer. An aging population,
convenience, and the recent upswing in pharmaceutical treatments for common
chronic ailments, such as diabetes and depression, are some of the driving forces
behind the rapid growth in the use of mail-order pharmacies.11 While
representing a small overall percentage of total prescriptions filled (approximately
6.1 percent in 200412), mail-order pharmacy sales remained the fastest-growing
sector of the U.S. prescription drug retail market in 2004, increasing by 18 percent
over the previous year.13 The majority of mail-order facilities are owned and
operated by PBMs, and a number of the large retail pharmacy chains also own
mail-order pharmacies.14

•

Long-term care pharmacies, sometimes called institutional pharmacies, are a
third type of specialized retail pharmacy. Long-term care pharmacies address the
special needs of nursing homes, providing packaging for controlled administration
(called unit-dose supply or bubble packs), and special services that are more
extensive than those provided by retail pharmacies. These special services
include: quality assurance checks, emergency drug kits and medication carts,
regular and emergency (24-hour-a-day) delivery services, and in-service training
programs for nurse aides, nurses, and other professional nursing facility staff.
Four national chains provide the bulk of institutional pharmacy services to
nursing homes: Omnicare, PharMerica, NeighborCare, and Kindred Healthcare.
In 2003, these four chains served over two-thirds of all nursing home beds and
had collective revenues of more than $6 billion.15 The two largest national longterm care pharmacies, Omnicare and PharMerica (which is a subsidiary of
AmerisourceBergen, a wholesale distributor), provide drugs to over half of the
nursing home beds in the United States. Omnicare is the largest provider with
over $3 billion in 2003 revenues.16

Pharmacy Benefit Managers (PBMs)
According to one leading report on the PBM industry, PBMs currently manage
prescription drug benefits for as much as 57 percent of the U.S. population,17 and the
11

National Health Policy Forum, The ABCs of PBMs, October 1999.
IMS Health, National Prescription AuditTMPlus, January 2005, accessed 2/28/05 at
http://www.imshealth.com/ims/portal/front/articleC/0,2777,6599_49695974_68913551,00.html
13
IMS Health, IMS National Sales Perspectives,TM February 2005, accessed 2/28/05, at
http://www.imshealth.com/ims/portal/front/articleC/0,2777,6599_49695983_69891354,00.html
14
California Health Care Foundation, Navigating the Pharmacy Benefits Marketplace, January 2003.
15
Long-Term Care Pharmacy Association, 2003.
16
Omnicare Annual Report, 2003.
17
Atlantic Information Services (AIS), Inc., A Guide to Drug Cost Management Strategies (2nd Edition),
2004, p. 329. AIS states that its data are based on a quarterly survey that the firm has been using to track
all publicly-traded and privately-held PBMs since 2000.
12
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National Association of Chain Drug Stores estimates that approximately two-thirds of all
prescriptions written in the U.S. are processed by a PBM.18 While not a direct link in the
physical supply chain for pharmaceutical products (PBMs in most instances do not take
possession or control of prescription drugs), PBMs have become an integral part of most
consumer drug purchases. PBMs work with third party payers (private insurers, selffunded employers and public health programs) to manage consumer drug purchases by
defining which drugs will be paid for and the amounts that the pharmacy will receive and
the consumer must pay out-of-pocket when the prescription is filled.
PBMs have evolved over the last three decades from basic claims administrators to more
complex organizations offering a wide range of prescription drug management tools. In
addition to offering their basic services – claims processing, record keeping, and
reporting programs – PBMs offer their customers a wide range of services including drug
utilization review, disease management, and consultative services. PBMs also assist
clients with establishing their benefit structure. Options for plan design include:
developing and maintaining a prescription drug formulary; developing a network of
pharmacy providers; and providing mail order fulfillment services. A PBM’s core
services and tools include:

18

•

Formularies: PBMs use formularies to negotiate deeper price discounts with
manufacturers, set cost-sharing levels to influence beneficiary utilization rates,
and encourage beneficiaries to use a mix of preferred or lower-cost covered
products.

•

Rebates: PBMs negotiate with pharmaceutical manufacturers for rebates on
products selected for the formulary. Rebate amounts are based on the contracts
negotiated between the PBM and plan sponsors and the PBM and manufacturers.
Typically, contracts are structured so that PBMs retain a portion of the rebate in
exchange for developing the formulary and negotiating with manufacturers.

