Authorized Generics:
Consumer Friend or Foe?

By Michelle H. Seagull’
I. INTRODUCTION

The Drug Price Competition and Patent Term

“Restoration “Act 6f 1984"" (the “Hatcli-Waxingd

Act” or “Act”) aims to “strike a balance between
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
. lF?-
copies of those drugs to market.

The Hatch-Waxman Act's efforts to promote
these two competing goals has resulted in
unintended consequences—many of which force
courts and regulators to confront conduct that is
at the intersection of antitrust and intellectual
property law. One such example is the growing
prevalence of “authorized generics.”

Under the Hatch-Waxman Act, the first generic
firm that challenges the brand-firm’s patent is
rewarded with a 180-day period of marketing
exclusivity as against other generic products.3
Today, brand firms are increasingly authorizing
a generic version of the branded product to be
marketed at the beginning of, or just prior to,
that 180-day period.4 By doing this, “the
pioneer drug maker prevents [the first generic
firm] from winning all of the customers whao
want to switch from the branded drug to a
cheaper generic form.™ Whether this ultimately
helps or harms consumers, however, is an open
question.

In the short-run, authorized generics arguably
benefit consumers by providing greater
competition during the 180-day period of
generic market exclusivity—there are two
generic products instead of one. In the long-run,
however, authorized generics have the potential
to harm consumers because the incentive for
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generic firms to challenge patents covering
brand products is arguably reduced. Thus, the
increased marketing of authorized generics
raises three important issues. One, do
consumers benefit during the 180-day
exclusivity period when there is an additional
generic product on the market? Twa, if so, do
authorized generics sufficiently devalue the

benefit of the 180-day exclusivity period to lead

to long-term consumer harm? And, three, if
authorized generics have short-term benefits, but
long-term costs, do the benefits outweigh the
costs?

The pharmaceuntical industry is a multi-billien
dollar business that impacts almost every
consumer at some point in his or her life.?
Properly answering these questions and, if
appropriate, amending the Hatch-Waxman Act
to address authorized generics is, therefore, a
worthy goal. To better understand the impact of
authorized generics, the Federal Trade
Commission (“FTC” or “Commission™) is
conducting a comprehensive industry-wide
study.7

This article discusses some of the conflicting
research on the impact of authorized generics,
legislative proposals that have been considered
by Congress and the status of the FTC study.

II. BACKGROUND
A, The Hatch-Waxman Act

Before a pharmaceutical drug can come to
market, it must be approved by the Food and
Drug Administration (“FDA™). FDA ordinarily
approves a brand drug pursuant to 8 New Drug
Application (“"NDA”). Obtaining approval of a
brand drug can be a time consuming and
expensive process because the brand firm must
demonsirate, through a series of clinical trials,
that its product is safe and efficacious.® The
average new drug that obtained FDA approval in
the 1990s has been estimated to have cost the
producer more than $800 million.” The costs
involved included development, clinical and
other testing plus the expense associated with
products that were ultimately unsuccessful.'
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And, “the clinical trial process took upwards of
8 years.""!

Prior to the passage of the Hatch-Waxman Act
in 1984, generic firms were required to
undertake a similar NDA approval process.'
The Haich-Waxman Act sought to encourage
generic entry by, among other things,

. sunphfymg the geneﬁc approval prOCESS.' Under

the Hatch-Waxman Act, the FDA may approve a
generic product pursuant to an Abbreviated New
Drug Application (“ANDA”).” An ANDA
applicant does not need to undertake the same
safety and efficacy studies as the NDA
applicant. Rather, the ANDA applicant need
only demonstrate that its product is
bicequivalent to the brand product and that it
satisfies other safety criteria such as sufficient
shelf stability. "

In addition to simplifying the process for
obtaining generic approval, the Hatch-Waxman
Act sought to encourage early generic entry by
rewarding the first generic firm that challenges
or designs around patents covering the brand
firm's product. At the same time, however, the
Act sought to increase the protections for brand
firms. To accomplish these goals, Congress
created an intricate process.

