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RECENT COURT DECISIONS 
LISTING OF PATENT IN ORANGE BOOK DOES 
NOT CONSTITUTE NOTICE UNDER 35 U.S.C. § 
287(a) 

   by Marc Bassler (Caesar, Rivise, Bernstein, 
   Cohen & Pokotilow, Ltd.) 
 

I n Merck & Co., Inc. v. MediPlan Health 
Consulting, Inc., defendants, who operate 
Canadian online pharmacies, offer U.S. 

consumers generic versions of Plaintiff 
Merck’s popular cholesterol medication, Zo-
cor®, moved for partial summary judgment on 
the issue of patent remedies.   

The Court ruled that where a patent contains 
both method and product claims, notice under 
section 287(a), “the marking statute,” is re-
quired, even if Merck only sought to assert 
method claims.  The Court reasoned that be-
cause Merck produced a physical item on 
which they could have given notice of protec-
tion for their patented methods compliance 
with section 287(a) was required. 

Furthermore, the focus of the notice require-
ment falls upon the plaintiff not the defendant.  

Defendants’ knowledge of the patent’s exis-
tence is simply irrelevant to the notice deter-
mination.  Even if defendants were aware that 
their actions infringed Merck’s patent, this 
knowledge still is not “proof that the infringer 
was notified of the infringement.”  Therefore, 
listing of the patent in the FDA Orange Book 
did not constitute notice under section 287(a). 

Finally, in regard to post-patent expiration 
remedies, the Court ruled that while Merck 
cannot be awarded damages and injunctive 
relief based on infringement after a patent’s 
expiration, they may be entitled to damages 
based on the theory of “accelerated market 
entry.”  Under accelerated market entry, plain-
tiff seeks compensation for lost sales after the 
patent’s expiration based on defendant’s entry 
into “the market at a level accelerated by its 
earlier infringement.” 

Merck & Co., Inc. v. MediPlan Health Consult-
ing, Inc., --- F.Supp.2d ---, 2006 WL 1633712, 
S.D.N.Y., June 04, 2006. 
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FEDERAL CIRCUIT VACATES PRELIMINARY IN-
JUNCTION AWARDED TO ABBOTT 

   by Jeffrey Tidwell (Pfizer Inc) 

I n a June 22, 2006 decision, a panel of 
the Court of Appeals for the Federal Cir-
cuit vacated a preliminary injunction that 

had been awarded to Abbott against Teva 
related to Abbott’s extended release formula-
tion of the antibiotic clarithromycin.   

Abbott Laboratories sued Teva Pharmaceuti-
cals USA alleging infringement of its patents 
U.S. Patent No. 6,010,718 (“‘718 patent”) and 
U.S. Patent No. 6,551,616 (“‘616 patent”) that 
relate to extended release formulations of the 
antibiotic clarithromycin.  Teva defended by 
arguing that Abbott was unlikely to succeed 
on the merits as substantial questions existed 
as to the validity of the asserted claims under 
35 U.S.C. §  103.  The District Court for the 
Northern District of Illinois agreed that Teva 
had raised a substantial question as to the 
validity of the relevant claims of the '616 pat-
ent but it rejected Teva's invalidity arguments 
as to the asserted claims of the '718 patent.  
Accordingly, the district court granted Abbott's 
motion for a preliminary injunction.   

On appeal, the Federal Circuit vacated the 
preliminary injunction awarded by the district 
court.  In an opinion authored by Judge Prost, 
the court found that Teva had raised substan-
tial questions related to invalidity of the as-
serted claims.  With respect to the amount of 
evidence Teva was required to produce during 
a preliminary injunction hearing, the court 
noted that “[v]ulnerability is the issue at the 
preliminary injunction stage, while validity is 
the issue at trial.  The showing of a substantial 
question as to invalidity thus requires less 
proof than the clear and convincing showing 

necessary to establish invalidity itself.” Next, 
the court found that neither party had satisfied 
its burden with respect to showing whether 
monetary damages would fairly compensate 
Abbott should a preliminary injunction not be 
entered.  Importantly, the court did not accept 
Abbott’s argument that the entry of generic 
competition, by itself, constituted irreparable 
harm.  Third, Abbott argued, and Teva did not 
dispute, that the balance of the hardships fa-
vored Abbott and the entry of a preliminary 
injunction.  Finally, the court held that the pub-
lic interest did not favor the entry of a prelimi-
nary injunction since Teva had succeeded in 
raising substantial questions as the validity of 
the patent claims at issue.  As such, the court 
vacated the preliminary injunction awarded by 
the district court. 