•

Pharmacy Networks: Pharmacy networks consist of pharmacies that have agreed
to dispense prescription drugs and provide pharmacy services to a health plan’s
enrollees under specified terms and conditions. Pharmacy networks can be broad
or narrow. These networks allow PBMs to lower prescription drug prices by
negotiating the reimbursement rate and dispensing fee with pharmacies.

•

Mail-Order Pharmacy Service: Almost all PBMs offer mail-order pharmacy
service, especially targeted toward individuals with chronic medical conditions
who take maintenance medications. The medications are dispensed typically in
90-day amounts per prescription, as opposed to the usual 30-day supply per
prescription dispensed by a retail pharmacy. PBMs are able to lower the cost of
pharmaceuticals to consumers and payers by using mail-order services to more
successfully drive market share for particular products, based on the terms of

Ibid., p. 331.
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contracts negotiated with pharmaceutical manufacturers (e.g., encouraging
generic and branded therapeutic substitution and other forms of managing
formulary compliance), and (relative to the typical retail pharmacy operation) by
automating dispensing processes.
•

Claims Adjudication: All PBMs use a real-time, point-of-sale system linked to
retail and mail-order pharmacies and distribution centers. This process provides
verification of coverage, formulary restrictions, drug interactions, and individual
co-pay information. This process also provides prescription drug information
back at the PBM data warehouse, where it can be used for customized reporting
and quality-focused clinical and intervention programs.

•

Generic and Therapeutic Substitution: Generic substitution promotes the shift
from brand to chemically equivalent generic drugs as a cost savings device.
Therapeutic interchange programs promote the use of preferred drugs (i.e., drugs
on a plan’s formulary) that are determined to be clinically similar.

•

Quality-Focused Programs: PBMs develop programs that provide disease
management, compliance strategies, and other clinical expertise promoting the
safe, educated use of prescription drugs.

PBMs generally do not take physical possession of prescription drugs when performing
their core pharmaceutical management functions. However, in their mail-order and
specialty-pharmacy businesses, PBMs buy drugs from wholesalers or manufacturers and
dispense them directly to patients in a manner similar to other pharmacies.
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During the 1990s, there was a great deal of jockeying within the PBM market, a highly
penetrated market compared to just a decade ago. In order to remain competitive, PBMs
have merged and acquired new businesses. Most recently, in March 2004, Caremark
acquired AdvancePCS; in 2001, Express Scripts acquired National Prescription
Administrators; in 2000, Medco Health Solutions acquired Provantage; and in 1998,
Express Scripts acquired Value Rx. As shown in Exhibit 13, the PBMs that controlled
the most market share measured by prescriptions per year in 2003 were Medco Health
Solutions, ACS State Healthcare, AdvancePCS/Caremark, and Express Scripts.19

Exhibit 13. PBM Market Share by Number of Prescriptions per
Year, 2003
Other PBMs
17%

Medco Health
Solutions
18%

Wellpoint Pharmacy
Mgmt.
4%
First Health Services
5%

Express Scripts
14%

MedImpact
Healthcare Systems
6%

ACS State
Healthcare
16%

Caremark &
AdvancePCS
20%

*Note: Caremark acquired AdvancePCS in March 2004.
Source: AIS, A Guide to Drug Cost Management Strategies, 2nd Edition (2004), Fig. 12.13.

