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GENERIC DRUG ENTRY
PRIOR TO PATENT EXPIRATION:
AN FTC STUDY

Executive Summary and Legislative Recommendations

Pharmaceutical drug products have
become increasingly important to providing
consumers with a myriad of treatments and
cures that increase life expectancy and
enhance lives. It is critical to maintain
appropriate incentives for the development
of new drug products, because the necessary
research and development is risky and
costly. Innovation in the pharmaceutical
industry, spurred in part by competitive
market forces, continues to bring enormous
benefits to Americans.

At the same time, expenditures on
pharmaceutical products continue to grow
and often outpace expenditures for other
consumer products. Pharmaceutical
expenditures concern not only consumers,
but government payers, private health plans,
and employers as well. Generic drugs offer
opportunities for significant cost savings
over brand-name drug products.

The Hatch-Waxman Amendments to
the Federal Food, Drug, and Cosmetic Act
have shaped substantially the current legal
environment governing Food and Drug
Administration (FDA) approval of generic
drug products. Hatch-Waxman established a
regulatory framework that sought to balance
incentives for continued innovation by
research-based pharmaceutical companies
and opportunities for market entry by
generic drug manufacturers. The
Amendments compensate brand-name
companies, in certain circumstances, for a
lengthy drug approval process, which can
shorten the effective life of patent protection

for drug products. The Amendments also
streamline the procedures for bringing
generic drug products to the market.

Beyond any doubt, Hatch-Waxman
has increased generic drug entry. Generic
drugs now comprise more than 47 percent of
the prescriptions filled for pharmaceutical
products — up from 19 percent in 1984, when
Hatch-Waxman was enacted.

In spite of this record of success, two
of the provisions governing generic drug
approval prior to patent expiration (the 180-
day exclusivity and the 30-month stay
provisions) are susceptible to strategies that,
in some cases, may have prevented the
availability of more generic drugs. These
provisions continue to have the potential for
abuse.

The Commission has taken antitrust
law enforcement actions against certain
brand-name and generic drug companies
whose allegedly anticompetitive agreements
took advantage of one or the other of these
provisions. Through vigorous enforcement
of the antitrust laws, the FTC has taken an
active role in ensuring that consumers
benefit from competition in the
pharmaceutical industry.

This study examines whether the
conduct that the FTC challenged represented
isolated instances or is more typical, and
whether the 180-day exclusivity and the 30-
month stay provisions of the Hatch-Waxman
Amendments are susceptible to strategies to



delay or deter consumer access to generic
alternatives to brand-name drug products.
The study focuses solely on the procedures
used to facilitate generic drug market entry
prior to expiration of the patent(s) that
protect the brand-name drug product. The
study does not address other procedures for
generic entry, and it does not address the
patent restoration features of Hatch-
Waxman.

To accomplish the study, the
Commission subpoenaed documents and
information from brand-name and generic
drug manufacturers, and examined instances
since 1992 in which generic applicants filed
an application with FDA seeking to enter the
market with a generic version of a drug
product prior to expiration of the brand-
name drug products’ patents." An increasing
number of generic applicants have sought
entry prior to patent expiration. During the
1980s, only 2 percent of generic applications
sought entry this way, but from 1998 to
2000, approximately 20 percent of the
generic applications sought entry prior to
patent expiration.

The brand-name drug products
included in the study represent some of the
largest drug products as measured by annual
sales. They include “blockbuster” drugs?
such as Capoten, Cardizem CD, Cipro,
Claritin, Lupron, Neurontin, Paxil, Pepcid,
Pravachol, Prilosec, Procardia XL, Prozac,
Vasotec, Xanax, Zantac, Zocor, Zoloft, and

! These applications are technically referred to as
Abbreviated New Drug Applications (ANDAs) containing
a paragraph IV certification.

% As used herein, “blockbuster” is defined as a
drug product that appears in the top 20 drug products (as
ranked publicly by annual gross sales) during one of the
years covered by this study.
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Zyprexa.

