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2006 & Beyond:  Focus On Pharmaceuticals 

With the cost of prescription drugs rising steadily and reaching $274.9 billion in 

2006,1 the last few years has seen an increased antitrust focus on pharmaceuticals.  This 

focus has not waned in the past twelve to fifteen months, and if anything, has intensified.  

As discussed below, antitrust concerns involving pharmaceuticals have arisen not only in 

litigation, but also in merger reviews and several proposed bills before the U.S. Congress.  

Regardless of one’s perspective on the issues, change appears imminent – with all three 

branches of the federal government becoming more aware of the industry.  Here, we 

briefly summarize noteworthy developments involving pharmaceuticals.  

 

 

 

 

 

 

                                                 
1 See, MS Health Reports U.S. Prescription Sales Jump 8.3 Percent in 2006, to $274 Billion, Forbes.com 
Business Wire, March 9, 2007, available at 
http://www.forbes.com/businesswire/feeds/businesswire/2007/03/09/businesswire20070308006159r1.html.   
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I.  Litigation   

As with the past few years, 2006 included important antitrust cases involving 

pharmaceuticals.  Here we discuss the most significant non-merger cases of the year. 

 

1.  The “Reverse Payment” Cases:  Schering Plough & Tamoxifen 

Undoubtedly the most contentious antitrust issue pertaining to pharmaceuticals in 

the last few years has been the debate over so-called “reverse” or “exclusionary” 

payments.  These are payments made by branded manufactures to generic manufacturers 

in exchange for delayed generic entry, and typically occur in settlements of patent 

disputes.   This past year, two reverse payment cases were appealed to the United States 

Supreme Court.  In the first, Schering-Plough v. Federal Trade Commission,2 the Court 

denied certiorari, and in the second, In re Tamoxifen Citrate Antitrust Litigation,3 

certiorari has been requested but as of yet no action has been taken.  The Court asked for 

the views of the United States, but those views have not yet been provided.   

 Schering-Plough involved a challenge by the Federal Trade Commission (“FTC” 

or “Commission”) against two patent litigation settlements involving Schering-Plough’s 

extended release formulation of K-Dur 20.  The settlements arose in the context of the 

procedure for approval and marketing of generic drugs, which is governed by the Hatch-

Waxman Act.4   The settlements involved payments from Schering-Plough to the generic 

                                                 
2  402 F.3d 1056 (11th Cir. 2005), cert denied, ___ U.S. ___, 126 S. Ct. 2929 (2006). 
 
3  429 F.3d 370 (2nd Cir. 2005). 
 
4  Drug Price Competition and Patent Restoration Act, Pub. L. No. 98-417 (1984), amended by the 
Medicare Prescription Drug, Improvement, and Modernization Act, Public Law 108-173 (2003). 
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manufacturer and agreements to delay generic entry.  According to the Commission, the 

payments were anticompetitive because they were made in return for delayed generic 

entry, and harmed consumers by denying a cheaper alternative to K-Dur 20.  The Court 

of Appeals for the Eleventh Circuit vacated and set aside the Commission’s decision, 

disagreeing with the Commission’s findings and analysis, as well as its conclusion that 

the payments were anticompetitive.  Citing Valley Drug Co. v. Geneva Pharma,5 the 

appeals court rejected application of traditional “rule of reason” antitrust analysis, and 

used its own standard for evaluating whether such payments were anticompetitive.  

According to the court, a proper competitive evaluation of patent settlements requires an 

examination of the following:  (i) the scope of the exclusionary effect of the patent; (ii) 

whether and to what extent the agreement exceeded that scope; and (iii) the resulting 

anticompetitive effects.6  Applying this framework, the court held that the Commission 

failed to demonstrate that the patent was invalid and not infringed and that the branded 

company was entitled to the full exclusionary effect of its patent.  Moreover, presuming 

the validity of the patents involved, the court found insufficient evidence that the 

payments were either made in exchange for delayed entry or had an anticompetitive 

effect.  The Commission petitioned the Supreme Court, challenging the Court of 

Appeals’ holding that the payment was not anticompetitive as well as its failure to give 

deference to the Commission’s factual findings.  Focusing on the divergent analysis 

applied to reverse payments by the Eleventh Circuit and the Sixth Circuit (which found 

                                                 
5 344 F.3d 1294 (11th Cir. 2003). 
 
