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August 22, 2007

Federal Trade Commission
Office of the Secretary

Room H-135 (Annex

600 Pennsylvania Avenus, M.W.
Washington, D.C. 20580

Re:  Authorized Generic Drug Study: FTC Project No. P062105
Dear Secretary Clark:

The Generic Pharmaceutical Association (“GPhA”)! submits these comments on the
FTC’s prepeead study of authorized generics (Froject No. P062105 (“the Study”)). We
cormmiend the FTC’s decision to issue the Study and suggest specific refinements to
enable the Study to clarify the competitive impact of authorized generics. As the
Commission noted in its request for comments, the Hatch-Waxman Act is intended to
encourage generic entry as soon as is warranted. As the chief antirust enforcer in the
pharmaceutical market, the FTC is readily aware that the vibrant presence of generic
drugs Ieads to enhanced competltlon and lower prlces
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The p;qp sfed. Study js-a_stgp.ansthe: nght dlrectlon. "B it the: Slud,y, 35 proposed will
gather a limited. range of. mfonnatlon that is unhkely to fully illuminate the long-term
conee,quences of. authon,zed genen&s, .especially - when. combined with the other
antlgompetltwe prac‘qceﬁ 1p which brand-name. manufacturers engage. - The study: foguses
pnmanly on, prlcmg ata whi ‘t.:.:best—ran provide a snapbhot of the immediate
impact of these practlces But because authorized generics are a re]atlvely recent
practice, limited pricing data will not be entirely informative. To overcome these
limitations we suggest that the Commission should institute hearings as a supplement to
its proposed analysis. Such hearings could be used to query the real incentives and
rationales by which brand-name manufacturers and generic manufacturers operate. It
could . also. bring together- mdustrycj and. economlc experts fo. provxde more detailed
guldance ()nly whm the FTC gatherc thls information will 2 full pzcture of the impact of
aud”oz’wed generlcs mn fhe ﬂharmaceu j?l market become clear. .

[

v 'The IENETIC P‘ﬁawnareut'cal AQSt 1.,13‘ ‘o ( ' ( vPhA) represents 98% r‘f ,'ze STIC | factorers,, whose -
products are cispensed for the m'uonty of prescriptions in the United States. GPhA is committed to
ploeu(‘fflg safe, low-cest prac uecis; me eﬁbﬁ“ ')I JP&A members savs consume:s billions of dollars every
year.-
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The Proposed Study is Important and Timely

GPhA commends the FTC for taking initiative on this important issue. The Study will be
crucial to a proper understanding of authorized generics, and is a prudent use of the
Commission’s resources. This Study no less crucial than the FTC’s earlier efforts on the
-~ generic drug front, such as the 2002 FTC study of generic pharmaceuticals that led to a
broad and nuanced perspective at a critical time in the industry. As the Commission is
aware from those previous efforis, brand name pharmaceutical manufacturers frequently
act strategically to delay the ertry of lower priced-generic drugs. The opportunities for
sucn conduct are abundant given the web of regulatory cenditions that brand-name
manufacturers have a hand in gaming. ‘

As the FTC and others have documented, the competition that generic drugs bring to the
- market, and the consequent savings that they offer to consumers, ‘are substantial. Generic
pharmaceuticals currently save consumers over $10 billicn annually: the average price of
generic prescription drug was $28.71, compared to $65.54 for the branded version.’
Generic drugs zccount for over 55% of all prescriptions, yet they less than 10% of drug
all exvenditures. Wiih an estimated $78 billion in sales are expected to go off-patent in
the next {hree years,’ the potential fiture savings from generics can have a significant
imnact on cur nation’s health care costs. Given the critical nature of both competitive
markets and affordablz healthcare, the FTC should be applauded for engaging iz this
essential and timely study of z vractice that harms pharmacevticai consumers.

Backgrourd or Authcrized Generics

In order to rzward gereric firms for the risky and ccstly ccrnduc: of challenging or
attempting to irivert arouind brand-name firm patents, Congresz provicded for a 180-day
exclusivity period. That peried has played a critical role in the cevelopment of the
generic drug indusiv. Patent challenges and creating noninfringing drugs is an
expensive and time-consuming process. With the potential for that short period of
exclusivity generic firms are spurred to attempt to open markets for vital drugs. The vast
majority of potential profits for a generic drug manufacturer are from that 180-day
exclusivity period. As FTC and other economic studies have demonstrated once that
period expires price quickly is competed down to cost.

The 180-day exclusivity provision provides the first generic company to challenge a
brand patent with statutory protection frors generic competition. By providing this
exclusivity, Congress gave generic dmg manufaciurers the incentive that they needed to
expend the significani resources necessary to challenge or design or invent around
suspect patents that otharwiss migh' go unchallenged and to pave the way for evertual
full generic competition.

‘1d.