First, the brand firm must list in the FDA's
“Orange Book”" the “patent number and the
expiration date of any patent which claims the
drug for which the applicant submitted the
application or which claims a method of using
such drug and with respect to which a claim of
patent infringement could reasonably be asserted
if a person not licensed by the owner engaged in
the manufacture, use, or sale of the drug.”'® To
protect the patent rights of the brand company,
the Act requires that each generic firm include
with its ANDA a certification as to each listed
patent. There are four certifications available to
the generic firm: (i) no patents cover the brand
product, (ii) the relevant patent(s) have expired;
(iii) the relevant patent(s) will have expired
before the generic product is marketed; or (iv)
the patent(s) covering the brand product are
invalid or will not be infringed."”

The last certification, typically referred to as a
“Paragraph IV certification,” is essential for
understanding the controversy surrounding
authorized generics. A generic firm making a
Paragraph IV certification is indicating that it
believes its product can lawfully enter the
market prior to the expiration of the brand firm’s
patent(s).

The filing of a Paragraph IV certification
constitutes an act of infringement and, as such,
permits the NDA holder to immediately file suit
for patent infringement," Moreover, the Hatch-
Waxman Act encourages the brand firm to file
such a suit expeditiously. Specifically, if the
NDA holder files a patent suit against the
ANDA applicant within 45 days of being
notified of the Paragraph IV filing, approval of
the ANDA is automatically stayed for 30 monihs
unless, before that time, a court holds that the
patent is invalid or not infringed."

Because the 30-month stay is triggered
automatically, the NDA holder does not have to
meet the criteria, such as irreparable harm or
likelihood of success on the merits, that would
ordinarily be required of a firm seeking a
preliminary injunction.  Thus, there is a
sipnificant incentive for the brand finm to fle
suit within the 45-day window provided by the
Act,

The result is that a generic firm that makes a
Paragraph IV certification opens itself up to a
high risk of patent litigation. To encourage
generic firms to take this risk, and thereby
potentially enter the market prior to patent
expiration, a 180-day period of marketing
exclusivity is awarded to the first ANDA
applicant to make a Paragraph IV certification
(the “first-filer”).*® This incentive has served its
purpose; for many products, particularly heavily
prescribed drugs, generic firms race to become
the first-filer. Moreover, since the passage of
the Hatch-Waxman Act, generic's share of
prescriptions increased from 19% in 1984 to
63% in 2006.*'

This incentive, however, is designed in a way
that makes it possible for the brand firm to sell
its own generic product during the 180-day
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exclusivity period. Specifically, the Act
provides that no other ANDA may be approved
until the 180-day exclusivity period expires.”
Thus, the exclusivity period prevents the
marketing of other ANDA products, not
products sold pursuant to the NDA® As a
result, the brand firm can either sell a generic
version of its NDA product or license a third-

“party” to do so” duringthe " 180-day exelusivity

period. A pgeneric drug sold under the brand
firm’s NDA is commonly referred to as an
“authorized generic.”

B. The Increased Marketing of
Autihorized Generics

Offering an authorized generic can provide
several benefits to the brand-firm, One, it
enables the brand-firm to recoup some of the
sales that would be lost to the generic product
once generic competition began®' Two, by
entering early as a generic, the brand firm is at
an advantage when true generic competition
begins because some studies have contended
that “generic drug markets are characterized by
substantial first mover advantage.”” Third, and
most troubling to critics of the practice, by
consistently marketing an authorized generic at
the beginning of the 180-day exclusivity period,
brand firms may dilute the incentive of generic
firms to make Paragraph IV filings and to
aggressively litigate the follow-on patent
lawsuit.”®

Given the benefits to the brand firm of selling an
authorized generic, it is not surprising that, as
FTC observed in its Notice, “[i]n recent years
and with increasing frequency, brand-name drug
manufacturers have begun to market authorized
generic drugs at precisely the same time that a
paragraph IV generic is beginning its period of
180-day marketing exchusivity.”*’

