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FEDERAL COURT CASES 

Court Nixes Lovenox Antitrust Suit 
Eisai Inc. v. Sanofi-Aventis US LLC et al., No. 
3:08-cv-04168 (D.N.J.) 
 
On March 28, 2014, the U.S. District Court for the 
District of New Jersey issued a 90-page opinion 
granting Sanofi-Aventis US LLC summary 
judgment against Eisai, Inc.’s antitrust claims in 
connection with Sanofi’s marketing and sale of 
the anticoagulant drug Lovenox. Eisai markets a 
competing anticoagulant drug, Fragmin, and 
alleged that Sanofi used market share discounts 
and exclusive dealing to maintain Lovenox’s 
dominance in the marketplace and restrain 
competition. 
 
The ultimate question before the court was 
whether Sanofi’s conduct should be analyzed 
under the “price-cost test” or the exclusive dealing 
doctrine. The court began its analysis by 
reviewing Supreme Court and Third Circuit case 
law regarding the application of the price-cost test 
to market-share discounting. The court recognized 
that under Brooke Group Ltd. v. Brown & 
Williamson Tobacco Corp., 509 U.S. 209 (1993), 
the price-cost test requires the plaintiffs to show 
that a defendant’s pricing was below cost. But 
under Third Circuit precedent in LePage’s Inc. v. 
3M, 324 F.3d 141 (3d Cir. 2003) and ZF Meritor, 
LLC v. Eaton Corp., 696 F.3d 254 (3d Cir. 2012), 
the court noted that the price-cost test was 
inapplicable when the market-share discounts are: 
(1) bundled and made contingent on the purchase 
of different product lines (LePage’s); or (2) 
coupled with other exclusionary practices that 
foreclose competition (ZF Meritor). The court 
concluded that the price-cost test was appropriate 
when pricing conduct was the primary means of 
exclusion. 
 
Eisai argued that the price-cost test did not apply 
to Sanofi’s exclusionary conduct because the 

conduct was broader than mere pricing. Eisai 
argued that Sanofi had (a) prevented customers 
from buying less expensive rival products; 
(b) bundled contestable and incontestable demand 
for Lovenox; (c) imposed disloyalty penalties; 
(d) raised buyer switching costs; (e) worsened 
rival efficiency; and (f) used formulary access 
clauses to preserve monopoly power. 
 
The court rejected Eisai’s argument that any of 
the practices were the predominant means of 
exclusion, and instead found that Sanofi’s conduct 
was limited to offering price discounts on 
Lovenox. The court found that Eisai could 
continue to increase Fragmin’s market share if it 
offered bigger discounts and that Sanofi did not 
limit Eisai’s ability to compete because it did not 
require customers to buy any specific amount of 
Lovenox or to refrain from buying Fragmin. 
 
Because Sanofi’s pricing was the primary means 
of exclusion, the court concluded that the price-
cost test applied. Further, since Eisai made no 
allegation that Sanofi priced Lovenox below cost, 
the court held that Eisai’s antitrust claims failed 
under the price-cost test.    
 
The court went on to analyze Eisai’s claim under 
the exclusive dealing doctrine and found that there 
was no evidence that Sanofi’s Lovenox contracts 
fell within the realm of exclusive dealing because 
the contracts: (1) did not require customers to 
purchase any specific amount of Lovenox nor 
were customers cut-off from Lovenox if they did 
not meet market share provisions; (2) were 
terminable at any time by any party on 30-days’ 
notice; and (3) did not prevent customers from 
buying as much Fragmin as they wanted. Thus, 
even when Sanofi’s conduct was analyzed under 
the exclusive dealing doctrine, the court found no 
antitrust violation. 
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Mylan Files Suit against Celgene for 
Failure to Sell Product Samples 
Mylan Pharm., Inc. v. Celgene Corp., No. 2:14-
cv-02094 (D.N.J.) 
 
On April 3, Mylan Pharmaceuticals Inc. brought 
suit against Celgene Corporation in the District of 
New Jersey, alleging that Celgene has been 
preventing companies from entering the market 
with lower-priced generic products and competing 
against Celgene’s Thalomide (indicated to treat 
erythema nodosum leprosum and multiple 
myeloma) and Revlimid (indicated for the 
treatment of myelodysplastic syndrome). 
According to Mylan’s complaint, Celgene has 
used a Risk Evaluation and Mitigation Strategy 
(REMS) program required by the Food and Drug 
Administration (FDA) to prevent potential generic 
competitors from obtaining samples of these 
drugs to perform bioequivalence testing. 
 
Revlimid and Thalomide can cause serious birth 
defects if used by women who are pregnant or 
may become pregnant. As a result, the FDA 
approved the products under the condition that 
Celgene establish a REMS program to prevent 
inappropriate use of the products. Consequently, 
Celgene put restrictions on the distribution of each 
product. According to the complaint, even though 
Congress clarified that REMS programs were not 
to be used to prevent generic competitors from 
coming to the market (21 U.S.C. § 355-1), 
Celgene used its REMS programs to block 
Mylan’s efforts to obtain product samples to 
conduct the necessary bioequivalence testing to 
develop generic versions of Thalomid and 
Revlimid. Normally, potential generic competitors 
can purchase samples through wholesalers at 
market price. In the case of Thalomid and 
Revlimid, however, the samples need to be 
purchased directly from Celgene. According to 
Mylan’s complaint, Celgene burdened Mylan with 
unnecessary requests for information as a pretext 
to prevent Mylan from accessing the samples. The 

complaint notes that without generic competition, 
Celgene made as much as $200 million annually 
from Thalomid, and $4 billion annually from 
Revlimid. 
 