? Generic Pharmacsuiical Association, Statisiics,

hitp://www.gphaoniine.org/Conient/Navigati-nl fenw/AboutGenerica/Statistios/Stetistics. tm {Accessad
May 18, 2006).
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Consumers have saved billions of dollars through the willingness of generic firms to
challenge patents or develop noninfringing drugs. To provide just one example, several
years ago Barr crallenged Lilly’s patent on the brand-name drug Prozac. Their success
in the litigation expedited the marketing of a generic version of Prozac by two and a half
years and saved consumers over $2.5 billion. The FTC’s own generic dmg study found
that generic patent chalienges succeeded in 73 percent of cases, resulting in substantial
consumer savings.” '

As the FTC has ¢ocumented through iis generic drug study and countless enforcement
actions, brand name firms frequentiy act strategically to manipulate the regulatory system
or engage in other anticompetitive conduct to delay generic entry. Brand name
companies recognize that the 180-day exclusivity period is the only incentive that
Congress created to encourage prompt patent challenges, and thus earlier generic market
entry. Thus, in the past 2 or 3 years brand name companies have entered into alliances
with generic manufacturers to licease so-called “autherized generics” at the onset of this
180-day exclusivity period.

pE

The proponents of 2*licrized generics maay suggest that ey are another aggressive rival
in the market. Netoinz could ve frrtker from the truth. Autheiized generic licensing
agreements gzncraiiy provide inat the “generic” product not be marketed vatil after a
generic product has oeen approved. This is not surprising, since to do zo earlier would
only diminish the profiis received by the brand company by allewing a lower-priced
generic to compete with the brand name product. Instead, sntry by the authorized generic
only occurs if the bran¢-name firm faces the threat of a iegitimaie gersric entry, with the
- authorized generic’s sole purpose to undercut and devalue legitimate generic eniry. The
sale of authorized generics during the generic exclusivity period reduces ‘he value of the
180-day exclusivity and, consequensly, reduces the incentive for gereric drug companies
to challenge questionable paterits.

Authorized generics are also :nconsistent with another fundamental goal of the Hatch-
Waxman Act: facilitating timely and affordable consumer access to pharmaceuticals sold
under questionable brand-name patents. By authorizing a particular generic to compete in
- the post-patent 180-day ANDA period, the brand-name firms are intentionally
diminishing the incentive of any generic to engage in litigation. The result will be that
more brand-name patents will go unchallenged (because the value of the diluted
exclusivity makes patent challenges less cost-effective), generic competition wili be
diminished, and consumers will be denied lower-cost generic drugs.

We strongly concur with the need for the FTC study. But for the study te truly inform
Congress and regulators we suggest three important changes. The study should focus on
both qualitative and quantitative data; the FTC should consider the broad range of
ongoing anticompetitive conduct in its study; and the FTC should hold hearings to fully
address the subject. '

“ See Federal Trade Commission, “Generic Drug Entry Prior to Patent Expiration” (July 2002), at 16.
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Data Coiiection Must Include Both Quantitative and Qualitative Data

When the FTC collects data for this study, it must consider that differert types of data
will be useful for different analytical purposes. The Study as proposed wiil collect a
modest range of quantitative data from drug manufacturers focusing almost entirely on
pricing data. Pricing data can provide some information about the immediate effects of
the practices, but it by no means will tell the whole story. Quantitative data will be most
useful in determining the short-term effects of authorized generics on generic drug prices.
But because authorized generics are a recent strategic practice, quantitative data will not
accurately present the long-term consequences of these practices. Moreover, pricing data
will not provide nseful infermation on the tmpact of autherized generics on future entry
decisions.

Generic pharmaceutical companies interested in Paragraph IV filings evaluate the
profitability of ‘entering the razzket with z 180-day exclusivity period in determining
whether the ANDA process is worth their while. The dscision to bring a generic to
markst is typicallr & three-ic-seven year proposition, so the current landscape for
zuthorized generics reflects entry decisions made well before the authorized generic
agreements became so prevalent (circa 2003). Thus, the short-term quantitative datza that
the Study proposes collecting will be helpful, but wiil not present a compleie picture of
the true incentives and/or barriers that a generic entrant will consider. The short-term
quantitative snapshot will not account for this delayed lead-up time, or for tne fact that
the current siate of the market reflects generic. firms’ entry decisione made without
knowledge of authorized generics.

Qualitative measures are necesszry becanse likely presence =f authorized generics will
reduce the entrant’s perceived profitability duriag the 180-day exclusivity period at the
time that they must commit to ertering. If the practice continues, a generic entrant in
2006 will consider it less profitable to enter the market sometime in 2009 tc 2€12, and
the reduced profitability will reduce its overall incentive to enter ths market at a’l. At the
margin, this wili forcz some generics to conclude thai—beczusz cf the presence of
authorized generics—it is not worthwhile to enter the market. This will lead to less
competition and harm consumers. Of course this rational-decision-maker analysis cannot
readily be quantified.” Therefore, evidence regarding the decision-making process is
necessary to develop a complete understanding of how the authorized generic practice
will impact the market—and thersfore consurers—in the long term.