Based on the data obtained through
the study, we make two primary
recommendations concerning the 30-month
stay provision and the 180-day exclusivity to
mitigate the possibility of abuse that deters
more generic drugs from becoming
available.?

Recommendation 1: Permit only one
automatic 30-month stay per drug
product per ANDA to resolve
infringement disputes over patents
listed in the Orange Book prior to the
filing date of the generic applicant’s
ANDA.

The Current 30-Month Stay Provision: A
30-month stay of FDA approval of a generic
applicant’ is invoked if a brand-name
company receives notice of a generic
applicant’s paragraph IV certification and
files suit for patent infringement within 45
days of that notice. Filing of the lawsuit
stays FDA’s approval of the ANDA until the
earliest of: (1) the date the patents expire;
(2) a determination of non-infringement or
patent invalidity by a court in the patent
litigation; or (3) the expiration of 30 months
from the receipt of notice of the paragraph
IV certification.

3 The study did not provide data on whether, or
how, the suggested recommendations might affect brand-
name companies’ and generic applicant’s incentives to
enter the market with new brand-name or generic drug
products.

* For ease of discussion purposes, the term
“generic applicant” means those applicants who have filed
an ANDA containing a paragraph IV certification. See
Appendix A for a glossary of frequently used terms.



Key Facts From the Study:

To What Extent Does 30 Months
Approximate the Time Typically Required
JSor FDA Review of a Generic’s ANDA or
Jfor Resolution of the Contemplated Patent
Infringement Litigation?

Thirty months historically has
approximated the time required for FDA
review and approval of the paragraph IV
ANDAs of generic applicants that were not
sued, and for district and appellate court
resolutions of ANDA-related patent
infringement litigation. On average, the
time required for FDA review and approval
was 25 months and 15 days from the
application filing date in those cases where
generic applicants filing a paragraph IV
certification were not sued (and thus could
begin commercial marketing once they had
FDA approval). On average, the time
between the filing of a patent infringement
lawsuit and a district court decision in the
case was 25 months and 13 days. On
average, the time between the filing of a
patent infringement lawsuit and a court of
appeals decision in the case was 37 months
and 20 days.

In the future, patent infringement
litigation brought by brand-name companies
against generic applicants that have filed
ANDAs with paragraph IV certifications
may take longer to resolve. The data suggest
that cases involving multiple patents take
longer than those involving fewer patents.
As of June 1, 2002, for 6 out of the 7 cases
that have been pending for more than 30
months before a decision from a district
court, the brand-name company has alleged
infringement of 3 or more patents.
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Prior to 1998, for only 1 out of the 9
“blockbuster” drug products in which the
brand-name company sued the first generic
applicant did the brand-name company
allege infringement of 3 patents. Since
1998, for 5 of the 8 “blockbuster” drug
products where the brand-name company
filed suit against the first generic applicant,
the brand-name company alleged
infringement of 3 or more patents. Thus,
future 30-month stays may expire more
frequently before the parties obtain a
decision of a court in the patent infringement
litigation.

Has the Study Identified Any
Circumstances That Can Prevent FDA
Approval of Generic ANDAs Beyond 30
Months?

Yes. If a brand-name company lists
an additional patent in the Orange Book
after the generic applicant has filed its
ANDA, more than one 30-month stay may
be generated. The generic applicant is
required to re-certify to this later-listed
patent, and if, upon notice of the generic’s
re-certification, the brand-name company
sues within 45 days, then FDA approval of
the generic’s previously filed ANDA is
stayed for an additional 30-months from the
notice date or until a court decision in the
newly instituted patent litigation.

From 1992 through 2000, brand-
name companies have listed patents in the
Orange Book after an ANDA has been filed
for the drug product in 8 instances; 6 of
these 8 instances occurred since 1998. For
the 8 drug products, the additional delay of
FDA approval caused by the additional 30-
month stay (beyond the first 30-month stay)
ranged from 4 to 40 months. In all 4 of the




cases so far with a court decision on the
validity or infringement of a later-issued
patent, the patent has been found either
invalid or not infringed by the ANDA.

