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provision is triggered by the earlier of 75 days after the date on which approval
of its application is effective, or 30 months after "the date of submission" of its
application,228 any delay in approval of an ANDA application beyond 30 months
after submission could result in a forfeiture event.

As this observer explained, it is possible that the 30-month stay will not begin
until 80 days after submission of an ANDA. For purposes of interpreting this
provision, FDA considers the date an ANDA containing a paragraph IV certifica-
tion is submitted to be the date the agency "received" the ANDA.229 Under FDA's
regulations, the agency has up to 60 days to determine if it will file, or in other
words accept, an ANDA.2 30 Once it makes this determination, the applicant has
20 days after the date of the postmark on the notice from FDA informing it that
the ANDA has been filed to provide notice of its paragraph IV certification to the
patent owner or NDA holder.2 1

3 The 30-month stay is counted from the date of
receipt of the notice of the paragraph IV certification. 232 As a result, it is conceiv-
able that the 30-month stay will not begin until 80 days or even slightly longer after
the application has been submitted.

Because FDA may not grant final approval to an ANDA during the 30-month
stay if the patent infringement litigation is ongoing, it is possible that an ANDA
applicant will not obtain final approval until more than 30 months after submission
of its ANDA. If, in the meantime, the second prong of the failure to market provi-
sion has been triggered (for example, if a court in a separate infringement action
involving a subsequent applicant finds the patent at issue invalid or not infringed),
the 30-month lapse since submission will satisfy the first prong-triggering forfeiture
before the ANDA could be approved and the product could ever be marketed.

2. Possibility of "Parking"

When Congress amended the FDCA in 2003 to add provisions for forfeiture
of 180-day exclusivity, one Senator stated that it did so to "ensure that the 180-
day exclusivity period enjoyed by the first generic to challenge a patent cannot be
used as a bottleneck to prevent additional generic competition. ' 233 As some have
noted, FDA's decisions in the granisetron and ramipril matters discussed above in
sections III. A. 4. and III. A. 6. b., respectively, indicate that bottlenecks caused
by a delay in marketing by the first applicant, often referred to as "parking," can
theoretically occur under the new provisions despite the addition of the forfeiture
provisions.

234

The agency acknowledged the possibility of parking in its granisetron decision,
discussed above in section III. A. 4. In that matter, FDA concluded that Teva did
not forfeit its exclusivity because, even though an event under the first prong of
the failure to market provision had occurred, none of the events under the second

228 21 U.S.C. § 355(j)(5)(D)(i)(I)(aa).
229 FDA, Decision Letter, Granisetron Hydrochloride Injection and 180-Day Generic Drug Exclusivity,

Docket No. 2007N-0389 (Docket No. FDA-2007-N-0269) (Jan. 17, 2008), at 4 n.4; FDA, Decision Letter:
Acarbose Tablets and 180-Day Exclusivity, Docket No. 2007N-0417 (Docket No. FDA-2007-N-0445) (May

7, 2008), at 6 n. 10.
230 21 C.F.R. § 314.101(a).
231 21 U.S.C. § 355(j)(2)(B)(ii)(I).
232 21 U.S.C. § 355(j)(5)(B)(iii).
233 149 Cong. Rec. 31,200 (2003) (statement of Sen. Schumer).
234 See, e.g., Recent Exclusivity Rulings Favor Generic Filers, GENERIc LtNE, Apr. 2, 2008.
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prong had occurred.2 35 Although FDA indicated that Teva, the first filer, had not

parked its exclusivity, it stated in a footnote that:

[i]nherent in the structure of the "failure to market" forfeiture provisions

is the possibility that a first applicant would be able to enter into a settle-

ment agreement with the NDA holder or patent owner in which a court

does not enter a final judgment of invalidity or non-infringement (i.e.
without a forfeiture event under subpart (bb) occurring), and that subse-

quent applicants would be unable to initiate a forfeiture with a declaratory
judgment action.236

The agency further explained that, under these circumstances, the approval of

an otherwise approvable ANDA, submitted by a subsequent applicant who would

market its generic product if it could obtain approval, could be delayed. 237 As FDA

noted, however, "[t]his potential scenario is not one for which the statute currently

provides a remedy."
238

One of the situations FDA foreshadowed in its granisetron decision as a potential

barrier to triggering forfeiture occurred in the ramipril case. In this matter, as de-

scribed above in section III. A. 6. b., Cobalt submitted the first ANDA with a para-

graph IV certification for different strengths of generic Altace (ramipril) capsules.

Aventis and King Pharmaceuticals sued Cobalt for patent infringement, and the
parties signed a stipulation agreement in which Cobalt admitted its generic ramipril
products would infringe the patent at issue. Cobalt, however, reserved its invalidity

and unenforceability defenses. Lupin, a subsequent ANDA applicant, argued that

the "settlement rendered [Cobalt's] paragraph IV certification inaccurate. 239 FDA

rejected this argument.2 4° As noted, because there was no final, unappealable order
finding that the settlement agreement violates antitrust laws, Cobalt did not forfeit

its exclusivity as a result of the settlement agreement. FDA therefore denied a re-

quest by Lupin, a subsequent applicant, to immediately approve its ANDA. Thus

Cobalt holds the exclusivity, which will not be triggered until commercial marketing
or a final, unappealable court decision holding the patent invalid or not infringed,

and Lupin cannot avail itself of the settlement agreement forfeiture provision in

light of FDA's decision or the failure to market forfeiture provision (because this

provision does not apply to old ANDAs such as Cobalt's).
It is unclear how common the parking scenario will be in the future, however,

in light of other developments in the law, including potentially greater availability

of declaratory judgments in the wake of MedImmune.