Judge Newman took issue with the majority’s 
analysis in a lengthy dissent.  Specifically, she 
disagreed with the standard enunciated by the 
majority that if the alleged infringer raises no 
more than a substantial question of invalidity, 
that suffices to establish the likelihood that the 
alleged infringer will succeed on the merits at 
trial. In this respect, she stated that the “panel 
majority is incorrect in holding that it ‘require[s] 
less proof’ to authorize infringement before 
the merits are decided; such a rule, whereby a 
patent is deprived of exclusivity during litiga-
tion, is not readily invoked, for it is excessively 
disruptive of the processes of law.”  Next, 
Judge Newman disagreed with what she con-
sidered to be the panel’s refusal to weigh the 
undisputed finding that the balance of hard-
ships favored Abbott.  Third, she argued that 
the findings of the district court with respect to 
a finding of irreparable harm to Abbott should 
have been accorded more deference by the 
panel. 
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scope of the exclusionary potential of the pat-
ent; (2) the extent to which the agreements at 
issue exceed that scope; and (3) the resulting 
anticompetitive effects. 
 
As the court noted, absent the settlement 
agreement, the generics competitors could not 
have entered the market prior to the expiry of 
Schering’s formulation patent.  Further, the 
parties were entitled to settle the “bitter and 
prolonged process of” patent litigation by ex-
changing rights and royalties, which may pro-
mote rather than restrain competition.  Public 
policy weighs in favor of settling disputes with-
out resorting to litigation, and Schering’s 
agreements fell within the scope of the exclu-
sionary right under the patent at issue.  Ac-
cordingly, the court rejected the Commission’s 
rule that would automatically invalidate an 
agreement where the pharmaceutical patent 
holder contractually negotiates the generic’s 
entry date and also licenses other products 
from the generics entity in an ancillary trans-
action. 
 
 
ABBOTT FAILS TO WIN DISMISSAL OF ANTI-
TRUST CLAIMS RELATING TO TRICOR® 

   by Keith Hutchinson (Pfizer Inc) 

I n Abbott Labs v. Teva Pharms. USA, Inc., 
432 F. Supp. 2d 408 (D. Del. 2006), the 
District Court denied Abbott’s motion to 

dismiss antitrust claims relating to generic 
product entry into the market to challenge Ab-
bott’s fenofibrate drug, TricCor®, which is 
used in treating high cholesterol and triglyc-
erides. 

 

Abbott Laboratories v. Andrx Pharmaceuti-
cals, --- F.3d ----, 2006 WL 1703489(Fed. Cir. 
June 22, 2006) 

 

SCHERING-PLOUGH WINS REVERSAL OF FTC’S 
ORDER RELATING TO SETTLEMENT OF INFRINGE-
MENT SUIT 

   by Keith Hutchinson (Pfizer Inc) 
 

I n Schering-Plough Corp. v. FTC, 402 
F.3d 1056 (11th Cir., 2005), cert. denied, 
2006 U.S. LEXIS 5128 (U.S., June 26, 

2006), the issue addressed  was whether a 
patent infringement settlement agreement 
between Schering and two generics pharma-
ceutical manufacturers unreasonably re-
strained trade.  The FTC had concluded that 
the settlement agreements effectively deferred 
the entry of directly competing generic prod-
ucts into the market, causing injury to con-
sumers and other competitors.  Accordingly, 
the Commission held the agreement violated 
the Sherman Act (15 USC §1) and the FTC 
Act (15 USC §45(c)).  The Court of Appeals 
reversed, vacating the FTC’s order, and the 
Supreme Court denied cert. on June 26, 2006. 
 