19

Atlantic Information Services, Inc., A Guide to Drug Cost Management Strategies, 2nd Edition, 2004.
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III. The Flow of Money and Key Financial Relationships in the U.S.
Pharmaceutical Supply Chain
The flow of money between manufacturers and end-users is more complex than the
physical distribution of drugs. The manufacturer typically interacts with three primary
entities when dealing with price: wholesale distributors, retail pharmacies, and pharmacy
benefit managers. Pharmaceutical manufacturers negotiate separate contracts with these
entities and offer various discounts and rebates based largely on the entities’ varying
ability to influence the quantity of drugs that are sold. This section looks at these
financial relationships and charts the flow of funds among the key players, starting with
manufacturers, who play by far the most important role in establishing prices.
Pharmaceutical Manufacturers
Manufacturers have the most influence over pharmaceutical prices. They develop
algorithms to account for expected demand for the product, future competition for the
product, and projected marketing costs, and use those algorithms to establish the
“wholesale acquisition cost” (WAC), which is the baseline price at which wholesale
distributors purchase products. After the WAC is established, the average wholesale
price (AWP), or the retail list price, is established either by the manufacturer or by one of
the companies that publishes price compendia. The AWP, and sometimes the WAC, is
listed in drug compendia published by a small number of private firms, such as the Red
Book, published by Thomson Medical Economics, and First DataBank. The AWP has
two purposes: (1) it is often used by public and private third-party payers as the basis for
reimbursement, and (2) it often serves as the base price for negotiations between
manufacturers and private sector purchasers of drugs (e.g., health plans, pharmacy benefit
managers, self-insured employers, etc.).
The negotiation process and the price points on which negotiations are based are different
for brand and generic manufacturers. Brand manufacturers typically offer discounts
based on a percentage of AWP or WAC, depending upon the purchaser. End purchasers
can typically acquire brand drug products for a price in a range of AWP minus 5 to 40
percent, depending upon their purchasing power or that of their designated agent, such as
a PBM. Generic pharmaceutical manufacturers operate in a more aggressive and
dynamic negotiation environment than brand manufacturers and thus the prices for
generic drugs change much more frequently, sometimes daily, in response to market
forces. The most common kinds of discounts and rebates include: retroactive rebates
based on market share (i.e., rebates paid by the manufacturer to the pharmacy or PBM
based on its ability to direct consumers to certain products); volume discounts (discounts
that are triggered when predetermined sales volume targets are met); and “prompt pay”
discounts (discounts that are triggered when the purchaser reimburses the manufacturer in
an expedited fashion).
Pricing for prescription drugs purchased and dispensed by certain federal programs,
including Medicaid and the Veterans Administration, are subject to special rules which
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generally result in those programs getting lower prices than other purchasers. These rules
are outlined in the Appendix.

PRICING TERMS DEFINED
•

•

•

•
•

•

Average Manufacturer Price (AMP): The average price paid to a manufacturer by
wholesalers for drugs distributed to retail pharmacies. AMP was a benchmark created by
Congress in 1990 in calculating Medicaid rebates and is not publicly available. (See Appendix
for additional discussion of pharmaceutical pricing in Medicaid).
Average Sales Price (ASP: The weighted average of all non-Federal sales to wholesalers net
of chargebacks, discounts, rebates, and other benefits tied to the purchase of the drug product,
whether it is paid to the wholesaler or the retailer. The basis for reimbursement for products
covered under Medicare Part B changed under the Medicare Modernization Act of 2003 from
AWP to ASP.
Average Wholesale Price (AWP): Although not defined in statute, AWP is recognized as retail
list price (sometimes referred to as a “sticker” price) and is currently used by some public and
private third-party payers as the basis for reimbursement (e.g., AWP minus 5 or 25 percent).
AWP has been widely criticized as a price that is (1) not reflective of the true market price,
and (2) easily manipulated. The basis for reimbursement for products covered under Medicare
Part B changed under the Medicare Modernization Act of 2003 from AWP to average sales
price (ASP).
Estimated Acquisition Cost (EAC): EAC is a state Medicaid Agency’s best estimate of the
price generally paid by pharmacies for a particular drug.
Maximum Allowable Cost (MAC): MAC lists are designed to cap reimbursement for certain
generic and multi-source brand products. States and private payers with MAC programs
typically publish lists of selected generic and multi-source brand drugs along with the
maximum price at which the program will reimburse for those drugs. In general, pharmacies
will receive payment no higher than the MAC price when billing for drugs on a MAC list.
Wholesale Acquisition Cost (WAC): The price paid by a wholesaler for drugs purchased from
the wholesaler's supplier, typically the manufacturer of the drug. Publicly disclosed or listed
WAC amounts may not reflect all available discounts.