Celgene settled a similar suit alleging a refusal to 
provide samples of Thalomid brought by Lannett 
Company in 2008. In 2009, Dr. Reddy’s 
Laboratories Ltd. filed a Citizen Petition with the 
FDA, asserting that Celgene would not provide 
samples of Revlimid.  
 
Aggrenox Pay-For-Delay Suits 
Consolidated in Connecticut 
In re: Aggrenox Antitrust Litigation, MDL No. 
2516 (D. Conn.) 
 
In April, a group of plaintiffs brought action on 
behalf of a proposed class of indirect purchasers 
of Aggrenox, a drug used to reduce the risk of 
stroke. Recently, the U.S. Judicial Panel on 
Multidistrict Litigation combined the antitrust 
class actions in Connecticut, finding that the suits 
share common factual questions. All parties in the 
case supported centralization, but disagreed on 
where the case should be centralized. 
 
The plaintiffs allege that Boehringer Ingelheim 
Pharmaceuticals entered into a series of “pay-for-
delay” or “reverse payment” agreements with 
Barr Pharmaceuticals Inc. (now owned by Teva 
Pharmaceutical Industries Ltd.) in August 2008, 
allegedly paying Barr $120 million over a period 
of seven years to delay the introduction of its 
generic version of Aggrenox until 2015. The 
complaint further alleges that Boehringer granted 
a license to Barr to sell an authorized generic 
version of Aggrenox and agreed not to compete 
against Barr’s authorized generic product with its 
own generic. 
 
The plaintiffs assert they paid more for Aggrenox 
than they otherwise would have because, absent 
the agreements, lower-priced generic versions of 
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Aggrenox would have become available to 
consumers sooner. The plaintiffs seek a judgment 
declaring that the reverse payment agreement is 
unlawful under Section 1 of the Sherman Act, an 
injunction preventing enforcement of the 
agreements, and compensatory and treble 
damages.  
 
Workers Fund Allege Diabetes Generics 
Delay by Takeda, Mylan, and Others 
New England Electrical Workers Benefit Fund v. 
Takeda Pharm. Co. Ltd. et al., No. 1:14-cv-02424 
(S.D.N.Y.) 
 
On April 9, 2014, an electrical workers benefit 
fund filed an antitrust class action suit against 
Takeda Pharmaceuticals Co. Ltd., Mylan, and 
others, alleging that the manufacturers unlawfully 
delayed generic competition for two diabetes 
drugs, Actos and Actoplus Met. The complaint 
alleges that Takeda, in a preemptive response to 
potential generic competition to its Actos product, 
entered into anticompetitive agreements with 
Mylan, Actavis PLC, Ranbaxy Laboratories Ltd., 
and Teva to maintain its market share. 
 
Prior to this suit, a federal jury imposed punitive 
damages of $6 billion and $3 billion, respectively, 
on Takeda and Takeda’s American co-marketer of 
Actos, Eli Lilly, for hiding Actos’s cancer risks to 
maintain sales of the product. The two companies 
are also required to pay $1.5 million in actual 
damages to the plaintiffs in that suit. 
 
MOFCOM Files Brief in Support of 
Chinese Vitamin C Companies 
Animal Sci. Prod. Inc. et al. v. HeBei Welcome 
Pharm. Co. Ltd. et al., No. 13-4791 (2d Cir.) 
 
On April 14, 2014, China’s Ministry of 
Commerce (MOFCOM) filed an amicus brief 
asking the Second Circuit to reverse an award of 
$153 million to plaintiffs from Chinese vitamin C 

producers for price fixing. The district court had 
ruled against the Chinese vitamin manufacturers, 
rejecting the defendants’ argument that the 
conspiracy at issue was required by Chinese law 
and refused to dismiss the case.    
 
MOFCOM has been actively involved in the 
litigation since 2006 when it filed an amicus brief 
in support of the defendant manufactures’ motion 
to dismiss, which marked the first time any entity 
from the Government of China appeared as an 
amicus in any U.S. court. MOFCOM explained 
that the companies were required to participate in 
the government-initiated trade group to obtain and 
maintain export licenses and coordinate pricing on 
vitamin C exports. China argued that the district 
court decision is contrary to the foreign sovereign 
compulsion doctrine of U.S. antitrust law, which 
provides that a foreign country’s formal 
explanation of its laws is conclusive in U.S. 
courts. According to the amicus brief, the fact that 
China compelled manufacturers to coordinate 
conduct with respect to vitamin C exports 
immunizes the companies from U.S. antitrust 
liability. 
 
MOFCOM’s brief relies on the U.S. Supreme 
Court case, United States v. Pink, 315 U.S. 203 
(1942). Under Pink, China argues it has 
unquestioned authority to interpret Chinese law 
and that the U.S. court must accept a foreign 
government’s official interpretation of its own law 
as conclusive. MOFCOM accused the district 
court of failing to give its filings any deference. 
The brief calls on the Second Circuit to reverse 
the lower court and enter judgment for the 
defendants, or alternatively to remand the case to 
the district court to address the defendants’ legal 
compulsion defenses under an appropriate 
standard of deference.  
 