The increased marketing of authorized generics
during the 180-day exclusivity period has raised
concerns in Congress and at the FTC. For
example, Representative Waxman, one of the
authors of the Hatch-Waxman Act, has stated:
“Of course, the practice of using authorized
generics substantially reduces the value of the
180-day exclusivity to the generic drug

manufacturer who challenged the patent. The
practice raises the serious possibility that generic
drug manuvfacturers may stop challenging
patenis—at least in the substantial numbers they
have up until now.””® FTC Commissioner
Leibowitz has similarly suggested that
“[a]lthough there are likely to be short-term
benefits to consumers from an authorized

generic, the  growth of the practice genérally

seems designed to send a signal (and a
distubing one) to [the generic] industry—
something along the lines of, ‘If you thought yon
were going to make big profits like you used to,
you should forget about it.”"*

Generic  pharmaceutical  products  confer
significant benefits to consumers, and the Hatch-
Waxman Act has played an important role in
hastening the introduction of these drugs.®
Because authorized generics have both pro- and
anti-competitive potential, a comprehensive
study, such as the one FTC is conducting, has
the potential to be a valuable tool for Congress
as it considers whether and how to amend the
Hatch-Waxman Act.

III. ANALYSIS OF THE IMPACT OF
AUTHORIZED GENERICS ON
CONSUMERS

There is a general belief that authorized generics
likely benefit consumers during the 180-day
exclusivity period, but potentially deter generic
eniry more generally, thereby harming
consumers in the long-run. The research on this
topic, however, is conflicting. Furthermore,
studies that have been done to date lack the full
range of data necessary to balance the benefits
and costs of authorized generics to conclusively
determine if consumers come out ahead at the
end of the day®' Two studies that illustrate
these limitations are ones commissioned by
PhRMA, the brand-firm trade association, and
GPhA, the generic-firm trade association.

Not surprisingly, these studies, although using
the same data sets, reached very different
conclusions. The PhRMA study found that the
benefits to consumers from authorized generic
entry during the 180-day exclusivity period are
significant and that, in markets with fewer than 6
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generic products, some of the benefits of an
authorized generic persist beyond the exclusivity
period.* Conversely, the GPhA study
concluded that the shori-term benefits are
illusory whereas the potential for long-term
harm is significant.” Neither study engaged in
the sort of balancing that would be necessary if
authorized generics have both benefits and

- harms. Rather, they found the existence of one

and the absence of the other.
A. PhiRMA Study

The objective of the PhRMA study was to
analyze the impact of authorized generics “on
short and long-term generic pricing” and, if
there were any pricing impacts, whether they
“have led to a financial benefit for patients.”™
Significantly, the study did not even consider the
impact of authorized generics on the incentives
of generic firms to race to be the first-filer of a
Paragraph IV certification.

With regard to short-term pricing, the PhRMA
study found a significant discount off outlet-
level” brand prices in markets with an
authorized generic as compared to markets
without an authorized peneric. In menth 1, in
markets with an authorized generic, the study
found an average discount off brand price of
36.9%. The discount in month 6 averaged
41.2%. And, the six-month average was
38.8%.> By comparison, in markets without an
authorized generic, the discount in menth 1
averaged 22.8%, the discount in month 6
averaged 23.4%, and the six-month average was
23.0%.*” Based on this, the authors concluded
that “the presence of an anthorized generic led to
generic discounts that were 15.8 percentage
points lower on average . . . than the average for
comparable examples in which there was no
authorized generic.”*®

Next, the authors considered whether the
presence of an authorized generic resulted in any
savings to the healthcare system, To make this
assessmient, they looked to the: (i) “number of
generic units sold;”™ (ii) “brand unit average
price;” (iii) “outlet price differential;” and (iv)
“generic unit price differential duve to the
presence  of an  authorized generic.™

Considering these variables, the authors found
that the savings during the six month exclusivity
period totaled $212.8 million across the nine
cases studies that were used for the analysis.*®

Locking to the long-term impact, the authors
found that, in markets with 2-5 generics, the
greater discount associated with an authorized

- generic persisted beyond the exclusivity period.