Wholesale Distributors
Wholesale distributors purchase drugs from manufacturers. For branded products, the
purchase price is fairly uniform, with little negotiation on the part of the wholesale
distributor. The distributor typically purchases branded products for a discounted rate off
of WAC. Examples of discounts for branded products include volume discounts, prompt
pay discounts, and discounts related to the sale of short-dated products (because the
wholesaler is assuming a risk that the product will expire before it can be resold). The
wholesale distributor then sells the product to its end consumer, typically a pharmacy, at
WAC plus some negotiated percentage.
For generic products, the purchase price is highly variable, largely depending upon
competition in the class and the ability of the wholesale distributor to drive market share
or increase the volume sold. In this case, wholesale distributors play a larger role in the
negotiation of the price of the product. The price to the end consumer also is highly
elastic depending upon the negotiated contracts with the retail pharmacies.
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In some cases, the wholesale distributor may facilitate discounts negotiated between
manufacturers and other customers. For example, wholesaler A may distribute drugs to
pharmacy B based on negotiations between pharmacy B and manufacturer C. Although
wholesaler A directly distributes the drugs to pharmacy B, it plays a minimal part in
pricing negotiations for these drugs. In this case, wholesalers use an important pricing
mechanism, chargeback, which allows them to carry products destined for customers
paying very different prices to manufacturers. The wholesaler keeps track of sales to
various customers under prices negotiated between the manufacturer and the customer.
The wholesaler then “charges back” the manufacturer for any difference between the
negotiated prices paid by the customer and the wholesaler’s cost of goods (WAC).
Pharmacies
Payment for prescription drugs flow from the pharmacy to the manufacturer according to
a negotiated contract involving manufacturers, PBMs, and pharmacies. Retail
pharmacies negotiate with manufacturers for discounts and rebates based on the
pharmacy’s ability to sell specific volumes of certain drugs or achieve a certain share of a
specified market. As discussed in the wholesale distributor section, pharmacies may be
able to negotiate discounts with manufacturers that are more substantial than the
wholesale distributor’s cost. In these instances, the wholesale distributor facilitates the
discount and “charges back” the manufacturer for any difference between the negotiated
prices paid by the customer and the wholesaler’s cost of goods (WAC). Pharmacies also
negotiate with PBMs for inclusion in a PBM’s pharmacy network and for reimbursement
for the cost of the drug plus dispensing fees.
Manufacturers may offer volume discounts on selected drugs to pharmacies when they
achieve predetermined market share targets. These discounts provide an incentive for
pharmacists to work with patients and physicians to switch products from a prescribed
non-preferred drug to a preferred drug.
Pharmacies contract with PBMs to join their pharmacy network. This structure provides
pharmacies with guaranteed, stable reimbursement from private payers and access to a
greater number of customers. The network consists of a group of retail and independent
pharmacies and serves to offer plan members with lower prescription drug costs. As part
of the pharmacy network contract, retail pharmacies must agree to a guaranteed
reimbursement formula for prescription drugs. For brand-name medications, the
reimbursement formula is usually determined by subtracting a negotiated percentage
from the drug’s AWP and adding the dispensing fee. For generic drugs, reimbursement
may be determined in the same way as for a brand drug (for less competitive generic drug
classes), but more often is based on an amount specified referred to as the maximum
allowable cost (MAC).
Smaller retail stores, such as independent pharmacies and smaller retail chains, either
purchase directly from wholesalers – at a price significantly higher than retail pharmacies
– or join group-purchasing organizations (GPOs). As members of a GPO, small
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pharmacies receive the benefits of volume purchasing by leveraging their combined
purchasing power to negotiate discount pricing from wholesalers or even in some cases
from manufacturers. Some of these groups further reduce their costs through direct
rebate deals offered by manufacturers.
Mail-order and specialty pharmacy services are increasingly becoming a more attractive
and demanded option for health plan sponsors and other payers seeking to rein in
pharmaceutical expenditures for their members. Mail-order and specialty pharmacies are
able to generate increased savings by driving market share, streamlining the distribution
chain, and automating drug dispensing processes.
•

Specialty Pharmacy: Most specialty pharmacy providers manage the cost of
specialty pharmaceuticals by negotiating directly with manufacturers and by
running quality-focused programs intended to improve patient care and lower
costs. Large PBMs or retail pharmacy chains own a number of the specialty
pharmacies, and in some cases these entities are able to negotiate greater
discounts with manufacturers.20 Nearly all specialty pharmacies also administer
programs designed to enforce patient compliance. Industry representatives claim
that these programs save the patient and health plan money by averting acute
incidences.

•

Mail-Order Pharmacy: In 2000, the U.S. Department of Health and Human
Services estimated that mail-order pharmacies were able to generate savings
between two and 35 percent compared to retail pharmacies.21 Representatives
from the mail-order industry attribute these savings to their ability to “manage”
prescriptions because the majority of mail-order prescriptions are filled in 90-day
units (the equivalent of three prescriptions).22 The considerable lead time
associated with filling a 90-day prescription gives the pharmacists and other
clinical staff at a mail-order pharmacy the time to analyze whether the prescribed
drug is on the client’s (i.e., insurer’s or health plan’s) approved formulary, if there
is a generic equivalent available, and if there are any potential interactions of the
prescribed drug with other medications the member’s physician or physicians may
have also prescribed.