6  Id. at 1066. 
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such payments to be per se illegal7), the Commission urged that review was warranted.  

A state’s amicus urged the Court to grant certiorari.  The Court asked the United States 

for its views, the United States suggested that certiorari be denied, and the Court denied 

the petition.   

 Tamoxifen involved a consumer action challenging a patent litigation settlement 

between the branded manufacturer (Zeneca) and a generic manufacturer (Barr) of 

Tamoxifen.8  In the patent litigation, the patent was found invalid by a District Court, but 

while on appeal to the Federal Circuit, the parties settled the matter (and agreed to vacate 

the District Court’s decision).  As a result of the settlement, Defendants agreed that in 

exchange for $21 million and a non-exclusive license to market the branded drug, the 

generic would delay entry until after the patent expired.  Plaintiffs asserted that the 

payment was anticompetitive, as evinced by the “excessive” amount of the payment 

(allegedly more than the generic’s projected revenues, had it been marketed), the timing 

of the settlement (e.g., after a District Court found the patent invalid), and its effect 

(vacating the decision invalidating the patent  and delaying generic entry).   Nonetheless, 

the District Court found nothing suspicious or anticompetitive in the settlement and 

granted Defendants’ motion to dismiss.  The Court of Appeals for the Second Circuit 

affirmed.   According to the appeals court, the policy in favor of settlements, a patent’s 

presumption of validity (even after a District Court’s finding of invalidity), and the lower 

court’s finding that the agreement did not exceed the scope of the patent, evidenced the 

legality of the settlement.  Furthermore, the Court reasoned that absent allegations that 

                                                 
7 In re Cardizem CD Antitrust Litig., 332 F.3d 896 (6th Cir. 2003), cert denied, 544 U.S. 1049 (2005). 
 
8 In re Tamoxifen Citrate Antitrust Litigation, 466 F.3d 187 (2nd Cir 2006).   
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the settlement affected non-infringing as well as infringing products, involved a 

fraudulently procured patent, or was based on sham litigation, allegations of an 

“excessive” payment was insufficient to state an antitrust claim.9  Plaintiffs have 

petitioned the U.S. Supreme Court for certiorari, and the Court’s request for the United 

State’s view is pending.   

  

2.  Federal Trade Commission v. Warner Chilcott et al, 1:05-cv-02179 

(D.D.C.2005); State of Colorado et al v. Warner Chilcott, 1:05-cv-02182 (D.D.C.2005).   

 In November 2005, the FTC and twenty-one states sued Warner Chilcott and Barr 

Pharmaceuticals over an agreement to delay generic entry of Ovcon 35, an oral 

contraceptive.  Bristol Myers Squibb (“BMS”) manufactured and marketed Ovcon since 

the 1970s.  In 2000, by which time the patents for Ovcon 35 had expired, Warner Chilcott 

acquired exclusive marketing rights for the drug, with BMS retaining supply rights.  

Afterwards, sales of Ovcon increased substantially.  In 2001, Barr filed an ANDA for 

generic Ovcon, which it planned to sell at a significant price reduction to Warner 

Chilcott’s branded version.  Thereafter, the states and the FTC alleged that Warner 

Chilcott conceived of a strategy to deter generic competition.  According to the 

complaints, the strategy consisted of introducing a new “chewable” formulation of Ovcon 

(“Ovcon Chewable”) and switching patients to the new formulation prior to the FDA’s 

approval of Barr’s generic.  At the same time, Warner Chilcott planned to stop selling the 

old formulation of Ovcon.  Because a pharmacist would be unable to fill a prescription 

                                                 
9  Id. at 208-209, 213.  
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for Ovcon Chewable with the older formulation absent physician approval, Warner 

Chilcott expected that this strategy would impede generic substitution.   