The long-term benefits, however, disappeared
in markets with 6 or more generics.!

Although the PhRMA study did not assess the
impact of authorized generics on the incentives
of generic firms to make Paragraph IV filings, a
later study, also finded by PhRMA, did.*

Specifically, the authors in this later study
considered whether the increased marketing of
authorized pgenerics during the 180-day
exclusivity period had resulted in either: (i)
fewer drugs facing a Paragraph IV certified
generic; or (ii) delayed generic entry because the
first filer’s submission was made at a later date
than would have occurred had the generic firm
not anticipated an authorized generic.”

As to the first point, the authors considered
whether there was a reduction in the number of
drugs facing a Paragraph IV certification over
time, concluding that there was not a downward
trend. Rather, based on FDA data “the number
of distinct drugs facing their first paragraph IV
certification increased from 41 in 2004 to 48 in
2005."* In contrast, the number of dmgs for
which a Paragraph IV filing could be made
decreased slightly, from 268 in 2004 to 263 in
2005.%

With regard to the second possibility—delayed
generic entry—the authors again found an
absence of harm. To test whether generic entry
was delayed, the authors looked to the number
of firms filing a Paragraph IV certification
within six months of the first filer. They found
that the number of such subsequent Paragraph
IV filers increased from an average of
approximately one and a haif to almost two.*®
From this they concluded that “for many drugs
experiencing paragraph IV certifications there is
not just ome, but there are multiple generic
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manufacturers ready to challenge that drug’s
patents in a timely manner,”’

In addition, the authors attempted to quantify
more directly whether the first-filer’s Paragraph
IV certification was later than it may have been
absent an expected authorized generic, Again,
they found no delay. First, the authors explained

that four years following new chémical entity

{“NCE”) approval is the earliest that a Paragraph
IV filing could be made. They then looked to
the number of drugs facing a Paragraph IV
certification within 6 years following NCE
approval and observed that the number had
“increased substantially in recent years.™*
Thus, they concluded that “not only are more
drugs facing paragraph TV certifications in
recent years, but they are facing paragraph IV
certifications at a very early stage."”

Ultimately, the authors concluded that
consumers benefit from authorized generics
because generic drugs are sold at a greater
discount during the 180-day exclusivity period
and there is no long-term impact either in terms
of a meaningful reduction in generic entry or
delayed generic entry. Because the authors
found that consumers benefited in the short-run
and were not harmed in the long-run, there was
no need for them to engage in a balancing of
benefits and harms.

B. GPhA Study

In response to the PhRMA study, GPhA
conducted a study of the impact of authorized
generics on consumers using the same data as
the PhRMA study. It reached the exact opposite
conclusion, finding that authorized generics do
not benefit consumers in the short-run, but have
the jpootential to harm consumers in the long-
run,

To explain the different results between the
studies, the GPhA study offered several critiques
of the PhRMA study. First, the PhRMA study’s
conclusion that authorized generics lead to
greater discounts off the brand price was based
on a comparison of markets with an authorized
generic and markets where no authorized
generic entered. The GPhA study observed that

the entry of an authorized generic was not a
random event, Thus, the differences in pricing
in markets with and without an authorized
generic could be correlated with other market
attributes and did not necessarily stem from the
entry of the authorized generic. For example the
two markets could differ in terms of “sales
volume, oumber of anticipated entrants, [and]

" potential for licensing. ™' Also, the GPhA study

noted that the sample authorized generic markets
in the PhRMA study were later than the sample
of markets without authorized generics. *

Second, the GPhA study crificized the PhRMA
study’s use of wholesale prices rather than retail
prices since retail prices are indicative of what
consumers are actually paying.”

Finally, the GPhA study observed that brand
prices tended to increase more in markets with
an authorized generic, Hence the apparenily
greater generic discount between brand price
and generic price in markets with an authorized
generic could be the result of higher brand prices
and not lower generic prices.™

Using the same data set as the PRRMA study,
the GPhA study found only a 5% greater
discount in markets with an authorized generic
as compared to those without an authorized
generic. Moreover, when the GPhA study made
adjustments to account for differences in the
significance of products (e.g. weighing more
heavily products that were commercially
important}), it found that the discounts off brand
price were within 1% in markets with an
authorized generic and markets without. Also,
the slightly higher discounts were available in
markets without the authorized generic.”