MOFCOM also asked the court to take judicial 
notice of a diplomatic note the Chinese Embassy 
sent to the State Department on April 9, 2014 
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noting that China attached great importance to the 
case and urging the administration to file a brief 
supporting China’s positions. 
 
FTC’s Challenge to ProMedica 
Acquisition upheld by Sixth Circuit 
ProMedica Health Sys. Inc. v. Fed. Trade 
Comm’n, No. 12-3583 (6th Cir.) 
 
The Sixth Circuit recently affirmed the FTC’s 
decision that the merger of St. Luke’s Hospital 
and ProMedica Health System in Northwest Ohio 
was unlawful, as well as the FTC’s order of 
divestiture. In August 2010, ProMedica, the 
largest hospital provider in the Greater Toledo, 
Ohio, metropolitan area, agreed to merge with St. 
Luke’s. The combination would reduce the 
number of competitors for general acute-care 
inpatient services from four to three, and for 
inpatient obstetrical services from three to two in 
Lucas County, Ohio. The merger left ProMedica 
with almost 60 percent of the acute-care inpatient 
services market and more than 80 percent of the 
market for inpatient obstetrical services. The 
parties agreed to a hold-separate agreement 
pending the FTC’s investigation. That 
investigation yielded an administrative complaint 
in January 2011, alleging that the combination 
would substantially harm competition for general 
acute-care and obstetrical inpatient services in 
Lucas County. 
 
In the Initial Decision issued in December 2011, 
the ALJ found that the merger would eliminate 
competition in the hospital services markets noted 
above, materially increase ProMedica’s already 
considerable bargaining power with commercial 
health plans, and lead to higher rates for insurance 
companies and consumers. The Commission 
largely agreed with the ALJ that the merger would 
have substantial anticompetitive effects and 
ordered ProMedica to divest St. Luke’s. The 
hospital’s petition to the Sixth Circuit followed. 
 

ProMedica challenged the FTC’s ruling, relying 
on two arguments: that the FTC’s product market 
definition of primary and secondary general 
acute-care inpatient hospital services, and separate 
product market for inpatient obstetrics services 
were flawed; and that the FTC’s reliance on high 
HHIs numbers was erroneous. The Sixth Circuit 
disagreed with both arguments. First, the court 
rejected ProMedica’s position that the relevant 
product includes tertiary and obstetrics along with 
inpatient acute-care primary and secondary 
services. The court found that the record 
established that managed care organizations do 
not necessarily require tertiary and obstetric 
services from all the hospitals with which they 
contract. Thus, the court concluded that a bundle 
including all hospital services was the incorrect 
product market definition.  
 
Second, the court acknowledged that market 
concentration alone may not be sufficient to prove 
anticompetitive harm, but noted that the case 
before it was “exceptional”. According to the 
court, the merger would have increased the HHI 
by more than one thousand points, from 3,313 to 
4,391, in the general acute-care market, and by 
more than 1,300 points in the obstetrics market, 
from 5,531 to 6,854. In addition, the court found a 
strong correlation between market share and price, 
noting, for example, that before the merger 
ProMedica’s almost 50% share of the general 
acute-care market allowed it to charge rates 
between 30% and 75% higher than the other 
hospitals in Lucas County. 
 
Additionally, the court rejected ProMedica’s 
“flailing firm” defense with respect to St. Luke’s, 
finding it inapplicable as a matter of fact. Finally, 
internal documents noting that the combination 
could “[h]arm the community by forcing higher 
hospital rates on them” and that the combined 
firms “would have a lot of negotiating clout” led 
the court to conclude that the parties actually 
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anticipated a negative impact on consumer 
welfare rather than pro-competitive efficiencies. 
 
Accordingly, the Sixth Circuit found that the FTC 
had shown the requisite potential adverse effect 
on competition to support its challenge to the 
merger, and that the Commission did not abuse its 
discretion in ordering divestiture instead of 
ProMedica’s proposed conduct remedy of 
establishing separate managed care negotiating 
teams for the two hospitals. 
 
Direct Purchasers Reach Settlement in 
Skelaxin Generic Delay Suit 
In re Skelaxin (Metaxalone) Antitrust Litig., No. 
12-md-2343 (E.D. Tenn.) 
 
On April 30, 2014, a federal district court judge 
granted preliminary approval to a $73 million 
settlement by King Pharmaceuticals, Inc., and 
Mutual Pharmaceutical Company, Inc. with 
plaintiff direct purchasers of metaxalone. King, 
now a subsidiary of Pfizer, Inc., sells metaxalone 
under the brand name Skelaxin and Mutual, now a 
subsidiary of Sun Pharmaceutical Industries Ltd., 
sought to market a generic version of the drug. 
 
Direct purchasers claimed that King illegally 
delayed entry of generic versions of Skelaxin by: 
(1) entering into an unlawful agreement with 
Mutual; (2) pursuing sham patent litigation 
against generic competitors; and (3) cooperating 
with Mutual to file a series of sham Citizen 
Petitions with the FDA designed to delay generic 
approval and thus market entry of other would-be 
generic competitors. 
 