3. Timing of Forfeiture Decisions

In two matters, in 2006 and 2008, respectively, it became apparent that FDA

will not make a formal determination of forfeiture unless a subsequent applicant

becomes eligible for approval within 180 days after the first applicant begins com-

235 FDA Decision Letter: Granisetron Hydrochloride Injection and 180-Day Generic Drug Exclusivity,

Docket No. 2007N-0389 (Docket No. FDA-2007-N-0269) (Jan. 17, 2008), at 5.
236 Id. at 5 n.6.
237 Id.
238 Id.
239 FDA, Decision Letter: Ramipril Capsules and 180-Day Generic Drug Exclusivity, Docket No.

2007N-0382 (FDA-2007-N-0035) (Jan. 29, 2008), at 5.
240 Id.



FOOD AND DRUG LAW JOURNAL

mercial marketing. The first involved generic extended release metoprolol succinate,
and the second involved generic famotidine.

Sandoz was the first applicant to submit an ANDA with a paragraph IV certi-
fication to market a generic version of 25 mg Toprol-XL (metoprolol succinate)
Extended Release Tablets. Although FDA stated in its July 2006 approval letter
that Sandoz failed to obtain tentative approval of its ANDA within 30 months
after the date on which the ANDA was filed, the agency noted that it would not
make a formal determination of eligibility for 180-day exclusivity at that time and
would do so only if another ANDA applicant became eligible for approval within
180 days after Sandoz began marketing its product.2 4  In a February 2008 letter
approving Perrigo's ANDA to market a generic version of Merck's Pepcid Com-
plete (famotidine 10 mg, calcium carbonate 800 mg, and magnesium hydroxide
165 mg) chewable tablets, the agency made the same comment. 242 Although Perrigo
had failed to obtain tentative approval of its ANDA within 30 months of filing,
the agency stated it would not make a formal determination as to whether Perrigo
was eligible for 180-day exclusivity unless another applicant became eligible for
approval within 180 days after Perrigo began commercial marketing of generic
Pepcid Complete.

By way of contrast, on February 20, 2008, the agency approved an ANDA submit-
ted by Watson to market a generic version of Camptosar (irinotecan hydrochloride)
Injection, 20 mg/mL, and made a determination of forfeiture because there were
other ANDAs pending. Although FDA determined that Watson was the first ap-
plicant to submit an ANDA with a paragraph IV certification for Camptosar Injec-
tion, it noted that Watson did not obtain tentative approval of its ANDA within
30 months after submission and thus forfeited the 180-day period of exclusivity.2 143

Other ANDAs were ready for approval, and on February 27, the agency approved
seven other applications for generic irinotecan hydrochloride injections.

4. Prospect of Litigation

A review of FDA's judicial record since it began facing challenges to its decisions
relating to 180-day exclusivity indicates that federal courts have played an active role
in shaping the interpretation of the provisions, particularly the old provisions. Based
on our review of published and unpublished court cases, FDNs interpretation of
the 180-day exclusivity provision in matters involving the old provisions has been
litigated on 24 occasions.' The agency's decisions have been successfully challenged
slightly over one third of the time. Given FDA's failure to conduct rulemaking and
its practice of addressing interpretative issues with respect to the new provisions on
a case-by-case basis, some have suggested that the courts will have an even greater
role in shaping the application of the 180-day exclusivity provision with respect to

24 Letter from Gary Buehler, Director, FDA Office of Generic Drugs, to Sandoz Inc. 2 (July 31,

2006).
242 Letter from Gary Buehler, Director, FDA Office of Generic Drugs, to Perrigo R&D Co. 2-3 (Feb.

6, 2008).
243 Letter from Gary Buehler, Director, FDA Office of Generic Drugs, to Watson Laboratories, Inc. 2

(Feb. 20, 2008).
244 The authors excluded all decisions in which no ruling on the merits appears, including dismissals on

procedural grounds and on jurisdictional grounds, as well as voluntary dismissals. The authors also excluded
cases brought against FDApro se and employment discrimination lawsuits. In addition, the authors excluded
enforcement cases brought by the agency.
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the new provisions, and in particular, the forfeiture provisions.245 As of the end of
February 2009, FDA had made forfeiture determinations on five occasions. 246 Before
making its decision on four of these five occasions, FDA opened a nonrulemak-
ing docket and sought comments from interested parties. The agency concluded
that the first applicant had forfeited its exclusivity in three instances. Two of these
rulings, the acarbose and dorzolamide hydrochloride/timolol maleate decisions,
were challenged in court by the first applicant. The first applicant in the acarbose
matter voluntarily dismissed its lawsuit after the court denied its motion for a TRO
to prevent the approval of other ANDAs. The first applicant in the dorzolamide
hydrochloride/timolol maleate decision carried its lawsuit further, seeking a decision
on the merits. The district court deciding that case concluded that FDXs decision
was reasonable based on the agency's interpretation of the pediatric exclusivity
provisions. As a result, no court has yet interpreted the forfeiture provisions.

The fact that two of FDA's three decisions finding forfeiture have faced court
challenges suggests that the agency's practice of deciding these issues on a case-
by-case basis will likely lead to litigation. Some observers, however, have indicated
that FDA's policy of waiting until an ANDA is ready for final approval to make
a determination of eligibility for exclusivity could, in fact, deny the first filer any
opportunity for meaningful judicial review.247 The agency, by not informing a first
applicant of its decision that the first applicant has forfeited its eligibility for 180-
day exclusivity until it is ready to approve a subsequent ANDA, may deny that
applicant a meaningful opportunity to challenge the determination of forfeiture.
Once a subsequent ANDA applicant launches its product, the value of 180-day
exclusivity is diminished.