•

Long-Term Care Pharmacy: LTC pharmacies have long-term, almost exclusive
contracts with nursing homes to provide medications and services for residents.
LTC pharmacies capture a large volume of customers in this way. LTC pharmacy
chains have developed formularies and use them in many states that do not have
Medicaid preferred drug lists (PDLs) applicable in the nursing home setting. The
large LTC pharmacy chains negotiate rebates with manufacturers in exchange for

20

Berg, Kevin I. “Health Care Industry Report: The Down Low,” First Albany Corporation 6 (2003): 1153.
21
Department of Health and Human Services, Report to the President: Prescription Drug Coverage:
Spending Utilization and Prices, April 2000.
22
California HealthCare Foundation, Navigating the Pharmacy Benefits Marketplace, January 2003.
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moving market share on their formularies. In addition to receiving rebates, many
pharmacies are reimbursed at higher rates than acquisition costs, because they
purchase drugs through wholesalers and group purchasing organizations.
Pharmacy Benefit Managers (PBMs)
Although PBMs are a relatively unknown entity to the end consumer, they play a
fundamental role in negotiating the price that is ultimately paid for the product through
their relationships with other entities in the supply chain.
PBMs contract with health plans to manage their prescription drug costs. Each contract
is different between health plans and PBMs; however, there are generally three basic
components of the payment negotiated between PBMs and their sponsors. First, PBMs
receive payment for the services they provide. These services may include claims
adjudication processing and disease management services. Second, PBMs typically
assume some type of performance risk in the contracts they negotiate. Performance
metrics can include: customer service (e.g., adequacy of pharmacy networks, timeliness
of reporting), clinical quality measures (e.g., the number of people averted from taking
inappropriate medications), and cost management techniques (e.g., the number of generic
substitutions made in a given time period). Third, PBMs also retain a portion of rebates
they secure from manufacturers.
PBMs do not typically assume full insurance risk for drugs. This type of risk is assumed
when an insurer takes full or partial financial responsibility for claims incurred under a
specified benefit. Insurance risk can further be segmented into three sub-categories:
price, utilization, and selection risk. PBMs do not typically guarantee either the unit
prices of drugs, the volume of drugs (utilization) or the kinds of patients that sign up for
the drug plan (selection). Insurance risk for drugs is often assumed by self-insured
entities in the context of a full medical benefit. For an entitiy to assume insurance risk,
the entity must demonstrate that it has adequate financial reserves, be licensed and
overseen by state insurance regulators, and be prepared for underwriting cycles.
While performance risk arrangements are very common for PBMs, insurance risk
arrangements are not. During the mid-1990s, some PBMs experimented with risk
contracts. ValueHealth, PCS, and Medco had contracts in which the PBM assumed full
insurance risk. The contracts typically contained actuarial carve-outs for new
biotechnology products and unexpected changes in demographics, but put the PBM at
risk for other drug utilization and cost. Many of these contracts were with large
manufacturing clients who were self-insured, concerned about drug spending, and bid out
the pharmacy benefit competitively to multiple vendors. The experience was uniformly
negative from the PBM perspective. The PBMs consistently lost money because they
under-estimated the development and diffusion of new technology. Many were able to
negotiate out of these contracts, but some contracts persisted until the late 1990s. Most,
if not all, are now gone.
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PBM relationships with manufacturers are governed under guidance from the Department
of Health and Human Services (HHS) Office of the Inspector General, and subject to
oversight by the Department of Justice for compliance with federal anti-kickback statutes.
PBMs are further regulated in many states under consumer protection statutes. In recent
years, some industry practices, for example switching of medications and associated
pricing issues, have come under scrutiny by state Attorneys General and the Department
of Justice. Allegations have also included accepting undisclosed incentives from
pharmaceutical manufacturers, not passing manufacturer rebates through to plan
sponsors, and driving beneficiaries unnecessarily to mail-order services for the benefit of
the PBM. False Claim Act lawsuits also have been filed by the federal government and
several states. Medco Health Solutions settled in April 2004 with twenty State Attorneys
General on a case involving therapeutic interchange and price disclosure. While this
legal scrutiny has focused on a few industry practices, the typical business practices of
PBMs have also been heavily scrutinized by plan sponsors, such as health plans and selfinsured employers. Further guidance from the HHS Office of the Inspector General on
PBM operations and safe harbors under the anti-kickback statute is expected.23
According to a January 2003 study conducted by the federal Government Accountability
Office (GAO), PBMs achieved significant discounts for drugs purchased at retail
pharmacies (in comparison to cash-paying customers) and offered even greater discounts
for their mail-order services.24 However, cost savings are largely driven by how
restrictive or open the cost-containment programs are. This is a point usually negotiated
between the health plans and PBMs. For example, open formularies (where consumers
are free to access all prescription drugs) typically yield lower cost savings than closed
formularies (where consumers are limited to certain drugs). Cost sharing differences by
the type of formulary also increase members’ sensitivity to prescription drug costs and
provides an incentive to use lower-cost or preferred products on the formulary. Common
private-sector, cost sharing tools include flat copayments, percent copayments with a
minimum/maximum dollar amount, and front-end deductibles with a benefit maximum
and/or stop loss.25
•