In 2012, the Judicial Panel on Multidistrict 
Litigation centralized several proposed class 
actions in the Eastern District of Tennessee. The 
district court denied King and Mutual’s motion to 
dismiss in May 2013. The settlement came amidst 
discovery disputes and after several rounds of 
court-ordered mediation. The district court set a 

hearing on final approval of the settlement for 
September 9, 2014. 
 
King and Mutual continue to face suits brought on 
behalf of indirect purchasers and end-payor 
plaintiffs. On January 30, 2014, the district court 
denied the indirect purchasers’ and end-payor 
plaintiffs’ motions for class certification. 
 
State AGs and FTC File Amicus Briefs 
to Reverse Pay-For-Delay Ruling  
In re Lamictal Direct Purchaser Antitrust Litig., 
No. 14-1243 (3d Cir.) 

State AGs and the FTC filed amicus briefs to 
reverse a district court ruling that the Supreme 
Court’s FTC v. Actavis decision affirms the 
propriety of antitrust scrutiny only on pay-for-
delay agreements involving direct cash payments. 
The amicus briefs argue that such an 
interpretation of Actavis is misplaced, because it 
allows parties to structure non-cash settlements to 
delay generic entry, which is an anticompetitive 
effect within the ambit of Actavis.  
 
Lamictal was filed against in GlaxoSmithKline 
PLC (GSK) in February 2012, alleging that a 
2005 patent settlement between GSK and Teva 
violated the antitrust laws. Under the settlement, 
GSK allowed Teva to enter the market with a 
Lamictal generic prior to the expiration of the 
Lamictal patent and agreed not to offer its own 
authorized generic. Plaintiffs argue that the latter 
agreement was a reverse payment. The district 
court disagreed and dismissed the case. On 
appeal, the Third Circuit sent the case back to the 
district court for reconsideration in light of the 
Supreme Court’s Actavis decision, and the district 
court again dismissed the case, holding that the 
Actavis scrutiny applied only to cash settlements. 
The case was again appealed to the Third Circuit. 
 
In its amicus brief to the Third Circuit, the FTC 
argued that no-authorized-generic agreements 
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pose the same risk of anticompetitive harm as 
cash settlements, citing an internal study that 
showed that the lack of authorized generics during 
the first-filer exclusivity period increases the first-
filer’s revenues and increases prices for the 
consumer. The FTC further argued that a narrow, 
cash-only interpretation of Actavis would allow 
parties to structure anticompetitive reverse-
payment settlements by just avoiding the use of 
cash.   
 
The state AGs’ arguments mirrored much of the 
FTC brief, stating that the district court took the 
Supreme Court language on cash settlements out 
of context and misconstrued the ruling. 
 
Federal Judge Denies Generics’ Appeal 
Request in FTC’s Androgel Suit 
In re: Androgel Antitrust Litig. (No. II), 1:09-MD-
2084-TWT (N.D. Ga.) 
 
On May 9, 2014, the U.S. District Court for the 
Northern District of Georgia refused to certify an 
interlocutory appeal to the Eleventh Circuit by 
generic drug makers Par Pharmaceutical 
Companies, Inc., and Paddock Holding’s Inc. 
(collectively, “Par/Paddock”) in the ongoing 
Androgel litigation. Judge Thomas W. Thrash Jr. 
denied Par/Paddock’s motion for appeal of his 
April 2014 denial of their motion to dismiss the 
FTC’s reverse payment lawsuit on First 
Amendment grounds.   
 
In 2009, the FTC challenged a patent settlement 
agreement between Solvay Pharmaceuticals, 
Inc.—maker of the branded version of 
testosterone replacement drug Androgel—and 
generic manufacturers Actavis, Par, and Paddock. 
The settlement involved payments by Solvay to 
the generic firms connected to co-promotion and 
manufacturing agreements in exchange for an 
agreed restriction on entry of generic versions of 
Androgel until August 31, 2015. After the parties 
finalized the settlement, they ended the underlying 

patent infringement lawsuit via a consent 
judgment entered with the district court. This is 
the settlement that ultimately led to the Supreme 
Court’s 2013 FTC v. Actavis decision. Following 
the Supreme Court’s reversal and remand to the 
Eleventh Circuit of the latter’s decision in the 
case, the appeals court reinstated the FTC’s 
lawsuit and remanded it to the federal district 
court in Georgia. 
 
Par/Paddock renewed their motion to dismiss the 
FTC’s complaint on the grounds that their 
reverse-payment settlement was protected by the 
Noerr-Pennington doctrine (“Noerr”). They 
argued that the settlement was effectuated by a 
consent judgment approved by a district court. 
Under Noerr, legitimate efforts to restrain trade 
by petitioning the government—including seeking 
action from the courts—are immunized from 
antitrust liability. The district court denied 
Par/Paddock’s motion to dismiss, finding that the 
consent judgment embodied only a portion of the 
parties’ challenged settlement agreement and that 
the court’s role was largely ministerial in “merely 
memorialize[ing] a bargained-for agreement.”  
 