Only one first applicant of a new ANDA thus far has brought a lawsuit seeking
to force FDA to make an advance exclusivity determination, and it did so without
success. As discussed above in section III. A. 3. b. ii., Hi-Tech argued that it was
''simply not possible" for the company to wait until the date on which the period
of pediatric exclusivity blocking ANDA approval ended to file a lawsuit and seek
and obtain relief from the court if FDA "incorrectly decide[d]" that Hi-Tech was
not entitled to 180-day exclusivity and a subsequent applicant entered the market.
FDA defended its practice by asserting, as it has in its decision letters, that the ap-
proach it has adopted "is necessary because of the many factors that may influence
eligibility for exclusivity up to the time an application is ready for approval (e.g.
patent expiration, patent delisting, failure to obtain a tentative approval within 30
months, withdrawal of ANDA) and could thus render a premature eligibility de-

243 For example, this observation was made by Robert A. Dormer at a FDLI conference on the Hatch-

Waxman amendments on February 5, 2009. See Robert A. Dormer, 180-Day Exclusivity Forfeiture Mechanics,
FDA Decisions, and Recent Court Decisions, Presentation at FDLI's Waxman-Hatch: Back to the Future (Feb.
5, 2009) (stating in this slide presentation that the "[t]rend of deciding on case-by-case basis often leaves it
to the court to decide").

246 As discussed above in section III. B. 3., on two other occasions FDA noted that although the first filers
had failed to obtain tentative approval of their respective ANDAs within 30 months after the date on which
the applications were filed, the agency would not make a formal determination as to whether the companies
were eligible for 180-day exclusivity unless another applicant became eligible for approval within 180 days
after they began to market their products.

247 For example, this observation was made by Robert A. Dormer at a FDLI conference on the Hatch-
Waxman amendments on February 5,2009. See Robert A. Dormer, 180-Day Exclusivity Forfeiture Mechanics,
FDA Decisions, and Recent Court Decisions, Presentation at FDLI's Waxman-Hatch: Back to the Future (Feb.
5, 2009) (noting in this slide presentation that FDA's policy regarding advance exclusivity determinations
"can preclude meaningful judicial review of FDA decisions").
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termination incorrect. ' 248 FDA also argued that its policy of not making forfeiture
decisions prior to the approval of an ANDA is "consistent with Congress's choice
to vest FDA with the authority to take and give effect to its actions, such as ap-
proving drugs, subject to subsequent challenge under the Administrative Procedure
Act." 249 The district court denied Hi-Tech's request because there had been no final
agency action. The court, however, required FDA to notify it and Hi-Tech at least
12 hours prior to release of the agency decision.

In light of this outcome, it is uncertain whether future first applicants will be
able to force FDA to make exclusivity determinations prior to ANDA approval. It
is possible that other courts could arrive at a different conclusion than the Hi-Tech
court and expect FDA to make an earlier determination of potential eligibility. For
instance, a court could require the agency to, at a minimum, make a determination
that a forfeiture event has not yet occurred.

Given the lack of judicial precedent with respect to the forfeiture provisions,
it is difficult to predict whether any future first applicants will challenge in court
FDA determinations of forfeiture, particularly if the agency contemporaneously
approves the ANDA of a subsequent filer. If, however, other first applicants con-
tinue to seek judicial relief from a determination of forfeiture and courts reach
the merits of these cases, it is uncertain whether the highly deferential standard of
review accorded under Chevron USA, Inc. v. Natural Resources Defense Council,
Inc. ,250 will be granted to FDA's decisions given the absence of rulemaking with
respect to the forfeiture provisions.2 '

IV. CONCLUSION

A. The Impact of 180-Day Exclusivity

While a fairly significant body of research exists examining the impact of generic
drugs on drug prices and market shares, surprisingly there appears to be limited
research regarding the economic effects of paragraph IV certifications and 180-day
exclusivity on generic competition outside the context of authorized generics and
patent settlement payments.

The Hatch-Waxman amendments, by reducing the costs of developing generic
drugs through the creation of an abbreviated approval process and by offering
incentives to generic manufacturers, are viewed as partly responsible for the in-
creasing number of generic drugs in the marketplace.252 The increase in generic

248 Consolidated Memorandum in Support of Defendant's Motion to Dismiss and in Opposition to

Plaintiffs Motion for Preliminary Injunction, Hi-Tech Pharmacal Co., Inc. v. FDA, No. 08-1495 (JDB), at
6 (D.D.C. Sept. 18, 2008).

249 FDA's Status Report, Hi-Tech Pharmacal Co. Inc. v. FDA, No. 08-1495, at 2 (D.D.C. Oct. 24, 2008)
(citation omitted).

250 467 U.S. 837 (1984).
251 Cf United States v. Mead Corp., 533 U.S. 218,226-27 (2001) ("We hold that administrative imple-

mentation of a particular statutory provision qualifies for Chevron deference when it appears that Congress
delegated authority to the agency generally to make rules carrying the force of law, and that the agency
interpretation claiming deference was promulgated in the exercise of that authority."); Christensen v. Harris
County, 529 U.S. 576, 587 (2000) ("Interpretations such as those in opinion letters-like interpretations
contained in policy statements, agency manuals, and enforcement guidelines, all of which lack the force of
law--do not warrant Chevron-style deference.")