Warner Chilcott had difficulty obtaining FDA approval for Ovcon Chewable.  

Consequently, faced with Barr’s imminent entry of generic Ovcon prior to approval of 

Ovcon Chewable, the FTC and the states alleged that Warner Chilcott agreed to pay Barr 

$20 million to delay its entry for 5 years.  In October 2006, the FTC and Warner Chilcott 

agreed to terms of a stipulated injunction, which among other things permitted Barr to  

market generic Ovcon.  In April 2007, Warner Chilcott announced that it had settled in 

principle with the states as well as with indirect purchasers, for approximately $7.5 

million.  Both the FTC’s and state’s actions against Barr continue. 

 

 3.  In re DDAVP Direct Purchaser Antitrust Litigation, 05-cv-2237 

(S.D.N.Y.2005) 

 This is a consolidated class action brought by direct and indirect purchasers of 

DDAVP (desmopressin acetate) tablets, an antiduretic used to treat diabetes insipidus, 

among other conditions.  DDAVP has been manufactured by Ferring Pharmaceuticals 

since the 1970s, and has been marketed in the U.S. for nearly as long by Aventis 

Pharmaceuticals (and its corporate predecessors).  Plaintiffs allege that Ferring and 

Aventis unlawfully maintained a monopoly in desmopressin acetate tablets by:  (i)  

procuring a patent through fraud and/or inequitable conduct before the Patent and 

Trademark Office; (ii) improperly listing the patent in the FDA’s “Orange Book;” (iii) 

initiating sham litigation against ANDA filers; and (iv) filing a sham Citizen Petition 

with the FDA (requested that the FDA require an ANDA filer to submit additional tests 
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to establish bioequivalence of its generic desmopressin acetate tablet with DDAVP).  In 

its complaint, Plaintiffs rely heavily on the Federal Circuits’ finding of inequitable 

conduct against Ferring regarding the same patent, thereby holding the patent 

unenforceable.10  According to Plaintiffs, Defendants’ inequitable conduct evince that 

Defendants knew that the patent was obtained by fraud and was thus unenforceable, and 

accordingly, its listing the patent in the Orange Book, filing patent infringement claims 

against ANDA filers, and submitting the Citizen Petition were without merit and part of 

an exclusionary scheme to prevent generic entry.11  Defendants filed a motion to dismiss, 

asserting among other things, that Plaintiffs lacked antitrust standing and that the 

complaint failed to state a monopolization claim.    

 The court granted the motion to dismiss on two grounds principally.12  First, it 

found that Plaintiffs failed to sufficiently plead facts that could support an antitrust claim.  

It cited Nobelpharma Ab v. Implant Innovations13 for the proposition that a patentee who 

brings an infringement action could only be subject to antitrust liability if it proved either:  

(i) fraud on the patent office, as provided by Walker Process14; or (ii) that the 

infringement suit was a mere sham to harm a competitor.   According to the court, the 

findings in the prior inequitable conduct litigation were insufficient to state a cause of 

action for monopolization liability, and Plaintiffs failed to provide additional facts to 

                                                 
10   Ferring v. Barr Labs., 437 F.3d 1181 (Fed Cir. 2006). The Federal Circuit held that Ferring failed to 
disclose material information to the PTO, and that the omission was done with intent to deceive.  Id. at 
1189-90, 1195.   
 
11  See Amended Complaint filed on April 5, 2006. 
 
12  See the Court’s Memorandum and Order, dated November 2, 2006. 
  
13 141 F.3d 1059 (Fed. Cir.1998). 
 
14  382 U.S. 172 (1965). 
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meet its burden.15 Second, the Court held that Plaintiffs lack antitrust standing to assert a 

Walker Process claim because they were not competitors sued for infringement, citing In 

re Remeron Antitrust Litigation16 and In re Ciprofloxacin Antitrust Litigation.17  

According to the court, these cases supported the proposition that a litigant lacks standing 

to raise a Walker Process claim against a Defendant unless the Defendant had sought to 

enforce its patent against the Plaintiff, or if the Plaintiff had a reasonable basis for fearing 

such an attempted enforcement.   