Par/Paddock immediately sought interlocutory 
review by the Eleventh Circuit, arguing that the 
application of Noerr immunity to consent 
judgments is unsettled and that a ruling by the 
Eleventh Circuit would advance the end of the 
Androgel litigation. The FTC opposed 
Par/Paddock’s request, asserting that the litigation 
would continue even if the Eleventh Circuit 
dismissed its case against them (Solvay and 
Actavis would remain as defendants, and 
Par/Paddock as third parties) and that courts have 
uniformly refused to apply Noerr immunity to 
settlements such as this one. Following a hearing, 
the district court denied Par/Paddock’s request for 
appeal.  
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District Court Denies Certification of 
Direct Purchasers in Photochromic Lens 
Litigation 
In re: Photochromic Lens Antitrust Litig., 8:10-
md-02173 (M.D. Fla.) 
 
On April 3, 2014, a federal district court judge 
denied class certification in an antitrust case 
alleging that Transitions Optical, Inc., Essilor of 
America, Inc., and Essilor Laboratories of 
America, Inc. conspired to monopolize the market 
for light-adaptive, photochromic lenses. 
 
The series of proposed class actions followed a 
March 2010 FTC consent order that barred 
Transitions from using certain exclusive dealing 
practices in the photochromic lens market for 
twenty years. The proposed class actions were 
transferred to the Middle District of Florida by the 
Judicial Panel on Multidistrict Litigation for 
coordinated pretrial proceedings. The district 
court denied Transitions and Essilor’s motion to 
dismiss in October 2011 and the direct purchasers 
sought class certification under Rule 23(b)(3) in 
June 2012. The direct purchasers proposed a class 
comprising three groups: (1) lens casters that 
purchased lenses directly from Transitions, 
(2) laboratories and integrated retailers that 
purchased directly from Essilor; and (3) eye care 
practitioners who purchased lenses from Essilor-
owned labs, who in turn purchased those lenses 
from Essilor. The five class representatives, 
however, did not include a lens caster or 
integrated retailer. 
 
In denying class certification, the court relied on a 
magistrate judge’s report recommending that 
result. In considering the Rule 23(a) factors, the 
magistrate judge found that numerosity and 
commonality were met, that typicality was a 
“close call,” and that adequacy of representation 
was not met. As to the latter factor, the magistrate 
judge said the possibility “that at least some of the 

lens casters may have benefitted from the 
exclusivity agreements” created a “potentially 
serious conflict” between the class representatives 
and the lens casters. The magistrate judge also 
found that Rule 23(b)(3) was not met because the 
direct purchasers did not present sufficient 
evidence capable of demonstrating that each 
member of the class suffered antitrust impact. The 
district court largely agreed with the magistrate 
judge’s analysis, but concluded that typicality was 
met and did not find as many flaws with the direct 
purchasers’ expert’s methodology. 
 
In May 2013, the magistrate judge also 
recommended that a class of indirect purchaser 
plaintiffs be denied certification. The district court 
has not yet ruled on that recommendation.  
 
Federal Judge Upholds FTC 
Amendments to HSR Rules on 
Transfers of Exclusive Pharmaceutical 
Patent Rights 
Pharm. Res. & Mfrs. of Am. v. Fed. Trade 
Comm’n, No. 13-cv-1974 (D.D.C.) 
 
On May 30, 2014, U.S. District Judge Beryl A. 
Howell rejected a challenge by the 
Pharmaceutical Research and Manufacturers of 
America (PhRMA) to the FTC’s changes to the 
Hart-Scott-Rodino (HSR) Act rules involving 
transfers of exclusive patent rights in the 
pharmaceutical industry. The new rule, which 
became effective on December 16, 2013, 
expanded the scope of pharmaceutical patent 
licenses considered reportable to include patent 
licenses where the licensor retains limited 
manufacturing rights, but that are otherwise 
exclusive. 
 
PhRMA filed a complaint in federal court 
requesting that the rulemaking be set aside. 
PhRMA argued that the rulemaking violated the 
Administrative Procedures Act (APA) because the 
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FTC: (1) lacked statutory authority under the HSR 
Act to issue an industry-specific rule rather than a 
rule of general application; (2) failed to establish a 
rational basis for such an industry-specific rule; 
and (3) failed to observe the procedure required 
by law. 
 
The court sided with the FTC finding that the 
agency was entitled to Chevron deference because 
(1) neither the HSR Act nor its legislative history 
directly addresses the ability of the FTC to 
promulgate industry-specific rules and (2) it is 
permissible for the FTC to construe its powers to 
“define terms” and “prescribe such other rules as 
may be necessary and appropriate” to enable it to 

promulgate industry-specific rules. Moreover, the 
court found that the FTC articulated a rational 
justification for limiting the new rule to the 
pharmaceutical industry, including its explanation 
that exclusive transfers of patent rights almost 
solely occur in the pharmaceutical industry and 
that transfers where the licensor retains limited 
manufacturing rights have become more common 
for pharmaceutical companies in recent years. 
Finally, the court found that the FTC included 
sufficient factual material in support of its 
decision in the administrative record and afforded 
PhRMA a sufficient opportunity to participate in 
the rulemaking process. 
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FEDERAL AGENCY DECISIONS 

FTC Approves Akorn’s Purchase of Hi-
Tech Pharmacal, With Conditions 
http://www.ftc.gov/news-events/press-
releases/2014/04/ftc-puts-conditions-akorn-
enterprises-proposed-purchase-hi-tech 
 
On April 14, 2014, the FTC announced that it had 
reached an agreement with Akorn Enterprises, 
Inc. and Hi-Tech Pharmacal, Inc., in which Akorn 
and Hi-Tech will sell rights and assets related to 
three generic prescription eye medications and 
two generic topical anesthetics to Watson 
Laboratories. The consent order stems from an 
FTC investigation into Akorn’s $640 million 
acquisition of Hi-Tech.  
 
