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ContactsFTC August Actions Continue to Put a Spotlight On 
Pharmaceutical Patent Agreements: FTC Proposes 
New HSR Reporting Rules for Pharmaceutical Patent 
Licenses and Files Amicus Brief Calling  
“No-Authorized Generic Commitments”  
Pay-For-Delay Patent Settlements
The Federal Trade Commission (FTC) demonstrated that it was not taking a summer 
break this August, but rather turning up the heat in its efforts to scrutinize the competitive 
effects of pharmaceutical industry agreements regarding patents. On August 13, 2012, 
the FTC announced that it was proposing to amend the Hart-Scott-Rodino (HSR) 
premerger notification rules to broaden the types of exclusive patent rights transfers—in 
the pharmaceutical industry only—that are reportable under the HSR Act. The FTC also 
announced that it moved for leave to file an amicus brief in US District Court in New Jersey 
in In re Effexor XR Antitrust Litigation,1 arguing that a branded company’s commitment not 
to launch an authorized generic (AG) in competition with a generic company (a “no-AG 
commitment”) as part of a patent settlement constitutes a “payment” for delayed generic 
entry under the Third Circuit’s recent decision in In re K-Dur Antitrust Litigation adopting the 
FTC’s position on the standard for antitrust review of pharmaceutical patent settlements.2

Proposed HSR Rule Changes Target Pharmaceutical Licensing Agreements
Further expanding its scrutiny of licensing practices in the pharmaceutical industry, on August 
13 the FTC, in consultation with the Department of Justice, made public a proposed rule that 
would increase the number of pharmaceutical patent licensing agreements that would be 
subject to pre-consummation filing and review.3 The Hart Scott Rodino Act (HSR Act)4 and 
its implementing rules5 require that certain mergers and acquisitions be filed with the FTC 
and the Antitrust Division of the Justice Department and that the parties observe a waiting 

1	 No. 3-11-cv-05479 (D.N.J.). 
2	 -- F. 3d.--, No. 10-2077, 2012 WL 2877662 (3rd Cir. July 16, 2012). See Jonathan I. Gleklen, Sonia K. 

Pfaffenroth, and Adam Linkner, Third Circuit Reverses Trend and Allows Reverse Payments Case To Go 
Forward in In Re K-Dur Antitrust Litigation (July 2012), available at http://www.arnoldporter.com/resources/
documents/Advisory%203rd_Circuit_Reverses_Trend_&_Allows_Reverse_Payments_Case_To_Go_
Forward_In_Re_K-Dur_Antirust_Litigation.pdf.

3	 Press Release, FTC, FTC Seeks Public Comments on Proposed Amendments to the Premerger Notification 
Rules Related to the Transfer of Exclusive Patent Rights in the Pharmaceutical Industry (Aug. 13, 2012), 
available at http://www.ftc.gov/opa/2012/08/hsr.shtm. 

4	 15 U.S.C. § 18a.
5	 16 C.F.R. §§ 801.1 - 803.90.
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period prior to consummating the transaction. The FTC’s 
previous position, conveyed through informal guidance, has 
been that only the grant of an “exclusive” patent license (that 
is exclusive against the licensor and all third parties, i.e., not 
subject to preexisting licenses) is a potentially reportable asset 
acquisition under the HSR Act and rules.6 A patent license 
was considered “exclusive” if it transferred “the bundle of 
rights to use a patent to exclusively manufacture a product, 
develop the product for all potential uses, and sell that product 
without restriction.”7 For example, a patent license that granted 
the licensee exclusive use and sale rights while the licensor 
retained manufacturing rights would not have been reportable 
under this interpretation because the FTC’s position was that 
such license was akin to a distribution agreement rather than 
an asset sale.8 The FTC’s proposed revisions to the HSR 
rules would change this standard—though only for licenses 
relating to pharmaceutical patents.

New standard: transfers of “all 
commercially significant rights”
Under the proposal, a transfer of “all commercially significant 
rights” to a pharmaceutical patent—defined as including 
biologics, in-vitro diagnostics, as well as pharmaceuticals9 
—is reportable if it otherwise meets the HSR Act’s size-
of-transaction and size-of-person thresholds.10 The FTC 
defines “all commercially significant rights” as “the exclusive 
rights to a patent that allow only the recipient of the exclusive 
patent rights to use the patent in a particular therapeutic 
area (or specific indication within a therapeutic area).”11 A 

6	 See Notice of Proposed Rulemaking, Premerger Notification: 
Reporting and Waiting Period Requirements 6 (Aug. 13, 2012), http://
www.ftc.gov/os/2012/08/120813hsr-ipnprm.pdf; see generally FTC 
Premerger Notification Office Informal Opinion 0704015, available 
at http://www.ftc.gov/bc/hsr/informal/opinions/0704015.htm.

7	 Id.
8	 See id.
9	 In the proposal, a pharmaceutical patent is technically defined as 

a “patent covering products whose manufacture and sale would 
generate revenues in NAICS Industry Group 3245 [Pharmaceutical 
and Medicine Manufacturing].” Id. at 17 (to be codified at 16 C.F.R. 
§  801.2(g)(1)). NAICS stands for the North American Industrial 
Classification System. See generally http://www.census.gov/eos/
www/naics/.