This study thus suggests that, rather than
benefiting from authorized generics during the
180-day exclusivity period, consumers could
actnally be harmed. The haom stems from the
fact that the generic products are not sold at a
meaningfully discount, if at all, in the face of an
authorized generic. But, the brand drugs are
sold at a higher price.

After concluding that consumers do not benefit
during the 180-day exclusivity period, the
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authors considered whether they could be
harmed in the long-run,

Specifically, the anthors focused on the intended
incentives of the Hatch-Waxman Act and
concluded that because authorized generics
dilute those benefits, consumer harm is likely.
“If the incentive to challenge patents and

“~develop “non-infringing ~products "is “severely”

reduced, then peneric companies will respond by
investing less in those areas . . . . This counld
easily result in delays of several months or even
longer in the arrival of generic competition.”*®
As with the PhRMA study, the GPhA study’s
results did not necessitate a balancing of benefits
and costs.

C. Congress’ Response

Due to the importance of pharmaceutical
products to consumers and the benefits derived
from pgeneric drugs, it is not surprising that
Congress has shown a willingness to refine the
Hatch-Waxman Act 50 as to maintain the Act’s
intended balance between rewarding innovation
and encouraging early peneric entry. Already,
the Act has been amended twice to address
perceived abuses of the incentive structure.”’

Because the marketing of an authorized generic
is widely perceived as a strategy that brand-
firms are employing to delay or otherwise
discourage peneric entry, it is not surprising that
Congress has weighed in on this issue as well.

One step taken by Congress is the recent
enactment of Section 6003 of the Deficit
Reduction Act of 2005. This law amends the
definition of “best price” for purposes of
Medicaid rebates so that the “best price” now
includes  prices charged for authorized
generics.”®  This legislation, which went into
effect in 2007, could result in increased
Medicaid rebates for drugs where there is an
authorized generic.”® Such a change could be
significant for brand firms because Medicaid is a
significant purchaser of pharmaceuticals and, for
many drugs, its purchases constitute the largest
percentage of sales of any single purchaser.®
Thus, it has been argued that “this change in the
law will create a powerful disincentive for

branded manufacturers to compete on price
through the use authorized generics.”"

Also, some members of Congress have proposed
legislation to further amend the Hatch-Waxman
Act to directly outlaw the marketing of an
authorized generic during the 180-day
exclusivity period. Specifically, legislation has

beer proposed to dmend the Federdl Food, Driig ™

and Cosmetic Act, to provide that “no holder of
a new drug application approved under
subsection (c) shall manufacture, market, sell, or
distribute an authorized generic drug, direct or
indirectly, or authorize any other person to
manufacture, market, sell, or distribute an
authorized generic drug”® This limitation
would not apply to an arrangement where the
authorized generic would be marketed by the
first-filer or subsequent to the termination of the
180-day exclusivity period.” Neither the Senate
nor House version of this bill has passed.

In addition to reducing the benefits of offering
an authorized generic and proposing legislation
that would outlaw them altogether, several
members of Congress have encouraged the FTC
to study the issue, “Given the importance of
generic drugs in lowering health care costs,
Senators Grassley, Leahy, and Rockefeller have
requested that the Commission conduct a study
of ‘the short term and long term effecis on
competition of the practice of ‘authorized
generics.””®

D. FTC Study

The FTC has been at the forefront in challenging
conduct that it perceives as undoing or lessening
the benefits of generic entry and has been an
advocate for legislative changes when it views
portions of the Hatch-Waxman Act as being
susceptible to abuse. For example, the FTC has
challenged patent settlements involving reverse
payments from brands to generics, prohibited the
improper listing of patents in the FDA Orange
Book, among other measures.” Because
authorized penerics have both pro-competitive
and anticompetitive potential, the FTC has taken
a cautious approach in addressing this strategy,
Specifically, the FTC has accepted the
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recommendation of the members of Congress
that requested a study of this practice.®®