A panel of the Court of Appeals for the 11th 
Circuit rejected both the per se and rule of 
reason analyses, since an anti-competitive 
effect already exists in the patent context.  
Instead, the Court cited its opinion in Valley 
Drug v. Geneva Pharms., 344 F.3d 1294, 
1303-04 (11th Cir. 2003), which provided that 
the anticompetitive effect cannot extend be-
yond the patent’s own exclusionary power, 
since exposing such settlement agreements to 
antitrust liability would chill such settlements.  
The court’s antitrust liability analysis in the 
patent settlement context addressed: (1) the 
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DISTRICT COURT DENIES MOTION TO DISMISS 
ANTITRUST SUIT AGAINST GSK 

   by Keith Hutchinson (Pfizer Inc) 

I n the class-action case In re Wellbutrin 
SR Antitrust Litigation, Nos. 04-5525, 04-
5898, 05-396, 2006 U.S. Dist. LEXIS 

9687 (E.D. Pa., March 9, 2006), GSK alleg-
edly pursued sham litigation in violation of 
antitrust laws by attempting to forestall generic 
entry of a controlled-release formulation of the 
antidepressant buprion HCl into the market.  

GSK’s original patent on buprion expired in 
1991.  Later, GSK secured a formulation pat-
ent on its controlled-release version of Well-
butrin®, although the claims were narrowed 
during patent prosecution to specify that the 
controlled-release formulation required HPMC 
as an excipient.  Generic drug makers filed 
ANDAs and certified non-infringement of 
GSK’s formulation patent, providing that their 
formulations contained sustained-release ex-
cipients other than the HPMC required in 
GSK’s patent.  GSK sued the generics com-
panies, triggering an automatic 30-month stay. 

The plaintiffs allege that GSK knew HPC was 
a substitute for HPMC when GSK amended its 
claims to gain allowance.  Accordingly, GSK 
could not credibly assert that it was entitled to 
doctrine of equivalents coverage of the HPC 
excipient that the generics use.  While GSK 
moved to dismiss under Noerr-Pennington 
immunity from antitrust liability, the district 
court denied the motion, noting that GSK 
could not have reasonably believed that its 
infringement claims against the generics were 
valid.  On May 11, 2006, the court also re-
fused to certify the case for Federal Circuit 
review, thus the District Court case moves 
forward. 

The FDA initially approved Abbott’s TricCor® 
capsules, and Abbott eventually received a 
30-month stay against the generic manufac-
turer.  While the TricCor® capsules litigation 
was pending, Abbott received FDA approval 
for a tablet form of TricCor®.  Abbott then 
withdrew its TricCor® capsules from the mar-
ket upon approval of the tablet formulation, 
and designated the capsules as “obsolete,” 
thus precluding substitution of generic cap-
sules for tablets.  Teva filed a second ANDA, 
relating to the tablet formulation of TricCor®, 
and Abbott again sued, receiving another 30-
month stay.  Abbott then filed a new NDA re-
lating to a different TricCor® tablet dosage/
formulation, and Teva brought antitrust coun-
terclaims against Abbott for its alleged “leap-
frogging” approach to prevent the generic 
products from entering the TricCor® market. 

District Judge Jordan, in his denial of Abbott’s 
motion to dismiss, noted that the rule of rea-
son approach is appropriate, since Abbott ef-
fectively prevented consumers from choosing 
between TricCor® formulations by removing 
the old formulations from the market while 
introducing new ones.  Further, if the plaintiffs 
demonstrate anticompetitive effect from such 
formulation changes, then that harm will be 
tempered against any benefits that Abbott can 
present. The court cited U.S. v. Microsoft 
Corp., 253 F.3d 34, 64 (D.C. Cir. 2001) for the 
premise that anticompetitive effect can be 
shown not only by completely barring competi-
tors from all means of distribution, but also by 
a bar from the most “cost-efficient” ones.  Ab-
bott’s allegedly “manipulative and unjustifi-
able” formulation changes may satisfy this 
approach. 

Abbott Labs v. Teva Pharms. USA, Inc., 432 
F. Supp. 2d 408 (D. Del. 2006) 
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In the case, the defendants had argued that 
the claims covered subject matter that was 
statutorily unpatentable as it covered a basic 
scientific relationship between the level of ho-
mocysteine and the presence or absence of a 
vitamin deficiency.  The lower courts held that 
the claims at issue were valid and that defen-
dants were liable for inducement of infringe-
ment when it encouraged physicians to order 
tests measuring homocysteine levels.  