Arguments exist that the later-issued
patents, which have provided the basis for
additional 30-month stays, do not meet
FDA’s requirements for listing patents in the
Orange Book. (These arguments are
discussed in detail in Appendix H to the
Report.) Under current court rulings and
FDA procedures, however, it is very difficult
for generic applicants to test these
arguments. Recent court opinions have held
that Hatch-Waxman does not provide a
private right of action through which generic
applicants may challenge a patent listing in
the Orange Book. The FDA has stated that
it lacks the resources and the expertise to
review patents to determine whether they are
properly listed.

Reasons for the Recommendation:

One 30-month period historically has
approximated the time necessary for FDA
review and approval of the generic’s ANDA.
Thus, it does not appear that the 30-month
stay provision, as applied once to each
ANDA for patents listed in the Orange Book
prior to the ANDA’s filing date, has a
significant potential to delay generic entry
beyond the time already necessary for FDA
approval of the generic’s ANDA. The data
also do not indicate that court decisions in
ANDA -related patent litigation typically are
reached much earlier than 30 months from
notice of the generic’s ANDA.

The expiration of the 30-month stay
may have more significance in the future, if
ANDA -related patent litigation begins to last
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longer than was the case from 1992-2000.
Generic applicants may rely on expiration of
the 30-month stay more frequently as the
first point at which they may decide whether
to enter the market, rather than to wait for a
court decision on ANDA -related patent
litigation that may take longer than 30
months.

The history thus far of multiple 30-
month stays caused by the filing of later-
issued patents appears problematic,
however. The 4 courts that have ruled so far
on the patents causing more than one 30-
month stay each have found the relevant
patent to be invalid or not infringed. The
other 4 drug products with multiple 30-

" month stays involved patents whose listing

in the Orange Book could have been the
subject of non-frivolous challenges by the
generic applicant, had either FDA review of
listability or a private right of action to
challenge listability under Hatch-Waxman
been available.

Multiple 30-month stays prevented
FDA approval of the generic applicants’
ANDA s for 4 to 40 months beyond the
initial 30-month period. FDA approval may
have occurred more quickly in the absence
of the multiple 30-month stays, because the
data indicate that FDA approval has
occurred, on average, within 25 months and
15 days for generic applicants with
paragraph IV certifications that were not
sued.

Even without an additional 30-month
stay, later-listed patents still receive the
usual protections of patent infringement
litigation. The brand-name company may
sue for patent infringement with respect to
any of its patents that it believes may be



infringed by a generic applicant’s ANDA,
and may seek a preliminary injunction, just
as other patent holders do against alleged
infringers.’

One minor change to the patent
statute, which would clarify when brand-
name companies can sue generic applicants
for patent infringement, would ensure that
brand-name companies have recourse to the
courts to protect their rights under later-
issued patents. Congress may wish to
overrule a recent district court decision,
Allergan, Inc. v. Alcon Labs, Inc., 200 F.
Supp. 2d 1219 (C.D. Cal. 2002), which
questions the rights of brand-name
companies to sue for patent infringement
regarding patents obtained or listed after an
ANDA with a paragraph IV has been filed.
Under the plain language of 35 U.S.C.

§ 271(e)(2), however, all ANDASs constitute
acts of infringement sufficient to establish
the existence of a case or controversy with
respect to all patents that claim any drug or
any method of using the drug that may be
infringed by generic marketing under an
ANDA - regardless of whether the patent
has been listed in the Orange Book or has
been the subject of a paragraph IV ANDA
(as opposed to a different kind of ANDA).

To permit only one 30-month stay
per drug product per ANDA?® should
eliminate most of the potential for improper

> Thus, the usual patent protections would remain
for brand-name companies whose patents may be listed in
the Orange Book after the filing of a generic applicant’s
ANDA solely because it took a long time for the Patent
Office to issue the patent.

® This would be applied only to resolve
infringement disputes over patents listed in the Orange
Book prior to the filing date of the generic applicant’s
ANDA.