 

Merger Review 

Consistent with views regarding the importance of generic competition, the FTC 

in 2006 challenged three acquisitions that allegedly would have substantially lessened 

competition for generic drugs.  In each of the challenges, the FTC asserted that the 

merger would be anticompetitive because it would reduce the number of suppliers in an 

already concentrated market (typically less then four competitors) and substantially 

increase the market share of the merged entity (often to greater than 50 percent).  The 

complaint referred to detailed evidence on the direct relationship between generic prices 

and the number of generics on the market.   Finally, the FTC found that entry and 

expansion into these markets was insufficient to deter or counteract the anticompetitive 

effects of the merger.  The FTC’s challenges resulted in divestitures in each generic 

market allegedly adversely affected by the acquisition.  In each case, the FTC found that 

prices for the branded versions were much higher then the generic prices, and thus unable 

                                                 
 
16 335 F.Supp.2d 522 (D.N.J.2004). 
 
17 363 F.Supp.2d 514 (E.D.N.Y.2005). 
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to sufficiently restrain generic prices -- implicitly finding that the generic market was a 

separate and distinct market.   

 

 1.  In the Matter of Barr Pharmaceuticals, Inc. and Pliva d.d., File No. 061-0217 

(FTC Dec. 8, 2006) 

 On June 27, 2006, Barr Pharmaceuticals announced its intention to acquire all 

outstanding shares of Pliva.  The FTC alleged that the acquisition would substantially 

lesson competition in three generic markets:  (i) generic trazodone hydrochloride tablets; 

(ii)  generic triamterene/HCTZ tablets; and (iii) generic nimodipine soft-gel capsules.18  

In its complaint, the FTC asserted that the acquisition would be anticompetitive because 

the merging parties were two of a small number of manufacturers for the generic products 

and that entry would not be sufficient to ameliorate the anticompetitive concerns.  The 

acquisition was consummated after the merging parties agreed to divestitures in all three 

generic markets. 

 Trazodone hydrochloride is an antidepressant, marketed in the U.S. as Desyrel by 

Apotehcon, Inc.  Currently, five companies supply generic trazodone hydrochloride, 

although according to the Commission’s complaint, not all the companies are capable of 

supplying the various formulations.  Post-acquisition, the merged entity would have 64% 

of the market of all formulations of generic trazodone hydrochloride.  Moreover, because 

the merging parties were the only suppliers of the 150mg formulation and because the 

FTC found that many customers preferred to purchase all formulations from one supplier, 

                                                 
18 The FTC’s complaint also alleged that the merger would substantially lessen competition in the market 
for organ preservation solutions, a highly concentrated market with the merging parties jointly having over 
90% of the market.    
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it concluded that the merger would have an adverse affect on the market for generic 

trazodone hydrochloride.   

 Triamterene/HCTZ is a combination product for the treatment of high blood 

pressure, sold in the branded market as Maxzide.  Five manufacturers provide various 

formulations of generic triamterene/HCTZ, although the complaint maintains that several 

have much smaller market shares than the merging parties and would not be able to 

expand in the short run.   Consequently, based on this competitive dynamic and that the 

acquisition would reduce the number of suppliers to four and increase Barr’s market 

share to 35 percent, the FTC challenged the merger as anticompetitive.  

 Nimodipine is used to treat symptoms resulting from ruptured blood vessels in the 

brain.  The branded version is marketed by Bayer as Nimotop.  At the time the 

acquisition was announced, no generic nimphodine formulations were available – despite 

the patent on the branded drug having expired.  Both merging parties planned, however, 

to separately introduce a generic by means of competing joint ventures (Barr with 

Cardinal and Pliva with Banner).  Because the acquisition would eliminate future 

competition and result in a monopoly in generic nimodipine, the FTC found the 

agreement anticompetitive.   