In a dissent, Justice Breyer, who was joined 
by Justices Stevens and Souter, argued that 
the Court should not have dismissed the case 
as it represented an important question to 
those who engage in medical research, who 
practice medicine, and who as patients de-
pend upon proper health care.  Furthermore, 
Justice Breyer dismissed arguments that the 
Court should not hear the case because Lab-
Corp had not directly argued the claim at is-
sue was unpatentable under 35 U.S.C. § 101 
and because the Federal Circuit had never 
directly addressed the same question.  In-
stead, Justice Breyer felt such arguments 
were tenuous and he could find no “good 
practical reason for refusing to decide the 
case.”  

In his analysis of the issue, Justice Breyer 
wrote that the relevant question was whether 
the patentees were attempting to patent a law 
of nature.  Such subject matter is not pat-
entable, he wrote, because allowing persons 
to exclude others from using the patented in-
formation would impede the progress of sci-
ence and commerce.  While conceding that 
attempting to adequately define non-
patentable classes of subject matter was a 
challenge, Justice Breyer did not consider this 
case to be at the boundary between pat-
entable and non-patentable subject matter.  

BARR SETTLES SUIT RELATING TO SOURCING 
OF RAW MATERIAL FOR GENERIC WARFARIN 

   by Keith Hutchinson (Pfizer Inc) 

O n June 12, 2006, Barr Laboratories, 
Inc. announced that it entered a set-
tlement agreement with Invamed, Inc. 

and Apothecon, Inc. (both recently acquired 
by Sandoz, Inc.), who brought an action 
against Barr in relation to the source of raw 
material for Warfarin Sodium.  Barr launched 
the first generic production of Warfarin So-
dium in 1997, and Invamed/Apothecon sued 
Barr in early 1998 for allegedly blocking ac-
cess to the raw material source for Warfarin 
Sodium. 

According to the Barr press release, it has 
agreed to a one-time payment of $22.5 million 
to the plaintiffs, and the litigation is also termi-
nated between the parties. 

 

SUPREME COURT DISMISSES CLOSELY-
WATCHED LABCORP CASE 

   by Jeffrey Tidwell (Pfizer Inc) 

I n a June 22, 2006 decision, the Supreme 
Court of the United States dismissed the 
closely-watched LabCorp v. Metabolite 

case, stating that the writ of certiorari was im-
providently granted.  At issue in the case was 
the patentability of a process for helping to 
diagnose deficiencies of two vitamins, folate 
and cobalamin. The process consists of using 
any test to measure the level in a body fluid of 
an amino acid called homocysteine and then 
noticing whether its level is elevated above 
the norm.  If so, a vitamin deficiency is likely 
and appropriate treatment is warranted. 
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Instead, he stated that the claim at issue is 
invalid no matter how narrow the definitions of 
non-patentable subject matter are drawn.  In 
this respect, he stated that “at most, respon-
dents have simply described the natural law at 
issue in the abstract patent language of a 
‘process.’ But they cannot avoid the fact that 
the process is no more than an instruction to 
read some numbers in light of medical knowl-
edge.”  Further, he stated that such a process 
embodies no more steps than simply drawing 
a correlation between homocysteine levels 
and the presence or absence of a vitamin defi-
ciency.  In Justice Breyer’s opinion, this corre-
lation, without more, does not constitute pat-
entable subject matter. 

Laboratory Corporation of America Holdings v. 
Metabolite Laboratories, Inc, 126 S. Ct. 2921 
(June 22, 2006) 

 
DISTRICT COURT UPHOLDS FOREST LABORATO-
RIES’ PATENT COVERING LEXAPRO® 

   by Brian M. Kramer (Morrison & Foerster, LLP) 

I n Forest Laboratories, Inc. et al. v. Ivax 
Pharmaceuticals, Inc. et al., the U.S. Dis-
trict Court for the District of Delaware up-

held the validity and enforceability of Forest 
Laboratories’ U.S. Pat. No. Re. 34,712 cover-
ing the active ingredient in the anti-depressant 
Lexapro® (escitalopram oxalate).  Forest, who 
manufactures and markets Lexapro® under 
an exclusive license from Lundbeck A/S, sued 
IVAX, now a subsidiary of Teva Pharmaceuti-
cal, for infringement based on IVAX’s ANDA 
to market a generic version of escitalopram 
oxalate. 