Orange Book listings to generate
unwarranted 30-month stays. However, it
should be noted that, currently, the FDA
does not review the propriety of patents
listed in the Orange Book, and courts have
ruled that generic applicants have no private
right of action to challenge those listings.
As a result, there is no mechanism to delist
an improperly listed patent from the Orange
Book. The lack of such a mechanism may
have real world consequences in that the
Commission is aware of at least a few
instances in which a 30-month stay was
generated solely by a patent that raised
legitimate listability questions.

There have been various suggestions
to address this situation, each with its own
pros and cons. One proposal has been to
establish an administrative procedure
through which generic applicants could
obtain substantive FDA review of listability.
The FDA, however, has taken the position
that it lacks the expertise and resources
necessary to perform such areview, and its
solely ministerial review of Orange Book
listings has been upheld by the courts. Ata
minimum, it appears useful for the FDA to
clarify its listing requirements (see
Appendix H).

Another remedy that may warrant
consideration would permit a generic
applicant to raise listability issues as a
counterclaim in the context of patent
infringement litigation already initiated by
the brand-name company in response to a
paragraph IV notice from the generic
applicant. This would permit resolution of
the issue in the same district court
proceeding in which other aspects of the
relevant patents were at issue. It remains
unclear how frequently such a provision



would be used.

Recommendation 2: Pass legislation to
require brand-name companies and
first generic applicants to provide
copies of certain agreements to the
Federal Trade Commission.

The Current 180-Day Marketing
Exclusivity Provision: The first generic
applicant to file an ANDA containing a
paragraph IV certification is awarded 180
days of marketing exclusivity, during which
the FDA may not approve a subsequent
generic applicant’s ANDA for the same drug
product. The 180-day exclusivity period is
calculated from either the date of the first
commercial marketing of the generic drug
product or the date of a court decision
declaring the patent invalid or not infringed,
whichever is sooner. Through this 180-day
provision, Hatch-Waxman provides an
incentive for companies to challenge patent
validity and to “design around” patents to
find alternative, non-infringing forms of
patented drugs. The 180-day marketing
exclusivity provision was intended to
increase the economic incentives for a
generic company to be the first to file an
ANDA containing a paragraph IV
certification and get to market.

Key Facts From the Study:

How Frequently Has FDA Granted 180-
Day Exclusivity?

The regulatory landscape
implementing 180-day exclusivity has
shifted over the last several years. Before
1992 (a time period not included in this
study), the FDA granted 180-day exclusivity
to 3 generic applicants. From 1992 until
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1998, the FDA did not grant 180-day
exclusivity to any generic applicant. Since
1998, when the FDA changed its regulations
in response to a court ruling, and more
ANDAs containing paragraph IV
certifications have been filed, the FDA has
granted 180-day exclusivity to the first
generic applicant for 31 drug products.
Thus, the 180-day exclusivity has been
granted for 31 out of the 104 drug products
for which a first generic applicant filed an
ANDA containing a paragraph IV
certification from 1992 through 2000.

Has the 180-Days Exclusivity Been
Triggered Most Often by a Court Decision
or by the First Generic’s Commercial
Marketing?

For 19 of the 31 drug products,
commercial marketing triggered the running
of the first generic applicant’s 180-day
exclusivity.” For the other 12 drug products,
a court decision favorable to the generic
applicant triggered the 180-day exclusivity.

How Have Generic Applicants Fared in
Patent Infringement Litigation?

Generic applicants have prevailed in
73 percent of the cases in which a court has
resolved the patent dispute.® The rate at

7 The data further indicate that, when not sued,
first generic applicants begin commercial marketing, after
receiving FDA approval, in a timely manner that triggers
the running of the 180 days and thus would allow FDA
approval of subsequent eligible generic applicants once the
180 days has run.

¥ These statistics include other cases in addition
to those involving the 12 drug products where a court
decision triggered the 180-day exclusivity, For exanmple,
during a time when FDA did not consider a district court
decision sufficient to trigger the 180-day exclusivity, some
generic applicants began commercial marketing following



which the U.S. Court of Appeals for the
Federal Circuit reversed district court
decisions of patent invalidity and non-
infringement for drug products in this study
was 8 percent.