252 See, e.g., Anish Vaishnav, The Impact of "Authorized Generics" on Independent Generic Entry:

A Propensity Score Approach 4 (Dec. 2007) available at http://emlab.berkeley.edu/econ/ugrad/theses/an-
ish__vaishnav.pdf; see also FTC, Generic Drug Entry Prior to Patent Expiration: An FTC Study i (July
2002) ("Beyond any doubt, Hatch-Waxman has increased generic drug entry."), available at http://www.ftc.
gov/os/2002/07/genericdrugstudy.pdf.
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drug availability and use has been paralleled by a rise in the number of ANDAs
containing paragraph IV certifications. According to the FTC, from 1984 to 1989,
only two percent of ANDAs contained paragraph IV certifications. 253 That figure,
however, grew to approximately 12 percent for the 1990s, and it increased to 20
percent from 1998 to 2000.2-4 In addition, the FTC has found, perhaps not sur-
prisingly, that paragraph IV certifications often target brand name products with
large markets. 25

Some believe the increase in paragraph IV challenges may be linked in part to
evolution of the rules governing 180-day exclusivity256 Prior to 1998, FDA granted
180-day exclusivity to only three ANDA applicants. 2 7 As discussed above in sec-
tion II.B.I., in response to a court decision in 1998, Mova Pharmaceutical Corp.
v. Shalala,2 5 s the agency abandoned its position requiring the first generic filer to
successfully defend its paragraph IV challenge before earning 180-day exclusiv-
ity. In 2000, in the wake of another court decision, Mylan Pharmaceuticals, Inc.
v. Shalala,2"9 described above in section II. B. 3. a., FDA once again modified its
interpretation of the statute and began reading the court decision trigger to allow
the first filer to enter the market after a favorable district court decision instead
of waiting for an appellate court decision. 60 Between 1998 to 2002, FDA awarded
180-day exclusivity to ANDA applicants for 31 drug products. 26' By July 2003,
more than 60 ANDAs had received an award of 180-day exclusivity.26 2 In 2003,
FDA began allowing multiple applicants to share exclusivity for the same product
if they delivered their ANDAs on the same day to agency.21

63

This rise in paragraph IV certifications and awards of 180-day exclusivity ap-
pears to reflect the belief by at least some generic manufacturers that first filers have
advantages over subsequent filers. 264 For example, commentators have noted that
the first ANDA applicant may charge higher prices during the period of exclusiv-
ity because of the lack of generic competition. 265 An analysis of single ingredient
brand name and generic drugs sold in the United States from 1999 through 2004
conducted for FDA provides support for this observation. This analysis found
that the first generic manufacturer in the market, on average, sold its product at a

253 FTC, Generic Drug Entry Prior to Patent Expiration: An FTC Study 10 (July 2002), available at

http://www.ftc.gov/os/2002/07/genericdrugstudy.pdf.
254 Id
255 Id. at ii (noting that "[t]he brand-name products included in the study represent[ed] some of the

largest drug products as measured by annual sales").
256 See Ernst R. Berndt, et al., Do Authorized Generic Drugs Deter Paragraph IV Certifications? Recent

Evidence 5 (Apr. 2007) (working paper).
257 FTC, Generic Data Entry Prior to Patent Expiration: An FTC Study vi (July 2002), available at

http://www.ftc.gov/os/2002/07/genericdrugstudy.pdf. Between 1992 and 1998, FDA did not award exclusivity
to any first filers. Id.

258 140 F. 3d 1060 (D.C. Cir. 1998).
259 81 F.Supp.2d 30 (D.D.C. 2000).
26' For old ANDAs, the MMA codified FDA's previous reading of the court decision trigger as begin-

ning when a decision is rendered by "a court from which no appeal (other than a petition to the Supreme
Court for a writ of certiorari) has been or can be taken." As noted above, in section II. B. 3. b., there is no
court decision trigger for exclusivity for new ANDAs, but a similar rule applies to a forfeiture event.

261 Ernst R. Berndt, et al., Do Authorized Generic Drugs Deter Paragraph IV Certifications? Recent
Evidence 5 (Apr. 2007) (working paper) (citation omitted).

262 FDA, Guidance for Industry, 180-Day Exclusivity when Multiple ANDAs Are Submitted on the
Same Day 3 n.4 (July 2003), available at http://www.fda.gov/CDER/guidance/570fnl.pdf.

263 As noted above, in section II. A. 2. b., the MMA codified the agency's decision.
26 See, e.g., Kevin A. Hassett, & Robert J. Shapiro, The Impact ofAuthorized Generic Pharmaceuticals

on the Introduction of Other Generic Pharmaceuticals 6 (Apr. 2007), available at http://www.authorizedge-
nefics.com/downloads/lmpactofAuthorizedGenericPharmaceuticals.pdf.

265 Id

2009 383



FOOD AND DRUG LAW JOURNAL

price that was only six-percent lower than the brand-name price.26 6 Once a second
generic competitor entered the market, the average generic price fell precipitously
to almost half of the brand name price.2 67 The average generic price continued to
decline, but at a slower rate, as other generic products entered the market.2 68 For
products with 12 generic competitors, the average generic price was only 20 percent
of the branded price.269 In light of the average selling price of the first generic drug
in the market, some have estimated that a first filer awarded 180-day exclusivity
could, in fact, "expect a 1,000 percent return on investment. '"2 0 In addition, first
filers, by launching their generic drugs in the absence of other generic competitors,
may have the advantage of being able to enter into long-term supply contracts with
pharmacies retailing their products. 271