IVAX raised anticipation and obviousness ar-
guments based on prior printed publications 

and patents and also sought to invalidate the 
‘712 patent for impermissible broadening dur-
ing reissue proceedings.  For example, IVAX 
contended that the ‘712 patent, which claims 
substantially pure (S)-citalopram, was antici-
pated by a reference that disclosed both the 
(R) and (S) enantiomers of citalopram. IVAX 
also argued that the ‘712 patent was unen-
forceable because the applicant failed to dis-
close several prior art references during 
prosecution, including references cited in re-
jections of the counterpart patent at the Dan-
ish patent office.  Following a bench trial, the 
district court issued a 52-page opinion holding 
that IVAX failed to meet its burden of proof on 
each issue. 

Absent future challenges, the ‘712 patent will 
expire on March 13, 2012, based on an 827-
day regulatory extension.  Forest may also be 
entitled to a period of pediatric exclusivity.  
Forest Laboratories, Inc. et al. v. Ivax Pharma-
ceuticals, Inc. et al., Civ. No. 03-891-JJF, 
2006 U.S. Dist. LEXIS 47985 (D. Del. July 13, 
2006) 

 

SANDOZ FAILS IN ATTEMPTS TO INVALIDATE 
FDA APPROVALS OF GENERIC ZOCOR® 

   by Brian M. Kramer (Morrison & Foerster, LLP) 

I n Sandoz, Inc. v. FDA, et al., the U.S. 
District Court for the District of Columbia 
denied preliminary injunctive relief to 

Sandoz in its attempt to invalidate the FDA’s 
recent approvals of generic versions of 
Merck’s popular cholesterol drug, Zocor® 
(simvastatin).   

IVAX Pharmaceuticals and its parent Teva 
Pharmaceuticals USA were the first applicants 
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to file ANDAs with Paragraphs IV certifications 
to the Zocor® patents (U.S. Pat. Nos. RE 
36,481 and RE 36,520), and claimed they 
were entitled to 180 days of exclusivity for the 
sale of generic simvastatin in 5, 10, 20 and 40 
mg dosages.  Ranbaxy was the first to file a 
Paragraph IV certification with respect to the 
80 mg strength.  At Merck’s request, the FDA 
thereafter removed the ‘481 and ‘520 patents 
from the Orange Book, and IVAX and Ran-
baxy filed citizen petitions and later sued the 
FDA claiming they were entitled to the 180-
day exclusivity period.  The U.S. District Court 
for the District of Columbia granted both com-
panies’ motions for summary judgment, hold-
ing that the FDA had improperly denied their 
citizen’s petitions. 

Sandoz, which also filed an ANDA for generic 
simvastatin, sought a temporary restraining 
order and preliminary injunction, challenging 
the FDA’s relisting of the ‘481 and ‘520 pat-
ents in the Orange Book and the agency’s 
requirement that all pending ANDAs must 
contain new certifications.  The district court 
held that although Sandoz was not required to 
file a certification at the time it filed its ANDA, 
it was required to update its application to in-
clude a Paragraph III or IV certification regard-
ing the patents that were re-listed in the Or-
ange Book.  In addition, the court found San-
doz failed to show irreparable harm based on 
its delay in seeking the injunction against the 
FDA and the fact that its projected sales of 
simvastatin would amount to less than 1% of 
its sales from generic drugs. 

Sandoz, Inc. v. FDA, et al., Civ. No. 06-1134-
RCL, 2006 U.S. Dist. LEXIS 46672 (D.D.C. 
July 12, 2006) 

 

4TH CIRCUIT COURT OF APPEALS FINDS MAR-
KETING OF AUTHORIZED GENERIC THROUGH 
THIRD-PARTY LICENSEE DURING 180-DAY EX-
CLUSIVITY PERIOD NOT PROHIBITED UNDER 
HATCH-WAXMAN ACT 

   by Jeffrey Tidwell (Pfizer Inc) 

I n a July 7, 2006 opinion, a panel of the 
4th Circuit Court of Appeals held that the 
marketing of an authorized generic 

through a third-party licensee during the 180-
day exclusivity period is not prohibited under 
the Hatch-Waxman Act. 