Manufacturer-PBM Relationship: As discussed above, the relationship between
manufacturers and PBMs is centered around inclusion of a drug on a plan’s
formulary and the PBM’s ability to increase a manufacturer’s market share for
certain drugs through inclusion or exclusion on a formulary. Manufacturers pay
rebates to PBMs retroactively based on the PBM’s ability to meet both of these
goals. These rebates are passed in whole or in part back to the employer.
According to the California HealthCare Foundation, PBMs are often able to
secure rebates of 5-25 percent for branded drugs.26

23

For more information about the Medco settlement, see The Pink Sheet, May 3, 2004, pages 22-30.
U.S. Government Accountability Office, “Federal Employees’ Health Benefits: Effects of Using
Pharmacy Benefit Managers on Health Plans, Enrollees, and Pharmacies,” GAO-03-196, January 2003.
25
Joanne Sica, “Managing prescription drug costs,” Employee Benefits Journal, March 2001, pp. 35-40.
26
California HealthCare Foundation, Navigating the Pharmacy Benefits Marketplace, January 2003.
24
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•

PBM-Pharmacy Relationship: As discussed above, PBMs negotiate with
pharmacies for drug reimbursement and dispensing. The pharmacies negotiate for
inclusion in a PBM’s pharmacy network. There is often significant tension
between the two entities because (1) in general, pharmacies are reimbursed by
PBMs at levels below uninsured cash-paying customers and other government
payers, like Medicaid, and (2) pharmacies are often required to perform more
administrative tasks when filling a prescription for a PBM customer.
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IV. Conclusion
Pharmaceuticals are a vital part of patient care, and their importance will only grow as the
population ages and pharmaceutical innovation continues. Understanding current
pharmaceutical issues (including the sources of prescription drugs, pricing and discounts,
cost containment methods, and brand/generic questions) requires knowledge about the
various actors in the supply chain. State and federal policymakers increasingly are
looking to private sector financing strategies to shape the ways in which individuals with
public coverage receive medications. Passage of the Medicare Modernization Act of
2003 (MMA) makes knowledge about the pharmaceutical chain even more important as
the large public Medicare program and its beneficiaries begin to access the chain, and
pharmaceutical chain entities make changes in response to the new coverage.
The pricing of prescription drugs and the flow of money among the various links in the
pharmaceutical supply chain is more complex than the physical distribution of drugs
through the chain. This complexity can result in substantial variations in what different
purchasers pay for the same drugs. As we have shown, the price of prescription drugs
paid by the consumer is determined by a constellation of negotiated contracts between
manufacturers, PBMs, wholesale distributors, pharmacies, and plan sponsors. The price
charged by each entity in the chain is largely driven by the ability of contracting entities
to sell specific volumes of certain drugs or achieve a certain share of a specified market.
It is also affected by the value each entity brings to the subsequent actors in the supply
chain.
Rapid increases in spending on pharmaceuticals in recent years have led policymakers to
more closely scrutinize drug pricing and the relationships among key actors in the
marketplace, and the greatly enhanced federal role in the market brought about through
the MMA will only intensify public interest in these areas. Experiences with the
Medicare price comparison website for the drug discount card has increased consumer
and government interest in internet-based price comparisons. The price differences
highlighted by these and other analyses lead to questions about the basis for these pricing
differentials. Medicare’s activities to detect and remedy fraud and abuse will also require
continued oversight and need for transparency and fiscal accountability. Public policy
discussions regarding transparency and price disclosure are thus likely to continue to be
active over the coming years.