Some observers, however, have questioned whether awarding 180 days of market-
ing exclusivity for first filers is necessary to encourage generic drug competition,
particularly if the brand name drug has a large market. 272 Under these circumstances,
they argue, the "threat of competition" provides an incentive to first applicants to
enter the market as soon as possible, including possibly at risk, before subsequent
applicants obtain approval of their ANDAs. 2 3 If exclusivity were the primary
incentive for early generic drug entry, one might expect to find fewer subsequent
paragraph IV challenges (because subsequent ANDA applicants are not awarded
180-day exclusivity). In fact, as the FTC has noted, the reduction in incentive for
subsequent filers appears to be "small. 274 ANDA applicants have often filed para-
graph IV challenges even when they have no or only a small chance of obtaining
exclusivity. For instance, between 1991 and 1998, there were no awards of 180-day
exclusivity to first filers; yet, the number and rate of paragraph IV filings "increased
significantly" during that time.275 And, as FDA noted in 2004 when denying a Mylan
citizen petition relating to authorized generics, "[i]f 180-day exclusivity were the
sole incentive for ANDA submission, FDA would presumably not see, as we do,
second, third, and fourth ANDAs filed by generic companies that are aware that
they are not the first to file an ANDA application including a paragraph IV certi-
fication and, therefore, cannot gain 180-day exclusivity."276 These findings suggest
that 180-day exclusivity, at least with respect to certain products, is not the primary
incentive for seeking early generic entry into the market.

The authors' examination of drug products for which at least one first ANDA
applicant filed an application containing a paragraph IV certification over the last

266 FDA, Generic Competition andDrug Prices, available at http://www.fda.gov/cder/ogd/generic-com-

petition.htm.
267 Id.
268 Id.
269 Id.
270 Tony Pugh, Generics Will Benefit as 75 Drugs Lose Their Patent Protections, KNIGHT RIDDER WASH.

BUREAU, (Apr. 30, 2006).
271 Kevin A. Hassett, & Robert J. Shapiro, The Impact ofAuthorized Generic Pharmaceuticals on the

Introduction of Other Generic Pharmaceuticals 6 (Apr. 2007) (citation omitted), available at http://www.
authorizedgenerics.com/downloads/ImpactofAuthorizedGenericPharmaceuticals.pdf.

272 See, e.g., Jeremiah Helm, Comment, The Patent End Game: Evaluating Generic Entry into a Block-
buster Pharmaceutical Market in the Absence of FDA Incentives, 14 MICH. TELECOMM. TECH. L. REv. 175,
191 (2007) (arguing that "generic firms will compete for entry without a 180-day exclusivity bounty as long
as the market for the branded drug is large").

273 Id. at 195.
274 See Comment of the Staff of the FTC Bureau of Competition and of Policy Planning, FDA Docket

No. 85N-0241 (Nov. 4, 1999), at n.27, available at http://www.fte.gov/be/v990016.shtm#N_27.
275 Ernst R. Berndt, et al., Do Authorized Generic Drugs Deter Paragraph IV Certifications? Recent

Evidence 2 (Apr. 2007) (working paper) (citation omitted).
276 FDA, Response to Teva and Mylan Citizen Petitions, Docket Nos. 2004P-0075 & 2004P-0261 (July

2, 2004), at 13.
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four years indicates that the prospect of obtaining a period of 180-day exclusiv-
ity remains, at least for some generic manufacturers, a strong incentive.277 While
the number of drugs with a first filing held steady in 2005 and 2006, at 56 and 55
respectively, that number increased dramatically in 2007 to 84. In 2008, it declined
to 70, but still represented a significant increase from 2005 and 2006. It is unclear
to the authors whether this represents a meaningful change in ANDA filing rates
or simply tracks changes in NDA approval rates (i.e., four years earlier), but it
seems that ANDA applicants in the last two years have not been deterred by the
fact that they may have to share their exclusivity periods with other first filers or
even an authorized generic. In addition, these first filers were not deterred by the
possibility of forfeiture under the new provisions. While these numbers suggest that
180-day exclusivity is an important factor generic manufacturers consider when
deciding when to file their ANDAs, it is too early to draw any conclusions about
the long-term effects of the changes included in the MMA and the emergence of
authorized generics on these applicants' incentive to obtain generic exclusivity.

B. Possible Topics for Legislation

1. Authorized Generics

As explained in the authors' 2007 article, FDA and the courts have concluded
that the FDCA does not preclude the holder of an approved NDA from marketing,
or permitting the marketing of, an unbranded version of its product-a so-called
authorized generic-during the exclusivity period or at any other time.2 78 Notwith-
standing the clear legality of this practice under the FDCA, questions regarding
the effect of authorized generics on competition, particularly during the 180-day
exclusivity period, have been raised.

Some claim that unbranded competition authorized by the innovator could
discourage generic drug manufacturers from bringing paragraph IV challenges
and marketing new generic products.279 They contend that the 180-day exclusivity
provision was intended to provide an incentive to generic drug manufacturers to
challenge patents.28 ° According to these opponents, authorized generic drugs reduce
this incentive because they force generic manufacturers awarded 180-day exclusiv-
ity to share the period of exclusivity, thereby reducing profits and hindering the
ability of these companies to recoup their litigation expenses.28" ' Authorized generic
products may, however, benefit consumers by promoting competition and reducing
drug prices.2"2 And arguably Congress indicated its support for price competition
during the exclusivity term when it expressly recognized in the MMA that multiple

277 See FDA, Paragraph IV Patent Certifications, available at http://www.fda.gov/cder/ogd/ppiv.htm
(as of Mar. 16, 2009).

278 FDA, Response to Teva and Mylan Citizen Petitions, Docket Nos. 2004P-0075 and 2004P-0261

(July 2, 2004); Mylan v. FDA, 454 F.3d 270, 271 (4th Cir. 2006) (concluding that FDA lacks the power to
prohibit the marketing of authorized generics during the 180-day exclusivity period); Teva Pharm. Indus. v.
Crawford, 410 F.3d 51, 55 (D.C. Cir. 2005) (noting that the statute "clearly does not prohibit the holder of
an approved NDA from marketing, during the 180-day exclusivity period, its own 'brand-generic' version
of its drug").