Mylan had submitted an ANDA containing a 
Paragraph IV certification to market a generic 
version of the anti-infective drug nitrofurantoin, 
sold by Proctor & Gamble under the name 
Macrobid.  Since Mylan was the first to file an 
ANDA and challenge the NDA holder’s patent, 
they were awarded the 180-day exclusivity 
period provided for under the Hatch-Waxman 
Act.  Shortly after Mylan entered the market, 
however, Watson Pharmaceuticals also began 
selling a generic version of the drug under a 
license from Proctor & Gamble. 

Mylan, joined by Teva Pharmaceuticals, had 
earlier anticipated this development and sub-
mitted a petition to FDA, asking that FDA pro-
hibit the marketing and selling of any so-called 
“authorized generic” versions of name-brand 
drugs until the expiration of the first generic’s 
180-day exclusivity period.  The FDA denied 
these requests in a letter dated July 2, 2004.  
In the same letter, FDA also rejected the argu-
ment that Mylan Pharmaceuticals, Inc. v. 
Thompson required them to treat authorized 
generics as the functional equivalent of an 
ANDA for exclusivity period purposes.  Mylan 
and Teva both sued FDA, though the cases 
were pursued in different jurisdictions, arguing 
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that FDA’s dismissal of the petitions was arbi-
trary and capricious and was in violation of the 
Administrative Procedures Act.  Eventually, 
Teva’s case made its way to the D.C. Circuit 
Court of Appeals and Mylan’s case was 
stayed in the District Court for the Northern 
District of West Virginia while Teva’s appeal 
was pending.  The D.C. Circuit affirmed the 
lower court decision that 21 U.S.C. § 355(j)(2)
(B)(iv) did not prohibit the marketing of a ge-
neric by the NDA holder during exclusivity 
period.  The West Virginia district court then 
dismissed Mylan’s complaint for failure to 
state a claim and Mylan appealed.  In the ap-
peal, Mylan challenged FDA’s interpretation of 
21 U.S.C. § 355(j)(5)(B)(iv), arguing that FDA 
ignored both legislative intent and the 
agency's own, prior interpretation in constru-
ing the statute. 

In its decision, the panel first found that the 
plain language of the statute was clear and 
did not address the marketing of drugs under 
approved NDAs.  As such, the court did not 
perceive the need to consider the legislative 
history or intent because the language of the 
statute is clear and there is no need to look 
outside the “four corners of the document” to 
ascertain its meaning.  Further, the selling of 
authorized generics during the exclusivity pe-
riod is not a result that “shock[s] the general 
moral or common sense, and therefore it does 
not count as the sort of absurd result that 
courts seek to avoid in construing stat-

utes.” (internal quotes omitted).  The court 
also gave no weight to recent criticism by 
some members of Congress concerning the 
selling of authorized generics, stating that 
such post-enactment statements by legislators 
add nothing to the interpretation of statutes.  
Finally, the court found that Mylan’s statutory 
interpretation arguments ignored Congress’ 
desire to protect the intellectual property inter-
ests by allowing them to enter into licensing 
agreements with third parties, which rights 
existed prior to and after the passage of the 
Hatch-Waxman amendments. 

Second, the court rejected Mylan’s argument 
regarding FDA’s allegedly inconsistent statu-
tory construction because such agency inter-
pretation carries no weight in view of a statute 
that is not ambiguous on its face.  Further-
more, the court did not agree with Mylan’s 
contention that FDA’s interpretation of the 
statute had been inconsistent.  Contrary to 
Mylan’s contention, the court stated that the 
question presented in Mylan Pharmaceuticals, 
Inc. v. Thompson was not whether generic 
drugs made under approved NDAs and those 
made under paragraph IV ANDAs are 
“functional equivalents” for all statutory pur-
poses.  Rather, the case dealt with whether 
FDA’s determination was correct that a para-
graph IV ANDA applicant's marketing of an 
authorized generic activates the commercial 
marketing trigger of the statute and so begins 
the tolling of the 180-day exclusivity period. 
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REGULATORY ACTIVITIES 
FEDERAL TRADE COMMISSION PROVIDES STATE-
MENT TO SENATE COMMITTEE REGARDING PER-
CEIVED ANTICOMPETITIVE CONDUCT  

   by Craig R. Kaufman (Orrick, Herrington & 
        Sutcliffe LLP) 
 