When Did Generic Applicants Enter the
Market?

In most instances, generic applicants
have waited to enter the market until at least
a district court has held that the patent
covering the brand-name company’s drug
product was invalid or not infringed by the
generic applicant’s ANDA.

Are There Circumstances in which the
180-Day Exclusivity Has Been “Parked”
For Some Period of Time, So That the
First Generic Applicant Does Not Trigger
It, and FDA Approval of Any Subsequent
Eligible Generic Applicant Would Be
Precluded?

Yes. During the time period of the
study, there were 20 final settlements of
ANDA-related patent litigation. Fourteen of
the 20, at the time they were executed, had
the potential to delay the start of the first
generic applicant’s 180-day exclusivity.'® If
the 180-day exclusivity for the first generic
applicant does not run, then the FDA may
not approve any subsequent eligible generic

expiration of the 30-month stay and a favorable decision of
a district court. In each of these instances, the generic
applicant ultimately prevailed in the appellate court, but
commercial marketing, not the district court decision,
triggered the 180-day exclusivity.

® Ten brand-name companies and 10 generic
companies used these types of agreements with respect
to14 drug products.

19 1 some cases, this delay did not occur due to
subsequent events.
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applicants. Once the 180-day exclusivity
runs, the FDA may approve any additional
generic ANDA s that have been filed and
meet regulatory requirements.

Under 2 of these 14 settlement
agreements, the first generic applicant did
begin commercial marketing, but each
generic was marketing the brand-name
company’s product as a generic — neither
was marketing under its own ANDA. As
discussed in more detail below, it is unclear
whether this type of “commercial
marketing” is sufficient to trigger the
running of the 180-day exclusivity.

In addition to the 20 final settlement
agreements, there were 4 interim settlement
agreements pursuant to which the patent
litigation continued, but the parties agreed
upon certain conditions in the meantime.
The Commission has challenged interim
settlements for 3 drug products.!’ In those
agreements, the Commission alleged that the
brand-name drug company paid the first
generic applicant not to enter the market,
thereby retaining its (unused) 180-day
marketing exclusivity and precluding FDA
from approving any eligible subsequent
generic applicants.

Have Such Agreements Continued
Following FTC Enforcement Action in this
Area?

Between April 1999 (shortly after
FTC investigations in this area became

U See Abbott Laboratories, No. C-3945 (May
22, 2000) (consent order), available at
<http://www.ftc.20v/05/2000/03/abbott.do.htm> (this
consent order related to 2 drug products: Hytrin tablets and
Hytrin capsules). Hoechst Marion Roussel, Inc., No. 9293
(May 8,2001) (consent order), available at

<http://www.ftc.gov/0s/2001/05/hoechstdo.pdf>.



public) and the end of the period covered by
this study, brand-name companies and first
generic applicants have not entered
agreements similar to the interim agreements
challenged by the FTC.

Reasons for the Recommendation:

The data in the study suggest that the
generic applicants have brought appropriate
patent challenges: generic applicants
prevailed in nearly 75% of the patent
litigation ultimately resolved by a court
decision.'”> Moreover, most generic
applicants have waited to enter the market
until at least a district court has held that the
patent covering the brand-name company’s
drug product was invalid or not infringed by
the ANDA. This may reflect the fact that a
generic applicant’s potential liability for lost
profits on the brand-name drug usually will
vastly exceed its own potential profits after
market entry.

The data also indicate that, when not
sued, first generic applicants, upon receiving
FDA approval, begin commercial marketing
in a timely manner that triggers the running
of the 180 days and allows FDA approval of
any subsequent eligible generic applicant
once the 180 days has run. Thus, the data
suggest that, in and of itself, the 180-day
exclusivity provision generally has not
created a bottleneck to prevent FDA
approval of subsequent eligible generic
applicants.

12 The data do not establish, however, whether
even more appropriate patent challenges might have been

brought if the period of generic market exclusivity was
longer than 180 days.