The FTC alleged that the proposed acquisition 
would lead to higher prices to consumers in 
violation of Section 7 of the Clayton Act and 
Section 5 of the Federal Trade Commission Act. 
The FTC alleged that the proposed acquisition 
would reduce competition in the markets for the 
following drugs:  
 
 Generic Ciloxan drops, eye drops used to treat 

bacterial eye infections and corneal ulcers; 
 Generic Quixin drops, eye drops used to treat 

bacterial eye infections; 
 Generic Xylocaine jelly, an anesthetic;  
 Generic EMLA cream, an anesthetic; and 
 Generic Ilotycin ointment, used to treat 

bacterial eye infections. 
 
According to the FTC’s complaint, the proposed 
acquisition would reduce the number of 
competitors in the generic markets for Ciloxan 
drops, ELMA cream, and Ilotycin ointment from 
four to three, and reduce the number of 
competitors in the generic markets for Quixin 
drops and Xylocaine jelly from three to two. The 
FTC further alleged that the markets have barriers 

to entry that make it unlikely that a meaningful 
competitor could enter the market to deter any 
potential anticompetitive effects likely to result 
from the proposed acquisition. 
 
The FTC published the proposed consent order in 
the Federal Register for public comment.   
 
Commissioner Ohlhausen Discusses the 
Future of Advertising Health-Related 
Claims and the Need for Substantiation 
http://www.ftc.gov/system/files/documents/public_
statements/300221/140423anaspeech.pdf 
 
On April 23, 2014, FTC Commissioner Maureen 
Ohlhausen spoke at the Association of National 
Advertisers Advertising Law and Public Policy 
Conference about the importance of balancing the 
need for substantiation of health and disease-
related claims while avoiding burdening 
companies with unnecessary restrictions. In a 
speech titled “Back to the Future on 600 
Pennsylvania Avenue” she expressed concern 
about recent FTC orders that require companies to 
conduct two randomized, controlled studies when 
making a health and disease-related claim, even 
for food products. Noting that the requirement 
may be viewed as necessary “fencing-in relief,” 
she said that this requirement may prevent some 
companies from making truthful claims, which 
would, by extension, prevent the customer from 
receiving useful information about the product. 
 
Ohlhausen expressed concern that in pursuing the 
goal of protecting consumers from false 
advertising, the FTC may risk leaving consumers 
uninformed. She said that a boundary must be 
established between protection from false 
advertising and the freedom of information to 
protect the consumer’s right to the information 
necessary to make an educated decision. 
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According to Ohlhausen, this middle ground will 
also help consumers by creating the need to 
compete with better products and better prices. 
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STATE AGENCY DECISIONS
Connecticut AG Issues Report on 
Hospital Acquisitions of Physician 
Practices 
http://www.ct.gov/ag/lib/ag/press_releases/2014/2
0140416_oag_report_hospitalmdacquisitions_hos
pitalbasedfacfee.doc200x.pdf 
 
The Connecticut Attorney General recently 
released a report concerning hospital acquisitions 
of physician practices and hospital-based facility 
fees. The report detailed a lack of transparency in 
hospital-based facility fees charged over and 
above professional fees to patients of hospital 
outpatient departments (OPDs) and noted 
consistent consumer complaints concerning the 
lack of notice and high cost of such fees. To 
address this, the AG proposed a new law 
mandating “clear and easily understood notice” to 
patients about when they will be charged a facility 
fee in addition to the professional fee. In certain 
instances, that notice would include the amount or 
an estimate of the amount of both facility and 
professional fees. In addition, the proposed law 
would require OPDs to identify themselves in 
signage and marketing materials as affiliated with 
the hospital. 
 
The report also noted possible anticompetitive 
effects from hospital acquisitions of physician 
practices, stemming from potential enhanced 
bargaining power by physicians and hospitals that 
raises costs to consumers. The report suggested 
that the Connecticut legislature enact a new law 
requiring companies to notify the AG of “changes 
in business relationships of physician practices” 
such as practice acquisitions by other doctor 
groups or by hospitals, to “enable [the AG] to 
better monitor these transactions in order to fulfill 
his legislative mandate to ensure that competitive 
health care markets are maintained in 
Connecticut.” 
 

The Connecticut legislature is already considering 
a bill to require such notification to the AG and 
potentially approval by the AG for certain hospital 
or physician practice mergers. 
 
Massachusetts Attorney General Allows 
Hospital Merger  
http://www.mass.gov/ago/news-and-
updates/press-releases/2014/2014-05-19-
partners-agreement.html 
 
In May 2014, Massachusetts Attorney General 
Martha Coakley reached a preliminary agreement 
with Partners HealthCare that would permit 
Partners to acquire South Shore Hospital (SSH) 
and Hallmark Healthcare. The preliminary 
agreement must still be finalized between the AG 
and Partners by June 16, 2014, and then approved 
by a court.  
 