Page 24

Case 1:17-cv-01860-MJG Document 1-5 Filed 07/06/17 Page 28 of 33

V. Appendix
This Appendix briefly describes: (A) special pricing rules applicable to Medicaid and
some other federal programs, and (B) the roles physicians, large employers, and health
plans have in the pharmaceutical supply chain.
A.

Special Pricing Rules Applicable to Federal Programs

Several federal programs that are significant purchasers of prescription drugs have
special rules for pricing.
Medicaid
Federal rules require that states pay for brand name prescription drugs based on
the lower of (1) the estimated acquisition cost (EAC) of a drug (the method most
states use); or (2) the usual or customary charge to the public. Most Medicaid
programs use a drug’s AWP to calculate the EAC, generally AWP minus some
percentage. An additional limit, known as the Federal Upper Limit (FUL),
applies to the purchase of generic drugs. Manufacturers who want to have their
drugs covered by Medicaid also must provide rebates to state Medicaid programs.
For brand name drugs, the basic rebate is the larger of (1) 15.1% of the AMP (the
average price paid to manufacturers by wholesalers for drugs distributed to retail
pharmacies; the AMP is usually lower than the AWP); or (2) the difference
between the AMP and the lowest price the manufacturer offers to most other
purchasers. An additional rebate is required if the price of brand name drugs rises
faster than the change in Consumer Price Index. Rebates for generic drugs are
calculated by multiplying the AMP by 11%.
Department of Veterans Affairs, Department of Defense, Public Health
Service, Coast Guard
The Department of Veterans Affairs (VA) administers a program known as the
Federal Supply Schedule (FSS), through which the VA and certain other
government agencies can purchase prescription drugs at prices that are equal to or
lower than the prices that drug manufacturers charge their “most-favored” private
customers. In addition, manufacturers must sell brand-name drugs to these
agencies at a minimum of 24% off the AMP (known as the federal ceiling price).
Section 340B Drug Pricing Program
Section 340B of the Public Health Service Act requires drug manufacturers, as a
condition of having their drugs covered by Medicaid, to provide prescription
drugs to certain nonfederal entities (public and disproportionate share hospitals,
community health centers, certain grantees of Federal agencies, and health centers
that serve migrant, homeless, public housing, and Native American populations)
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at prices that are equal to or below the AMP reduced by the applicable Medicaid
rebate percentage.
B.

The Role of Physicians, Employers and Health Plans in Supply Chain
Physicians
Physicians play an important role in the pharmaceutical supply chain. They are
the first to interact with the consumer (i.e., patient), the end-user in the supply
chain. Doctors typically diagnose a patient’s illnesses and prescribe a medication.
The physician is also responsible for ensuring the appropriate quantity and dosage
of the prescribed medication. If the prescribed drug is not covered under the
patient’s health plan, the physician may have to submit additional information
substantiating the necessity of the specific medication for the treatment of the
injury or illness. This is called “prior authorization.” Once a drug is prescribed,
patients typically fill prescriptions at their local retail pharmacies. In some cases,
the physician may administer the drug in their office (e.g., chemotherapy).
Historically, patient compliance with whatever treatment the doctor ordered was
assumed as part of the physician-patient relationship; increasingly, however,
patients are becoming more proactive in their interaction with physicians,
particularly in the area of prescription drug treatment decisions. Greater access to
health information (fueled, in part, by widespread use of the Internet), the
loosening of “direct-to-consumer” (DTC) advertising restrictions on drug
manufacturers, and a general increase in the public’s awareness of health care
issues have helped transform many once-passive patients into inquiring and
demanding consumers.27 This trend has affected physician choices of specific
medications prescribed and the modes of delivery used, and it has increased the
complexity of the information transmitted to physicians and consumers. Now
more than ever, physicians and patients/consumers play a large role in driving the
market demand for pharmaceuticals.
Large Employers
Large employers that self insure their employees for health benefits generally
negotiate contracts with PBMs (and sometimes with specialty pharmacy
companies as well) to provide pharmaceutical coverage to employees. Employers
exercise control over the supply chain through the contracts they set with PBMs.
The contracts govern the prices of pharmaceuticals paid by the employer, the cost
sharing to the insured population, the type of formularies that will be applied, the
network standard for pharmacies, and what types of drug utilization review will
be applied. Employers pay PBMs either on an administrative services basis, or by