Require Brand-Name Companies and First
Generic Applicants to Provide Copies of
Certain Agreements to the Federal Trade
Commission

Issues that merit antitrust scrutiny,
however, may arise when brand-name
companies and first generic applicants reach
agreements that have the potential to “park”
the first generic applicant’s 180-day
exclusivity for some period of time.
Fourteen of the 20 final settlement
agreements obtained through the study had
this potential as of the time they were
executed. Such agreements may be
procompetitive or competitively neutral.
But they also may raise antitrust issues, as
was alleged to be the case in the interim
settlement agreements the FTC challenged.

Given this history, we believe that
notification of such agreements to the
Federal Trade Commission and the U.S.
Department of Justice is warranted. We
support the Drug Competition Act of 2001
(S. 754) introduced by Senator Leahy, as
reported by the Committee on the Judiciary,
which would require that if a brand-name
company and a generic applicant enter into
an agreement that relates in any way to the
180-day exclusivity or which concerns the
manufacture, marketing, or sale of either the
brand name drug or its generic equivalent,
then both companies must file a copy of the
agreement (or a complete written summary
of any oral agreement), along with copies of
any other related agreements, with the
Commission and the Department of Justice.

Minor Recommendations to the 180-Day
Exclusivity Provision:

It is unclear whether a few types of



factual circumstances trigger the running the
180-day exclusivity. Three minor changes
would clarify that these circumstances
should trigger the 180-day exclusivity and
thus reduce any potential for the 180-day
marketing exclusivity provision to function
as a bottleneck to subsequent generic entry.

Minor Recommendation 1: Clarify that
“commercial marketing " includes the first
generic applicant’s marketing of the brand-
name product.

The data revealed 2 instances when
the brand-name company and the first
generic applicant settled the patent
infringement lawsuit with a supply
agreement, and 3 other instances in which an
optional supply agreement was one part of a
patent settlement. In all instances, the
agreements contemplated that the brand-
name company would supply the generic
applicant with the brand-name drug product,
so that the generic applicant could market it
as a generic version. Currently, it is
somewhat unclear whether marketing of the
brand-name product by the first generic
applicant constitutes “commercial
marketing” sufficient to trigger the 180-day
exclusivity."

B response to a citizen petition involving the
30 mg strength of Procardia XL, the FDA determined that
the first generic applicant was ineligible for 180-day
exclusivity, because the generic applicant and the brand-
name company had settled their patent litigation and
effectively changed the generic applicant’s certification
from a paragraph IV to a paragraph I1l. In addition, and
under alternative reasoning, the FDA determined that even
if the first generic applicant was eligible for the 180-day
exclusivity, that exclusivity already had been triggered by
the generic applicant’s marketing under a supply agreement
with the brand-name company. See FDA Letter to Deborah
A. Jaskot, Docket No. OPP-1446/CP1 (Feb. 6, 2001). This
letter leaves somewhat unclear whether a supply agreement
alone would be sufficient to satisfy the commercial
marketing trigger for the 180-day exclusivity. See, also,

ix

To avoid situations in which the
running of the 180 days is not triggered
because of this uncertainty, it would be
desirable to clarify that “commercial
marketing” includes any marketing by the
first generic applicant, even under a supply
agreement with the brand-name company.
In some circumstances, such commercial
marketing may be the only event that can
trigger the running of the 180-day
exclusivity. For example, if there is a
second generic applicant, but it is not sued
by the brand-name company, then there will
not be a court decision to trigger the 180
days, and only the first generic applicant’s
commercial marketing under the supply
agreement could start the running of the 180
days and thus, after 180 days, free the FDA
to approve any eligible subsequent generic
applicants.

Minor Recommendation 2: Codify that the
decision of any court on the same patent
being litigated by the first generic applicant
constitutes a “court decision” sufficient to
start the running of the 180-day exclusivity.

There is some question as to which
court’s decision is sufficient to activate the
“court decision” trigger of the 180-day
exclusivity. Two courts of appeal have
held," and the FDA has issued guidance, *
that any court’s decision on whether the

Mylan Pharmaceuticals, Inc. v. Tommy G. Thompson,
2001 U.S. Dist. LEXIS 24234 (N.D. WV Apr. 18, 2001).