279 Congressional Research Service Report for Congress, Authorized Generic Pharmaceuticals: Effects
on Innovation (Aug. 8, 2006) (CRS Report), at 1.

280 Id. at 9.
281 See id.
282 Id. at 1.
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first applicants could be awarded 180-day exclusivity.283 While a number of stud-
ies on the effect of authorized generics on competition have been conducted, no
consensus has been reached. 4

Some members of Congress oppose the practice. Legislation to prohibit the
marketing of authorized generics during the period of 180-day exclusivity was first
introduced in the House of Representatives and Senate during the 109th Congress28 5

and reintroduced in the 110th Congress.286 None of these bills passed out of com-
mittee before the end of either Congress. Legislation has been reintroduced in the
House of Representatives and Senate in the current Congress. 7 The House bill was
referred to the House Committee on Energy and Commerce on January 15, 2009,
and the Senate bill was referred to the Senate Committee on Health, Education,
Labor, and Pensions on February 26, 2009.

As noted in the authors' prior article, Congress has also considered other measures
relating to authorized generics. For instance, it included a provision in the Deficit
Reduction Act of 2005 requiring that, after January 1, 2007, average manufacturer
price and best price include all drugs marketed under a single NDA. 288 In addition,
in 2005, Senators Grassley, Leahy and Rockefeller and Representative Waxman
requested that the FTC conduct a study on the competitive effects of authorized
generic drugs.28 9 In April 2006, the Commission published a notice announcing its
plans to examine the "likely short-term competitive effects of authorized generic
drug entry" and "likely long-term impact of entry by authorized generic drugs
on competition by generic manufacturers. '"290 As part of this study, the FTC has
requested detailed information from brand name, authorized generic, and generic
drug companies. Although the Commission initially stated that the results of the
study would be issued in 2007,291 no results had been announced prior to publication
of this article. One recent report noted that the FTC is currently in the process of
analyzing the information it has collected but stated that the Commission has not
publicly indicated the new timeframe for issuing its report.292

To facilitate this FTC study,2 93 Congress included a provision in the FDAAA
requiring FDA to publish on its website a list of all authorized generic drugs in-

283 See id. at 14; see also section II. A. 2. b.
214 See, e.g., Ernst R. Berndt, et al., Authorized Generic Drugs, Price Competition, and Consumers'

Welfare, HEALTH AFFAIRS (May-June 2007); Ernst R. Berndt, et al., Do Authorized Generic Drugs Deter
Paragraph IV Certifications? Recent Evidence (Apr. 17, 2007) (working paper); Kevin A. Hassett, & Robert
J. Shapiro, The Impact ofAuthorized Generic Pharmaceuticals on the Introduction of Other Generic Phar-
maceuticals (Apr. 2007), available at http://www.sonecon.com/docs/studies/050207_authorizedgenerics.pdf;
Aidan Hollis, & Bryan Liang, An Assessment of the Effect ofA uthorized Generics on Consumer Prices (July

2006); David Reiffen, & Michael R. Ward, "Branded Generics" as a Strategy to Limit Cannibalization of
Pharmaceutical Markets (May 2005), available at http://ftc.gov/be/healthcare/wp/12 Reiffen BrandedGe-

nericsAsAStrategy.pdf, Bryan A. Liang, The Anti-Competitive Nature of Brand Name Firm Introduction of
Generics Before Patent Expiration, 41 ANTITRUST BULLETIN 599 (Fall 1996).

285 H.R. 5993, 109th Cong. (2006); S. 3695, 109th Cong. (2006).
286 H.R. 806, 11 0th Cong. (2007); S. 438, 1 10th Cong. (2007).
287 H.R. 573, 111th Cong. (2009); S. 501, 111th Cong. (2009).
288 Deficit Reduction Act of 2005, Pub. L. No. 109-171, § 6003.
289 71 Fed. Reg. 16,779, 16,780 (Apr. 4, 2006).

20 Id; see also 72 Fed. Reg. 25,304, 25,305-25,306 (May 4, 2007).
291 Press Release, FTC, FTC Proposes Study of Competitive Impacts of Authorized Generic Drugs

(Mar. 29, 2006), available at http://www.ftc.gov/opa/2006/03/authgenerics.shtm.
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Boil, PINK SHEET, v. 71, no. 7 (Feb. 16, 2009).
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cluded in annual reports submitted by NDA holders since 1999.294 FDA must update
this list quarterly.295 In response to this mandate, FDA posted a list of authorized
generics on its website.296 On September 29, 2008, the agency announced that it
intended to amend its regulations to require that NDA holders include information
about authorized generic drugs in their annual reports. 97 Because FDA expected
this amendment to be noncontroversial, it published the rule as a direct final rule,
which would take effect on February 11, 2009. In accordance with FDXs guidance
on direct final rule procedures, 298 the agency simultaneously published a proposed
rule pursuant to the normal rulemaking procedures. 299 On February 10, 2009,
FDA announced that it was withdrawing the direct final rule because the agency
had received significant adverse comments and that it would develop a final rule
pursuant to the notice-and-comment procedures.3°° It is not clear whether and how
the agency intends to update the list on its website in light of the withdrawal of the
direct final rule. One report, however, observed that it is unlikely the withdrawal
of the direct final rule will affect the FTC's study given that the Commission has
already assembled its own list of authorized generics based on the information it
requested with respect to the study.3"'

2. Settlement of Patent Litigation

As noted above, if a first applicant enters into an agreement with another ANDA
applicant, the NDA holder, or a patent holder, and the FTC or a court finds that
the agreement violates the antitrust laws, the first applicant forfeits its eligibility for
180-day exclusivity.3 2 Thus, the standards applied by courts to determine whether a
settlement agreement violates the antitrust laws are relevant to 180-day exclusivity.
A practice that has drawn criticism from some quarters and could eventually lead
to the passage of legislation relates to the terms of settlement when innovators
and generic applicants resolve patent litigation initiated in response to the filing
of an ANDA containing a paragraph IV certification and the innovator provides
something of value to the generic applicant.