T he Federal Trade Commission (FTC) 
provided a statement before the Spe-
cial Committee on Aging of the United 

States Senate on Barriers to Generic Entry on 
July 21, 2006.  A concern is alleged anticom-
petitive activity undertaken by the NDA holder 
and the first generic company to file an ANDA 
with a paragraph IV certification.  In this re-
spect, the FTC identified three areas where 
potential anticompetitive conduct could occur: 
anticompetitive settlements, where the generic 
is paid to stay off of the market; abuse of the 
180 exclusivity period, where the first generic 
filer delays entry to the market, effectively 
closing off access by later ANDA filers; and 

authorized generics.  With respect to the set-
tlement issue, the FTC supports the proposed 
legislative fix provided by SB 3582, the 
“Preserve Access to Affordable Generics Act” 
introduced on June 27, 2006, which would 
explicitly define certain types of settlements as 
anticompetitive.  With respect to the 180 day 
bottleneck, the FTC proposes that Congress 
should amend the FDC act to clarify that the 
dismissal of a declaratory judgment action by 
a subsequent applicant could trigger the 180 
day exclusivity.  Finally, the FTC is concerned 
about the potential for anticompetitive impact 
from authorized generics.  In particular, they 
are concerned that routine entry of an author-
ized generic during the 180 day exclusivity 
period might either induce settlements that 
could potentially have an anticompetitive im-
pact, or cause companies to forgo entry, as 
their expected return during the exclusivity 
period would be reduced.  The FTC continues 
to study this issue. 

LEGISLATIVE DEVELOPMENTS 

H.R. 5641 – SAFE OVERSEAS HUMAN TESTING 
ACT 

   by Jim Gould (Morgan & Finnegan, LLP) 

I n Congress, H.R. 5641 was introduced on 
June 20, 2006. Titled the "Safe Overseas 
Human Testing Act," it addresses the is-

sue of new clinical investigations that are per-
formed outside the United States and do not 
meet U.S. Institutional Review Board ("IRB") 
and ethical requirements. The proposed law 
requires a permit for export of drugs for use in 
a “clinical investigation.”  “Clinical investiga-
tion” means any experiment that involves a 
test article and one or more human subjects 

and the results of which are intended to be 
later submitted to, or held for inspection by, the 
Secretary of Health and Human Services as 
part of an application for  research or market-
ing permit.  A certification from an IRB is re-
quired, stating that the protocol has been re-
viewed by the institutional review board and 
has, at a minimum, met substantially the same 
standards for the protection of the rights and 
welfare of human subjects as the standards 
that would be required for IRB approval of the 
protocol if the protocol were for a clinical inves-
tigation of the test article pursuant to the Fed-
eral Food, Drug, and Cosmetic Act. 
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S.B. 3582 — PRESERVE ACCESS TO AFFORD-
ABLE GENERICS ACT 

   by Jim Gould (Morgan & Finnegan, LLP) 

S enate Bill S 3582, titled "Preserve Ac-
cess to Affordable Generics Act", was 
introduced on June 27, 2006. Its pur-

pose is "[t]o prohibit brand name drug compa-
nies from compensating generic drug compa-
nies to delay the entry of a generic drug into 
the market." Specifically, the proposed law 
amends the Federal Trade Commission Act, 
(5 U.S.C. § 45) to make a patent infringement 
suit an unfair method of competition when (1) 
the ANDA filer receives anything of value, and 
(2) the ANDA filer agrees not to research, de-
velop, manufacture, market or sell the ANDA 
product for any length of time. However, the 
proposed law specifically exempts patent set-
tlements in which the value to the ANDA filer 
is no more than the right to market the ANDA 
product prior to expiration of the patent. 