14 See Teva Pharmaceuticals, USA, Inc. v. FDA,
182 F.3d 1003 (D. C. Cir 1999), Granutec, Inc. v. Shalala,
139 F.3d 889 (4™ Cir. 1998).

'3 See FDA Guidance for Industry: 180-Day
Exclusivity Under the Hatch-Waxman Amendments to the
Federal Food, Drug and Cosmetic Act (Jun. 1998). See
also Teva Pharmaceuticals, USA, Inv. v. FDA, 182 F.3d
1003, 1005 (D.C. Cir. 1999).



patent at issue is invalid or not infringed is
sufficient to trigger the running of the first
generic applicant’s 180-day exclusivity.

On balance, we believe this is the
correct result, but there are pros and cons.
On the one hand, the rule would make it less
likely that agreements between brand-name
and generic companies that had the effect of
“parking” the 180-day exclusivity for some
period of time could forestall FDA approval
of a subsequent eligible generic applicant.
This is because, if the brand-name company
sues the second (or later) generic applicant,
and that generic applicant won its patent
litigation, then the 180-day exclusivity of the
first generic applicant would begin to run
from the date of the later generic applicant’s
favorable court decision. Such
circumstances may arise; the data showed
that brand-name companies sued later
generic applicants in nearly 85% of the
cases. The rule would be consistent with the
mandate in the legislative history of Hatch-
Waxman to “make available more low-cost
drugs,”'® because the rule would assist in
eliminating potential bottlenecks to FDA
approval of subsequent eligible generic
applicants,

Such a rule also could speed generic
entry when the second generic applicant’s
lawsuit is resolved prior to that of the first
applicant. This appears to be appropriate
given the low reversal rate of district court
opinions of patent invalidity and non-
infringement.- For example, under this rule,
if both the first and second generic
applicants are sued, but the court hearing the

'® H.R Rep. No. 98-857, pt. 1, 98" Cong., 2d
Sess., at 14 (1984), reprinted in 1984 U.S.C.C.AN. 2647,
2647.

second generic applicant’s case is the first to
arrive at a decision, then that court’s
decision would trigger the running of the
first generic applicant’s 180-day exclusivity,
regardless of whether the first generic
applicant had received FDA approval. The
data revealed 1 such case.

On the other hand, as illustrated in
the preceding paragraph, the operation of
this rule could deprive the first generic
applicant of its ability to market under the
180-days exclusivity, even though the first
generic applicant had been diligently
pursuing resolution of its patent litigation.
This result could dampen the incentive to
become the first generic applicant."”
Moreover, if the later court issues a non-
infringement decision, the reasoning
underlying the holding may not apply to the
first generic applicant’s ANDA, depending
upon the facts of the case.

Minor Recommendation 3. Clarify that a
court decision dismissing a declaratory
Judgment action for lack of subject matter
Jurisdiction constitutes a “court decision”
sufficient to trigger the 180-day exclusivity.

One court of appeals has held that a
dismissal of a declaratory judgment action
for lack of a case or controversy is a “court
decision” of non-infringement sufficient to
trigger the 180-day exclusivity.'* We
believe that the court’s reasoning is
persuasive and should be adopted.

17 By contrast, the absence of such a rule also
could dampen the incentive for later generic applicants to
develop eligible ANDAS containing paragraph IV
certifications.

18 Teva Pharmaceuticals, USA, Inc. v. FDA, 182
F.3d 1003 (D. C. Cir 1999).



The U.S. Court of Appeals for the
District of Columbia confronted a situation
in which the brand-name company did not
sue any of the generic applicants for patent
infringement, presumably because the brand-
name company’s patents were not infringed
by the ANDA. To trigger the first generic
applicant’s 180-day exclusivity (because it
had not yet been approved by the FDA), the
second generic applicant sought a
declaratory judgment that its ANDA did not
infringe the brand-name product’s patents.
The district court hearing the case dismissed
the lawsuit for la