The FTC has taken the position that these settlements "restrict competition at
the expense of consumers, whose access to lower-priced generic drugs is delayed,
sometimes for many years."303 Based on its opposition to these settlements, the

294 See 21 U.S.C. § 355(t).
295 21 U.S.C. § 355(t)(1)(A)(ii).
296 FDA, FDA Listing of Authorized Generics, available at http://www.fda.gov/cder/ogd/AG Listing.

htm.
297 73 Fed. Reg. 56,487 (Sept. 29, 2008).
298 FDA, Guidance for FDA and Industry, Direct Final Rule Procedures (Nov. 21, 1997), available at

http://www.fda.gov/opacom/morechoices/industry/guidance.htm.
299 73 Fed. Reg. 56,529 (Sept. 29, 2008).
300 74 Fed. Reg. 6,541 (Feb. 10, 2009). Comments from two pharmaceutical companies raised, in

general, concerns about the potentially overbroad scope of the rule, the limitations on electronic submission
of the information requested, and the fact that the rule does not prioritize currently distributed authorized
generics. Letter from GSK to Division of Dockets Management, FDA (Dec. 11, 2008) (Docket No. FDA-
2008-N-0341); Letter from AstraZeneca to Division of Dockets Management, FDA (Dec. 9, 2008) (Docket
No. FDA-2008-N-0341).
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Boil, PINK SHEET, v. 71, no. 7 (Feb. 16, 2009).

302 21 U.S.C. § 355(j)(5)(D)(i)(V).
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Subcomm. on Commerce, Trade, and Consumer Protection of the House Comm. on Energy and Commerce,
110th Cong. 1 (2007) (statement of the FTC).
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Commission began to investigate and challenge these types of settlements in the late
1990s.0 4 To facilitate its review of these settlements, Congress included a provision
in the MMA requiring that all settlements reached in patent cases resulting from
paragraph IV certifications be filed with the FTC and Department of Justice for
review," 5 and it enacted the agreement forfeiture provision discussed in section
III. A. 6. Notwithstanding the FTC's opposition to payments made by innovators
to generic applicants in resolution of patent litigation and one appellate court
decision in favor of the FTC's position,"6 two appellate court decisions in 2005,
one from the Eleventh Circuit" 7 and the other from the Second Circuit,3"' upheld
such agreements. The Supreme Court declined to review either case.309 In addition,
the Court of Appeals for the Federal Circuit recently upheld such a settlement
agreement. 10 A petition for a writ of certiorari for this latest case was pending at
the time this article was written. In general, these appellate courts concluded that
because a patent gives the owner a right to exclude competition, payments made to
allegedly infringing applicants in exchange for a promise not to market are lawful
as long as they do not exclude competition beyond the zone of exclusion of the
patent at issue.3 1'

In response to the 2005 decisions, legislation was introduced in Congress during
the 109th and 110th Congresses that would have addressed agreements in settle-
ments of patent infringement litigation involving payments from innovators. " 2 In
essence, these bills would have set out per se rules making certain kinds of "reverse
payment" settlements, in which patent owners provide something of value to the
generic applicants, into antitrust violations. Hearings were held on the issue dur-
ing the 110th Congress, and representatives of both the innovator and generic
drug industries opposed utilizing aper se rule, favoring instead a "rule of reason"
analysis of the facts of the particular case to determine whether an agreement is
anticompetitive." 3 Although the Senate bill was reported out of the Senate Judiciary
Committee, it was not considered by the full Senate.3"4 Similarly, a hearing was
held by the Subcommittee on Commerce, Trade and Consumer Protection of the
House Committee on Energy and Commerce on one of the House bills during the

304 Id. at 2, 14.
305 See Pub. L. No. 108-173, § 1112 (2003).
306 See In re Cardizem CD Antitrust Litig., 332 F.3d 896 (6th Cir. 2003), cert. denied, 543 U.S. 939

(2004).
"I Schering-Plough Corp. v. FTC, 402 F.3d 1056 (1 1th Cir. 2005), cert. denied, 548 U.S. 919 (2006).
118 In re Tamoxifen Citrate Antitrust Litig., 429 F.3d 370 (2d Cir. 2005), amended, 466 F.3d 187 (2d

Cir. 2006), cert. denied, 127 S. Ct. 3001 (2007).
3'9 In both cases, the Solicitor General filed a brief with the Supreme Court opposing the Court's review.

Brief for the United States as Amici Curiae, Joblove v. Barr Labs., Inc., 2007 WL 1511527, No. 06-830
(2007); Brief for the United States as Amici Curiae, FTC v. Schering-Plough, Corp., No. 05-273, 2006 WL
1358441 (2006).

"I In re Ciprofloxacin Hydrochloride Antitrust Litigation, 544 F.3d 1323 (Fed. Cir. 2008), cert. petition
filed, No. 08-1194 (Mar. 23, 2009).

3' See, e.g., id. at 1336 ("The essence of the inquiry is whether the agreements restrict competition
beyond the exclusionary zone of the patent.")