Partners announced its intention to merge with 
SSH in June 2012 and its affiliation agreement 
with Hallmark in October 2013. In February 2014, 
the Health Policy Commission released a report 
concluding that the Partners acquisition of SSH 
would result in increased costs and referred the 
report to the AG for further investigation. 
According to the press release issued by the AG, 
the AG’s Office and the Department of Justice 
have been investigating the company’s 
contracting practices and Partner’s proposed 
agreements with SSH and Hallmark. 
 
The terms of the proposed agreement would 
require Partners to: (1) allow payors separately to 
contract with Partners’ four components 
(academic medical centers and community 
hospitals for ten years and SSH and Hallmark for 
seven years); (2) cease joint contracting on behalf 
of non-owned physicians outside of members of 
Partners’ physician hospital organizations for ten 
years; (3) restrict price increases to the rate of 
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general inflation across Partners’ entire network 
for six and a half years; (4) restrict physician 
growth so that Partners can only restore its 
community physician network to the size it was in 
2012 for three years, and grow by an additional 
2% in years four and five; (5) restrict Partners 

hospital growth by preventing from acquiring any 
hospital in eastern Massachusetts, including 
Worcester County (with the exception of Emerson 
Hospital) for seven years without prior approval 
from the AG; and (6) be subject to a court-
appointed monitor for ten years. 
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FEDERAL AND STATE LEGISLATIVE TOPICS
Congressman McDermott Seeks FTC 
Guidance on Potential Antitrust Issues 
Arising from Health Care Mergers 
http://mcdermott.house.gov/index.php?option=co
m_content&view=article&id=757:mcdermott-
commends-the-ftc-for-exploring-health-care-
competition-and-urges-further-exploration-of-
health-industry-
consolidation&catid=25&Itemid=20 
 
In a press release issued April 17, 2014, 
Representative Jim McDermott (D-Wash.), 
announced that he sent a formal comment to the 
FTC in response to the FTC’s request for 
comments on the recent workshop, “Examining 
Health Care Competition.” McDermott’s 
comment urged the FTC to dig deeper into the 
issue of increased consolidation among health 
industry stakeholders, which can result in higher 
prices that disadvantage consumers and other 
purchasers of health care. 
 
Specifically, Congressman McDermott noted, 
“[a]s the all-important work of implementing the 
Affordable Care Act proceeds, we continue to see 

increased consolidation among health industry 
stakeholders.  Consolidation can result in higher 
prices and we must be vigilant when it comes to 
keeping prices down as the ACA expands access 
to quality health care at historic levels.”  The 
Congressman believes that the potential 
intersection between the increase in health care 
consolidation and the Affordable Care Act (ACA) 
is the underlying foundation of many current 
issues, including price transparency and 
innovations in health care delivery. 
 
The press release added that, in the wake of the St. 
Alphonsus Medical Center case, in which a 
federal court agreed with the FTC that St. Luke’s 
Health System must divest itself of a recently 
acquired physician practice, McDermott urges 
federal regulators to set forth comprehensive, 
nuanced guidance to allow health industry 
participants greater certainty when making 
business choices. In this way, he believes more 
stakeholders would choose to participate in 
models designed to move them away from fee-
for-service and towards new models that Congress 
established through the ACA. 
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INTERNATIONAL 

French Competition Authority Raids 
Roche, Novartis  
http://www.autoritedelaconcurrence.fr/user/stan
dard.php?id_rub=592&id_article=2336 
 
On April 8, 2014, the French Competition 
Authority (FCA) conducted dawn raids of the 
French offices of Swiss pharmaceutical 
companies Roche Holding AG and Novartis AG 
in connection with possible antitrust violations 
relating to Avastin and Lucentis, drugs used to 
treat wet age-related macular degeneration 
(AMD). The FCA did not identify the 
companies raided, but Roche and Novartis 
confirmed the visits. Roche said in a statement 
that it will “fully cooperate” with the French 
authorities. 
 
The FCA raids follow fines totaling €182.5 
million levied on the two companies in March 
2014 by the Italian Competition Authority 
(ICA) relating to the same drugs. The ICA 
alleged that the companies, who jointly market 
Lucentis to treat AMD, colluded to portray 
Avastin, an older Roche cancer drug, as a more 
dangerous treatment for wet AMD than Lucentis 
to induce doctors to prescribe the pricier 
Lucentis over Avastin. According to the ICA, an 
off-label injection of Avastin in Italy costs up to 
€81, while an injection of Lucentis costs €900. 
Roche is appealing the verdict. “Roche confirms 
there is no agreement between Roche and 
Novartis that restricts competition,” a Roche 
spokesperson said at the time. “Avastin and 
Lucentis are two different drugs and were 
developed for different therapeutic purposes. 
The two medicines contain different active 
pharmaceutical ingredients.” 

Canadian Competition Issues 
Summary of Bureau Workshop 
Discussing Antitrust Issues in the 
Pharmaceutical Sector  
http://www.competitionbureau.gc.ca/eic/site/cb-
bc.nsf/eng/03732.html 
 
In April, the Canadian Competition Bureau 
(CCB) published the highlights from its 
November 13, 2013 one-day workshop on 
antitrust issues in the pharmaceutical sector. The 
workshop focused on the application of 
competition law on the practices of 
pharmaceutical firms that reduce competition 
between branded and generic pharmaceutical 
companies. Stakeholders discussed the Bureau’s 
policy and enforcement approach in the 
pharmaceutical sector.  
 