3 The FTC study does request certain stzdies and other internal documerts about ge=ezic entry. This
request is appropriate but the type of information available may be very limitec.
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Autheorized Gerzrics Must Be Analyzed as one of Several Tools msed to Delay
Gereric Entry

As is always the case ai the intersection of inteliectual property and antitrust, there is a
delicate balance to be struck in order to fully incentivize innovation and competition. As
the Commission is aware, the Hatch-Waxman Act provides generics with the incentive to
enter the market by granting them a 180-day exclusivity period. The period provides
enhanced revenue to compeasate generics for patent challenges,® innovating non-
infringing alternatives, and navigating the Paragraph IV morass. A mechanical
evaluation that cueries only the raw number of ANDA epplicants, cr short-term effects
on price, will not adequately illustrate the poteniial long-term effects on the market,
especially considsring that the authorized generics exist in a market with a rich history of
. anticompetitive behavior.

As the FTC is aware, brancded vpharmaceutical companics frecuenily engags in
anticompetitive conduct to delay generic entry. AuthorizeZ geaerics are only the latest of
several stratsgizs nsed by tranded compernies to purish, delay, or hinder generic entry.
For =xarap’e, draried prarracewice.s continue to “product hop,” shifting demand from
drugs with questicnatis or nearlv exgived patents to practically identical drugs with new
patents.” The deciaratory judgreent zystem has thus far failed to provide zn aiternative to
drawn-out litigation battles. The FTC’s own brief in the Teva v. Pfizer cese (03-cv-
10167) provides an excellent analysis of how the declaretciy juigment system has been
misused by the branded pharmaceuticals in order to acvance tasir own interests.® These
same companies have also abused the citizen petition system ir. an adempt to create
roadblocks to the timely approval of generic drugs.

Each of these practices, like authorized generics serve a very irnpor:ant goal of the brand
name firras—to manipulate the regulatory system, raise roadblocks and increase
uncertainiy about the ability of generic firms to enter. None of these practices are
efficiency-enhancing. Each is intended to dampen the incentive and ability of generic
firms to challenge patents or deveicp noninfringing drags. Each practice clouds-the
ability to enter by creating uncertainty about likely potential for the market. With the
added uncertainty it is not surprising, as FTC Commissioner Liebowitz has observed that
authorized generics may have led to an increase in the settlement >f patent litigation.

Any analysis of the impact of anthorized generics on the incentivs and ability of generic
firms to compete must look at this full range of anticompstitive practices. Thus, we
suggest that the FTC expand its study to include decisions by brand name firms tc engage

§ Patent litigation is extremely expensive and time-consuming. Cases may take a decade or longer to
complete and cost millions of doilars.
7 - .

Cite Tricor case
82005 “Brief of Amicus Curiae Feceral Trade Commission Supporting Appellant’s Combined Petition for
Rehearing and Rehearing En Banc™: Teva Pharmaceuticals USA, Inc. v. Pfizer, Inc., 04-1186 (Fed. Cir.)
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in product zopping and the fiiing of citizens petitions. In this fashion the FTC can inform
Congress as it did in the 2002 Study of the full range of practices and how they impact
- generic entry.

The FTC Should Held Hearings on Authorized Generies

In order to develop a complete picture of the long-term market effects cf authorized
generics, the FTC should hold hearinigs on the subject. The FTC should inquire about:

o the role of the 180-day exclusiviiy period in a generic firm’s cost-benefit analysis;

~ o how generic pharmaceutical -companies plan to deal with their reduced profits
when they forezee an anthorized generic on: the horizon;

e how best to ersure oven coimpetiticn wiiie epcouraging innovation.

As is described ahove, the answers to these questions canno: te provided through
quantitaiive data. In addition, a request for documents to assess the decision-making
rrocess will not provide a sufficient basis for a rigorous study as these are issues not
aiways reliably documented. Hearings wili therefore provide a broader base for a careful
analysis of the incertives that influence this market.

The FTC hes effectively used hearings in several settings to illuminate both the short and
long-term effecic of different competitive practices. For example, the 2602 FTC/DOJ
Hearings on the Intersection of Inteilectual Property and Antitrust Law addressed many
complex issues including standard setting, patent pools, and licensing. By bringing
together business persons, industry experts, lawyers and economists the hearings wers
able to illuminate the type of qualitative and long-term competition issues the FTC
snould address in this study. The FTC hearings on Health Care Competition took a
similar approach. We believe hearings may provide the most effective forum to gather
the full range of information on these and other anticompetitive practices.

Protecting generic entry is critical to controlling health care costs in America. The
proposed study of authorized generics has the potential to examine an important issue in
this delicaiely balanced market. GPhA appreciates the opportunity to comment, and
looks forward to working with the FTC ir: this matter.

‘Sincergly,

Kaghleen Jaeger
esident & CEO

Generic Pharmacentical Association