 

S.B. 3695 – WOULD PROHIBIT SALE OF AU-
THORIZED GENERICS 
 
   by Craig R. Kaufman (Orrick, Herrington & 
       Sutcliffe LLP) 
 

S enate bill SB 3695, introduced on July 
19, 2006, would amend the Food, Drug 
and Cosmetic act to prohibit the market-

ing of authorized generic drugs.  As intro-
duced, the act prohibits the holder of an ap-
proved NDA from manufacturing, selling or 
authorizing any other person to manufacture 
or sell an authorized generic drug.  The legis-
lation defines an “authorized generic drug” as 
any version of a listed drug that the holder of 
the new drug application for that listed drug 

seeks to commence marketing, selling or dis-
tributing, directly or indirectly, after receipt of a 
Paragraph IV notice.  An “authorized generic” 
excludes a drug sold by the entity with market-
ing exclusivity or after expiration of the 180 
day exclusivity period. 
 
 
H.R. 5993 -- WOULD PROHIBIT SALE OF AU-
THORIZED GENERICS 
 
   by Amy Manning (Alston & Bird, LLP)         
 

O n July 28, 2006, a bill was introduced 
in the U.S. House of Representatives 
to amend the Federal Food, Drug, 

and Cosmetic Act (“FDCA”) to prohibit the 
marketing of authorized generic drugs.  The 
bill, H.R. 5993, was sponsored by Represen-
tatives Emerson, Moore, Boozman, Wamp, 
and Berry.  As proposed, H.R. 5993 seeks to 
amend Section 505 of the FDCA (21 U.S.C. § 
355) to provide that “no holder of a new drug 
application…shall manufacture, market, sell, 
or distribute an authorized generic drug, direct 
or indirectly, or authorize an other person to 
manufacture, market, sell, distribute an au-
thorized generic drug.”  An authorized generic 
drug is defined as, inter alia, “any version of a 
listed drug” that the holder of an approved 
NDA seeks to market after receipt of a para-
graph IV notice.  H.R. 5993 was referred to 
the House Committee on Energy and Com-
merce. 
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CITIZEN PETITIONS 
MYLAN SUBMITS PETITION TO FDA ASSERTING 
THAT THE FIRST TO FILE AN ANDA AND PRO-
VIDE NOTICE TO PATENTEE SHOULD BE 
AWARDED 180-DAY EXCLUSIVITY 
 
   by Jeffrey Tidwell (Pfizer Inc) 
 

I n a June 12, 2006 petition submitted to 
the Food and Drug Administration (FDA), 
Mylan Pharmaceuticals asserted that it 

should be awarded the 180-day exclusivity 
period for all strengths of Risperidone tablets 
because it was the first to file an ANDA with 
FDA and provide notice of a Paragraph IV 
certification to the NDA holder.  Dr. Reddy’s 
Laboratory (DRL) submitted an ANDA for the 
same drug and for the same dosage forms 
prior to the filing of Mylan’s ANDA with FDA.  
DRL’s ANDA also contained a Paragraph IV 

certification to the same patent.  But, Mylan 
alleged that they were the first to “perfect” 
their ANDA filing by completing the second act 
required by the relevant statutory provision, 
providing notice of the Paragraph (IV) certifi-
cation to the NDA holder, Janssen Pharma-
ceutica.  Mylan argued that although DRL’s 
ANDA was first in time, DRL did not provide 
the required Paragraph (IV) notice to Janssen 
until after Mylan had done so.  Mylan argues 
that the proper interpretation of the relevant 
statutory provision,  21 U.S.C. § 355(j)(2)(B), 
is that the first party that completes both re-
quired steps, the filing of ANDA with FDA and 
providing notice of a Paragraph (IV) certifica-
tion to the NDA holder, should be awarded the 
180-day exclusivity period. 



Intellectual Property Owners Association (IPO), es-
tablished in 1972, is a trade association for owners 
of patents, trademarks, copyrights and trade se-
crets.  IPO is the only association in the U.S. that 
serves all intellectual property owners in all indus-
tries and all fields of technology. 

The association advocates effective and affordable 
IP ownership rights and provides a wide array of 
services to members.  It concentrates on: support-
ing members interests relating to legislative and 
international issues; analyzing current IP issues; 
providing information and educational services; 
and disseminating information to the general public 
on the importance of intellectual property rights. 

Serving the Intellectual Property 
Community in the U.S. and Worldwide 
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