 The FTC and the merging parties entered into a consent decree, which included 

divestitures to preserve competition in the three generics markets.   

 

 2.    In the Matter of Teva Pharmaceuticals, Inc. and IVAX  Corporation, File No. 

051-0214  (FTC March 7, 2006) 
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 On June 25, 2005, Teva announced its intention to acquire the outstanding shares 

of IVAX, making Teva the world’s largest generic manufacturer.   The FTC alleged that 

the acquisition would result in a substantial lessening of competition in the markets for 

the supply of fifteen generic products.19   In all of the markets identified by the FTC, few 

suppliers existed, with the acquisition resulting in less than four suppliers (often as few as 

one or two) and with Teva having at least 50 percent of the market.  According to the 

complaint, the acquisition would likely produce anticompetitive results, e.g., increase the 

likelihood of coordination between competitors and the exercise of unilateral market 

power.   In addition, the complaint alleged that entry was insufficient to deter or 

counteract these anitcompetitive effects.  The FTC permitted the acquisition to close after 

Teva agreed to divestitures in each of these markets.  

 

 3.  In the Matter of Watson Pharmaceuticals, Inc. and Andrx Corporation, File 

No. 061-1039  (FTC Dec. 12, 2006) 

 On March 12, 2006, Watson and Andrx entered into a merger agreement whereby 

Watson would acquire all outstanding shares of Andrx.  The FTC alleged that the merger 

would substantially lessen competition in these generic markets:  (i) hydrocodone 

bitartrate/ibuprofen tablets; (ii) glipizide ER tablets, and (iii) eleven oral contraceptive 

drugs.   

                                                 
19  The FTC identified the following generic markets:   (1) amoxicillin clavulanate potassiumr; (2) cefaclor 
LA tablets; (3) pergolide mesylate tablets; (4) estazolam tablets; (5) leuprolide acetate injection kits; (6) 
nabumetone tablets; (7) amoxicillin; (8) propoxyphene hydrochloride capsules; (9) nicardipine 
hydrochloride capsules; (10) flutamide capsules; (11) clozapine tablets; (12) tramadol/acetaminophen 
tablets; (13) glipizide and metformin hydrochloride tablets; (14) calcitriol injectables; and (15) cabergoline 
tablets. 
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 Hydrocodone bitartrate/ibuprofen tablets combine an opiate-based analgesic agent 

and an anti-inflammatory, and is used for treatment of short-term acute pain.  The merger 

allegedly resulted in a duopoly, with the merging parties having about 38 percent of the 

market.   

 Glipizide ER tablets is used in the treatment of type 2 diabetes, and is the generic 

to Pfizer’s Glucotrol XL.  The acquisition allegedly resulted in a duopoly, with a merged 

entity having 80 percent of the market.   

 Oral contraceptives are taken by mouth to prevent ovulation and pregnancy.  In 

each of the eleven relevant oral contraceptive markets, the merging parties were two of a 

limited number of suppliers or potential entrants.   

 According to the Commission, the reduction of the number of generic suppliers 

would be anticompetitive because of increased likelihood of coordination among 

competitors and an exercise of unilateral market power by the merged entity.  To allay 

the FTC’s concerns, Watson agreed to divestitures in each of the markets, and thereafter 

the FTC permitted the transaction to close.   

 

Proposed Legislation 

 Probably most symbolic of the current heightened interest in pharmaceuticals are 

various proposed legislation introduced in Congress. Although bills pertaining to 

permitting “generic” biologics have received the most press recently, numerous other 

bills have been introduced – several of which may have significant impact on generic 

competition. 
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 1.  Proposed Legislation Prohibiting “Reverse Payments”  

Given the divergent positions taken by the courts on “reverse” or “exclusionary” 

payments, and the Supreme Court’s denial of certiorari in Schering-Plough, Congressmen 

have introduced legislation to address the issue.  The “Preserve Access to Affordable 

Generics Act” (S.316, H.R. 1432), amends the Clayton Act, 15 U.S.C. §12 et seq, to 

proscribe patent settlements wherein an ANDA filer “receives anything of value” and 

“agrees not to research, develop, manufacture, market, or sell the ANDA product for any 

period of time.”  The bill does not prohibit settlement agreements if the ANDA filer only 

obtains the right to market its generic prior to the expiration of the patent that is the basis 

of the infringement claim.20  In addition, a bill recently introduced into the House of 

Representative as the “Protecting Consumer Access to Generic Drugs Act of 2007” (H.R. 