27

Health Affairs, March/April 2000.
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allowing the PBMs to retain a portion of manufacturer rebates. Employers retain
audit rights to exercise oversight of PBM operations.
Health Plans
Health plans employ the use of a range of strategies to manage prescription drug
benefits, most of which involve the use of a PBM or PBM-like strategies. There
are a few remaining plans that compensate pharmacies on a fee-for-service basis,
but plans are using this method less frequently, as it does not allow for use of
cost-containment strategies to lower prescription drug costs. More commonly,
plans do one of the following: (1) outsource management to an external PBM, (2)
operate their own PBM, or (3) outsource claims administration only. Notable
exceptions include certain group models, such as that of Kaiser Permanente,
which has maintained control of pharmaceutical procurement. Kaiser streamlines
the distribution process by purchasing pharmaceuticals from manufacturers and
dispensing the medications to consumers at on-site pharmacies.
Regardless of the strategy used, health plans often influence the cost-containment
strategies utilized by PBMs. For example, managed care organizations may
negotiate a more restrictive formulary or more competitive pharmacy networks.
Managed care companies a greater ability to enforce formulary compliance and to
drive consumers to a smaller number of pharmacies.
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VI. Key Acronyms and Glossary of Key Terms
AMP – Average Manufacturer Price
ASP – Average Sales Price
AWP – Average Wholesale Price
EAC – Estimated Acquisition Cost
MAC – Maximum Allowable Cost
PBM – Pharmacy Benefit Manager
WAC – Wholesaler Acquisition Cost
Average Manufacturer Price (AMP) – The average price paid to a manufacturer by
wholesalers for drugs distributed to retail pharmacies. AMP was a benchmark created by
Congress in 1990 in calculating Medicaid rebates and is not publicly available.
Average Sales Price (ASP) – The weighted average of all non-Federal sales to
wholesalers net of chargebacks, discounts, rebates, and other benefits tied to the purchase
of the drug product, whether it is paid to the wholesaler or the retailer. The basis for
reimbursement for products covered under Medicare Part B changed under the Medicare
Modernization Act of 2003 from AWP to ASP.
Average Wholesale Price (AWP) – A national average of list prices charged by
wholesalers to pharmacies. AWP is sometimes referred to as a "sticker price" because it
is not the actual price that larger purchasers normally pay.
Estimated Acquisition Cost (EAC) – EAC is a state Medicaid Agency’s best estimate
of the price generally paid by pharmacies for a particular drug
Maximum Allowable Cost (MAC) – MAC is a cap set by payers on reimbursement for
certain generic and multi-source brand products. States and private payers with MAC
programs typically publish lists of selected generic and multi-source brand drugs along
with the maximum price at which the program will reimburse for those drugs. In general,
pharmacies will receive payment no higher than the MAC price when billing for drugs on
a MAC list.
Medicaid Best Price – The lowest price paid to a manufacturer for a brand name drug,
taking into account rebates, chargebacks, discounts, or other pricing adjustments,
excluding nominal prices. Best price is a variable used in the Medicaid rebate statute to
calculate manufacturer rebates owed to State Medicaid agencies. Prices charged to
certain governmental purchasers are statutorily excluded from best price including prices
charged to the Veterans Administration, Department of Defense, Indian tribes, the
Federal Supply Schedule, State Pharmaceutical Assistance Programs, Medicaid, Public
Health Service “340B” entities, and Medicare Part D prescription drug plans (starting in
2006). Best price data are reported by manufacturers to CMS, but are not publicly
available.
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Reference Pricing – System of fixed reimbursement for pharmaceuticals, in which the
government or other third party payers establish a level at which they are willing to
reimburse “interchangeable” products. Manufacturers may charge above the reference
price, but patients must pay the excess cost.
Wholesale Acquisition Cost (WAC) – The price paid by a wholesaler for drugs
purchased from the wholesaler's supplier, typically the manufacturer of the drug.
Publicly disclosed or listed WAC amounts may not reflect all available discounts.
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