3'2 See, e.g., S. 3582, 109th Cong. (2006); S. 316, 110th Cong. (2007); H.R. 1432, 110th Cong. (2007);
H.R. 1902, 110th Cong. (2007).

313 Paying Off Generics to Prevent Competition with Brand Name Drugs: Hearing Before the Senate
Comm. on the Judiciary, 110th Cong. (2007) (testimony of Billy Tauzin, CEO, PhRMA, and Bruce Downey,
Chairman and CEO, Barr Pharmaceuticals).

31' All Congressional Actions for S. 316 (110th Cong.), available at http://www.thomas.gov/cgi-bin/
thomas.
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110th Congress. 15 The bill was then referred to the Subcommittee on Courts, the
Internet, and Intellectual Property of the House Judiciary Committee. It, however,
was never reported out of committee. Similar legislation has been introduced in
the current Congress, and the Subcommittee on Commerce, Trade, and Consumer
Protection of the House Committee on Energy and Commerce held a hearing on
the House bill on March 31, 2009.316

While the FTC has expressed support for legislation prohibiting innovator pay-
ments to allegedly infringing generic applicants,317 it has also continued to challenge
settlements involving such payments. As discussed above in section III. A. 6. b.,
the Commission filed a complaint against Cephalon in the U.S. District Court for
the District of Columbia in February 2008,311 alleging that Cephalon engaged in
"a course of anticompetitive conduct that is preventing competition to its branded
drug Provigil."31 9 According to the FTC, "[t]he conduct includes paying four firms
to refrain from selling generic versions of Provigil until 2012. ' '32°

More recently, in January 2009, the FTC filed a lawsuit in the United States
District Court for the Central District of California, challenging agreements by
Watson Pharmaceuticals, Par Pharmaceuticals Companies and Paddock Laborato-
ries "to delay until 2015 the sale of low-cost generic versions of AndroGel, a widely
prescribed branded testosterone replacement drugs, in exchange for substantial
payments from Solvay.' '3 21 The FTC has indicated that, by bringing such challenges,
it is trying to create a split in the circuit courts and increase chances of review of
the issue by the Supreme Court. 22

These challenges could have significant implications for the first filers, as well as
the subsequent generic applicants. If, as noted in section III. A. 6. b., the FTC is
successful in either of these actions at the appellate level, the forfeiture provision
could be triggered, thus resulting in a loss of all or part of exclusivity for these
first filer(s) if they have not already launched their products or, if they have, if 180
days have not already passed. Success in such challenges could also more broadly
affect the opportunities for settling litigation and, thus, the costs of challenging
and defending patents.

C. Adaptation of the Modelfor Other Contexts

As noted earlier in this article, 180-day exclusivity was designed as an incentive
to challenge innovator patents. There is evidence that it has provided some degree

"I Hearing on H.R. 1902, Protecting Consumer Access to Generic Drugs Act of 2007, Before the
Subcomm. on Commerce, Trade, and Consumer Protection of the House Comm. on Energy and Commerce,
110th Cong. (2007).

316 S. 369, 11 1th Cong. (2009); H.R. 1706, 11 1th Cong. (2009).
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the Subcomm. on Commerce, Trade, and Consumer Protection of the House Comm. on Energy and Com-
merce, 10th Cong. 1-2 (2007) (statement of the FTC).

318 FTC v. Cephalon, Inc., No. 08-cv-00244 (D.D.C. Feb. 13, 2008) (complaint). At Cephalon's request,
this case has been transferred to the U.S. District Court for the Eastern District of Pennsylvania. See FTC v.
Cephalon, Inc., No. 08-cv-02141 (E.D. Pa. May 8, 2008).

"I Press Release, FTC, FTC Sues Cephalon, Inc. for Unlawfully Blocking Sale of Lower-Cost Generic
Versions of Branded Drug Until 2012 (Feb. 13, 2008), available at http://www.ftc.gov/opa/2008/02/ceph.
shtm.
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of incentive, and many products are subject to paragraph IV certifications.323 It is
less clear how much of an incentive it is, and how many paragraph IV certifications
would have been submitted in the absence of 180-day exclusivity. What is also not
clear is the extent to which the incentive leads to too much litigation, and possibly
even litigation spawned more for the opportunity to obtain the exclusivity than
would be generated just due to the substance of the patent challenge.

A more recent question is whether this type of incentive is suitable in other
contexts. The principal area in which an exclusivity incentive roughly analogous
to 180-day exclusivity has been considered is the area of developing a regulatory
approval pathway for follow-on biologics, where there could be legislation that could
lead to establishing a process for challenging biologics patents.324 The FTC held a
roundtable on issues relating to the topic of follow-on biologics and specifically
encouraged consideration whether a patent-challenge based incentive was warranted
and whether some other type of incentive was warranted.325 There were numerous
comments critical of implementing an incentive like 180-day exclusivity that could
be an incentive for increased litigation. Some favored establishing an incentive that
would encourage certain types of applications. The FTC has yet to release the results
of the roundtable. It is noteworthy that no bill on follow-on biologics introduced
during the 110th Congress contained a patent-based incentive. Two bills recently
introduced in the 111 th Congress, however, do have incentives built around filing
for and obtaining approval of certain kinds of applications (relating to the potential
for products to be considered "interchangeable").326 It remains to be seen whether
Congress will in the end favor this kind of incentive.

323 See FDA, Paragraph IV Patent Certifications, available at http://www.fda.gov/cder/ogd/ppiv.htm

(as of Mar. 16, 2009).
324 See S. 1695, 110th Cong. (2007); H.R. 5629, 110th Cong. (2008).
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