Approximately 100 participants from Canada 
and abroad attended the workshop, including 
representatives from the Bureau, Health Canada, 
the FTC, private pharmaceutical companies, the 
legal community, and academia. 
 
The workshop addressed “pay-for-delay” 
settlements. Critics of pay-for-delay settlement 
argued that paying potential generic competitors 
while restricting the date of generic entry 
lessens competition between branded and 
generic pharmaceuticals. Proponents contended 
that these settlements remove uncertainty in 
patent litigation, allow litigants to efficiently 
settle disputes, and are a lawful application of 
the exclusionary powers granted by a patent. 
 
Also discussed at the workshop were “product 
switching” (or “product hopping”) strategies. 
Critics of these strategies contended that the 
new patent-protected product contains only 
minor reformulations (such as switching from a 
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capsule to a tablet) that have little therapeutic 
benefit but allow the branded firm to extend its 
exclusivity over the therapeutic compound. 
Proponents argued that firms are under no 
obligation to promote old products or refrain 
from promoting new products for the benefit of 
competitors, and that the new patents protect 
reformulations that provide therapeutic benefits. 
 
Besides holding the workshop, the CCB is also 
updating its Intellectual Property Enforcement 
Guidelines (IPEGs) to include its enforcement 
experience and legislative changes over the past 
thirteen years. The IPEGs may include 
competition issues, such as pay-for-delay 
settlements, which were absent in the original 
document. 
 
UK Authority to Implement Plan to 
Increase Private Health Care 
Competition 
https://www.gov.uk/cma-cases/private-
healthcare-market-investigation 
 
On April 2, 2014, the United Kingdom’s 
Competition and Markets Authority (CMA) 
published its final report entitled “Private 
healthcare market investigation,” describing its 
assessment of competition in the UK private 
health care market and its remedies aimed at 
addressing competitive concerns. 
 
The final report is the culmination of a two-year 
market investigation undertaken by the CMA’s 
predecessor, the Competition Commission. 
Beginning in April 2012, the Commission was 
tasked with determining whether aspects of 
relevant private health care markets in the UK 
prevent, restrict, or distort competition in 
connection with the supply or acquisition of any 
goods or services. It concluded that certain 
structural and behavioral traits have an adverse 
effect on competition in the industry. 

 
The CMA report concludes that private 
hospitals are insulated by high barriers to entry 
and expansion and that they face weak 
competition in many local markets. These 
conditions have led to higher prices for self-pay 
patients in these local markets, and for both self-
pay and insured patients in Central London, 
where hospital group HCA is able to command 
high prices from insurers. The CMA also found 
that the private health care industry is 
characterized by low transparency. The dearth 
of publicly available information relating to 
quality and price prevents patients from making 
informed choices in selecting health care 
facilities at which to be treated and in selecting 
consultants by whom to be diagnosed and 
treated. Moreover, the CMA identified the 
existence of kickback schemes that distort 
patient choice, whereby hospitals incentivize 
clinicians to refer patients for treatment or tests 
at the hospital in exchange for certain benefits 
and rewards. 
 
In response to these conditions, the CMA has 
ordered a package of structural and conduct 
remedies to improve competitive conditions. It 
will require HCA to divest hospitals in Central 
London to a CMA-approved buyer. It will also 
order the publication of consultant fee 
information and hospital and consultant 
performance information. The CMA will 
address kickback schemes by prohibiting 
hospitals from offering inducements to referring 
clinicians, requiring hospitals to disclose other 
arrangements with clinicians, and limiting 
equity participation by referring clinicians in 
private hospitals or associated joint ventures. 
Finally, the CMA will more carefully scrutinize 
joint ventures between private hospitals and 
National Health Service private patient units, 
and will prohibit those that are found to harm 
competition. 
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On May 21, 2014, the CMA published a 
timetable under which it plans to implement 
these remedies. It will consult with key parties 
informally on its draft remedy orders through 
June, and then will engage in a formal public 
consultation in July and August. The CMA 
plans to finalize its remedial orders in August 
and September, and make them effective on 
October 1, 2014.   
 
South Africa Competition Commission 
Releases Guidelines and Statement of 
Issues for its First Private Healthcare 
Inquiry 
http://europa.eu/rapid/press-release_IP-14-
299_en.htm  
 
 The South African Competition Commission 
released the draft Guidelines for Participation 
and the draft Statement of Issues for the 
Commission’s first market inquiry into the 
private healthcare sector. The inquiry was set to 

begin in early 2014 but was delayed because of 
on-going litigation between Netcare and KPMG. 
The Commission contracted with KPMG to 
provide support services related to the inquiry. 
Netcare, a South African hospital group, 
objected to KPMG’s participation in the inquiry 
because KMPG had previously performed 
consulting work for Netcare and was in 
possession of Netcare’s confidential 
information. 
 
The purpose of the market inquiry is to 
understand the increases in private healthcare 
prices and expenditures in South Africa and 
analyze any factors that restrict, prevent, or 
distort competition in the healthcare sector. The 
inquiry will include an information request, as 
well public hearings, seminars, and workshops. 
The panel conducting the inquiry plans to issue 
a provisional report on the findings of the 
inquiry and any recommendations for change in 
October 2015. 
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