The FTC study has the potential to shed further
light on the impact of authorized generics on the
pharmaceutical industry and, particularly, the
incentive structure of the Hatch-Waxman Act.
As compared to earlier studies, the FTC has the

“ability to use its compulsory process authority to =

subpoena detailed, internal financial and other
information from industry participants. The
FTC has exercised this authority; possibly
subpoenaing almost 200 pharmaceutical
companies.”’

The FTC subpoenaed brand and generic firms,
including firms that have licensed NDA
products to be marketed as authorized
generics.” The subpoenas primarily seek a
broad range of data, which will enable the
Commission to conduct an economic analysis of
the impact of authorized generics in various
pharmaceutical markets that is more thorough
than what others have been able to do with
publicly available data,*

The subpoenas also include document requests
that will provide a qualitative component to the
study. For example, the proposed subpoena to
generic drug companies seeks, among other
things, documents analyzing “AGs or the
possibility of AGs with regard to whether to file
an ANDA and/or make a paragraph III or IV
certification . . "™ This could help answer the
question of whether the incentives and behavior
of generic drug firms are negatively impacted by
the expected entry of an authorized generic. In
particular it could address the hypothesis of
some, including FTC Commissioner Leibowitz,
that “for blockbuster drugs, the pot of gold for
generics will still be large enough so that they
will fight to be first to file and first to market,
But we could very well see fewer generic
applications for smaller drugs—the ones that
won’t earn several hundred million dollars a
year in revenues,”’"

This possibility was previously addressed in a
study of the impact of authorized generics in
Canada where at least one generic firm
executive indicated that authorized penerics

“have their primary anticompetitive effect on the
decision . . . to enter a drug market.”™ The
executive went on to explain that under current
reimbursement regunlations and with authorized
generics present, “he will not bother challenging
a drug market with less than $10 million in
annual sales.””

"Also, the FTC shidy inchides a request to brand ™

firms and authorized generic drug companies for
“planning, decisional, or strategy documents , , .
that discuss the effect(s) or possible effect(s) of
the enactment of Section 6003 of the Deficit
Reduction Act of 2005, P.L. 109-171."" These
documents could provide insight into whether
Congress has already taken steps that will reduce
or eliminate authorized generics,

As a result, once complete, the FTC study will
likely serve as an important tool for the FTC in
its consumer protection role and for policy
makers considering whether further amendments
to the Hatch-Waxman Act are appropriate.

IvV. CONCLUSION

The Hatch-Waxman Act’s encouragement of
early generic entry has benefited consumers
significantly. = It has been estimated, for
example, that consumers have saved billions of
dollars due to the increased production and use
of generic drugs.ﬁ These benefits, however,
have come at the expense of brand-firms, which
lose substantial sales upon entry of a generic
product.76 It is not surprising, therefore, that
brand firms have taken steps to capture some of
the sales that otherwise would go to a generic
competitor,

Protecting brand firm profits is important as it
provides an incentive for continued innovation.
Congress, through the Hatch-Waxman Act,
recognized this competing objective and
designed the Act with the protection of brand
firm intellectual property rights as an important
goal.

Authorized pgenerics raise complex issues
regarding how to properly balance the rights of
brand firms to profit from their NDA products
without averly diluting the benefits of the 180-

e
(£
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day exclusivity pertod that is the comerstone of
the Hatch-Waxman Act’s effort to encourage
generic entry.

The studies that have been done to date have
tended to rely on incomplete data and have not
reached a consensus on the impact of authorized
generies on consumers. Because hundreds of

~billions of dollars are spent on prescription drugg

each year, FTC and Congress are appropriaiely
concerned with ensuring that a proper balance is
struck. The FTC study, which will be based on
comprehensive, internal industry data and
documents, will likely be an important resource
for policy makers as they consider how to best
treat authorized generics.
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