1902), is nearly identical to the Preserve Access to Affordable Generics Act, except that 

it provides that an unlawful payment will violate Section 5 of the Federal Trade 

Commission Act rather then the Clayton Act.     

 

 2.  Proposed Legislation Banning “Authorized Generics.” 

 “Authorized Generics” are drugs that are labeled, packaged, and distributed as 

generics, despite having been approved for commercial marketing under a branded drug’s 

NDA instead of via an ANDA.  Lawsuits have been filed challenging the practice as 

violating the Federal Food, Drug and Cosmetics Act and the Hatch-Waxman Act, but 

none have been successful.21  Regarding its competitive effects, commentary and analysis 

                                                 
20  The bill was previously introduced into the 109th Congress in July 2006 as S.3582. 
 
21   See Mylan v. FDA, 454 F.3d 270 (4th Cir.2006); Teva Pharmaceuticals v. Lester Crawford, 410 F.3d 51 
(D.C.Cir.2005). 
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has been mixed, with some focusing on the short-term benefits of increased competition, 

and others on concerns that it may deter generic entry.22   Pursuant to a Congressional 

request, the FTC is conducting a study on authorized generics.23   Nevertheless and 

notwithstanding the lack of consensus on whether the practice benefits or harms 

consumers, legislation has been introduced to ban the practice.  The “Fair Prescription 

Drug Competition Act” (S.438, H.R. 806) proscribes any drug manufacturer that has an 

approved NDA from the FDA, to “manufacture, market, sell, or distribute an authorized 

generic drug, directly or indirectly, or authorized any other person to manufacture, 

market, sell, or distribute an authorized generic drug” after being given notice of a 

paragraph IV ANDA filing and until expiration of the 180 day exclusivity period granted 

under Hatch-Waxman to the first successful ANDA filer.24   

 

 3.  Proposed Changes to Citizen Petitions 

In response to criticism that branded companies have abused the Citizen Petition process 

to deter generic entry,25 Senator Kohl introduced the “Citizen Petition Fairness and 

                                                                                                                                                 
 
22  See e.g., Authorized Generic Drugs, Price Competition and Consumer’s Welfare, American Enterprise 
Institute (2005); Aiden Hollis, How do Brand’s “Own Generics” Affect Pharmaceutical Prices, Review of 
Industrial Organization (2005); Ernst R. Berndt, Richard Mortimer, Ashoke Bhattacharjya, Andrew Parcee, 
and Edward Tuttle, Authorized Generic Drugs, Price Competition and Consumers’ Welfare (2005), 
available at http://www.aei.org/docLib/20051103_GenericsDraft.pdf; David Balto, We’ll Sell Generics, 
Too, Legal Times (March 10, 2006). 
 
23  http://www.ftc.gov/opa/2006/03/authgenerics.htm.   
 
24   The bill was introduced previously in the 109th Congress as S.3695 and H.R. 5993. 
 
25  See e.g., Marc Kaufman, Petitions to FDA Sometimes Delay Generic Drugs, Washington Post (July 3, 
2006), available at http://www.washingtonpost.com/wp-
dyn/content/article/2006/07/02/AR2006070200840_pf.html;  
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Accuracy Act of 2007.” 26  The bill attempts to mitigate abuses by granting the Secretary 

of Health & Human Services authority to sanction those who abuse the Citizen Petition 

process, including filing petitions simply to delay generic competition.  In addition, the 

bill seeks to expedite the process by requiring final action on Citizen Petitions within six 

months.    

                                                 
26  This bill was introduced in the 109th Congress as S.3981.  
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