10	 Notice of Proposed Rulemaking, supra note 6, at 17 (to be codified 
at 16 C.F.R. § 801.2(g)).

11	 Id. at 16 (to be codified at 16 C.F.R. § 801.1(o)).

transfer of “all commercially significant rights” occurs even 
if the patent holder retains the right to manufacture solely 
for the rights recipient (licensee) or retains rights to assist 
the recipient in developing and commercializing products 
covered by the patent (so-called “co-rights”).12 Thus, an 
agreement under which the patent holder grants an exclusive 
license to make and use products for cardiovascular use 
under a patent and retains the rights to manufacture such 
products solely for the licensee could be a reportable 
transaction (subject to satisfying other aspects of the HSR 
reportability test), even if the patent holder retains the right 
to manufacture products for third parties in other therapeutic 
areas.13 In the FTC’s view, by agreeing to manufacture only 
for the licensee, the patent holder is in effect granting the 
licensee all rights to manufacture, use, and sell under the 
patent, which would be reportable pursuant to the FTC’s 
current position if the manufacturing rights were granted 
directly with the use and sale rights.14 The FTC states that 
it limited the proposed rule changes to pharmaceutical 
patents because, it asserts, it has seen this type of exclusive 
license agreement only in the pharmaceutical industry due 
to “unique incentives” for these types of exclusive licenses 
resulting from the costs and uncertainty surrounding the 
development of pharmaceuticals and FDA regulatory 
approval requirements.15 

The FTC also suggests that the proposed rule will simplify 
the determination as to whether a pharmaceutical patent 
license is potentially reportable.16 The FTC further cites as 
a benefit of the proposal that the agencies will have a better 
opportunity to review patent licenses in the pharmaceutical 
industry.17 Whether this means in fact that there will be more 

12	 Id. (to be codified at 16 C.F.R. §§ 801.1(p)- (q), 801.2(g)(3)). Under 
the FTC’s current interpretation, the retention of co-rights did not 
render the license non-exclusive, so this portion of the proposal 
codifies the FTC’s existing position. See id. at 8.

13	 See id. at 19, example 4.
14	 Id. at 7 (noting that “in licensing arrangements in the pharmaceutical 

industry, the right to manufacture is far less important than the right 
to commercialize).

15	 Id. at 8-9. 
16	 See id. at 12.
17	 See id.
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enforcement—or simply more reviews—only time will tell.

The transfer of exclusive patent rights in industries other 
than pharmaceuticals remains subject to the FTC’s previous 
interpretation of reporting requirements under the HSR Act, 
although the FTC advises that parties dealing with such 
exclusive transfers “should consult PNO staff, which will 
consider such questions on a case-by-case basis.”18 

The FTC estimates that the proposed rule changes will 
result in 30 additional HSR filings per year at an annual 
aggregate cost to filers of US$1,225,000 for preparation 
of the filings.19 The costs for filers will be more than double 
that figure when HSR filing fees for the additional expected 
filings are factored in. 

The FTC is accepting comments on the proposed rule until 
October 25, 2012.20 

FTC Argues For First Time in Court Proceeding That 
“No-AG Commitments” Constitute Pay-For-Delay in 
Patent Settlements

Background
An AG is a drug that is chemically identical to the branded 
drug but sold as a generic product.21 The Hatch-Waxman 
Act establishes the regulatory structure through which a 
manufacturer may obtain approval of its generic drug by 
the Food and Drug Administration (FDA) and provides an 
incentive of 180 days of marketing exclusivity to the first 
generic applicant willing to challenge patents that cover the 
brand drug by filing “Paragraph IV” certification.22 Although 

18	 Id. at 9. This comment in the statement of basis and purpose 
accompanying the proposed rules suggests that the FTC may be 
reconsidering its position with respect to the reportability of all patent 
licensing agreements and wants parties to consult with it on a case-
by-case basis. See id. (“Although the proposed rule is limited to the 
pharmaceutical industry, the transfer of exclusive rights to a patent in 
other industries remains a potentially reportable event under the Act. 
Parties dealing with exclusive rights to a patent in other industries 
should consult PNO staff, which will consider such questions on a 
case-by-case basis.”)

19	 Id. at 14-15.
20	 Id. at 2.
21	 FDA approval to market an AG is based on the brand drug’s approved 

New Drug Application (NDA) rather than an Abbreviated New Drug 
Application (ANDA) for a generic approval. 

22	 See 21 U.S.C. § 355(j)(5)(B)(iv).

the FDA cannot grant final approval to a potential competing 
generic company’s drug approval application during the first-
filer’s exclusivity period,23 a brand company is not precluded 
from marketing an AG version of the drug and competing 
with the first generic filer during this 180-day period.24 

The FTC has devoted considerable effort to analyzing 
the competitive implications of AGs in the pharmaceutical 
industry, as reflected in the extensive study of authorized 
generics and related speeches. At the request of Congress, 
the FTC conducted an multi-year study of the issue and 
released an extensive report of its findings in August 2011,25 
including conclusions that the launching of AGs can reduce 
both retail and wholesale drug costs.26 In that report, the FTC 
also reiterated its long-expressed critique of agreements by 
pioneer companies not to launch an AG drug, asserting that 
such agreements constitute improper payments to generic 
companies to keep their generic products off the market:  
“[S]ome brand-name companies have used agreements not 
to launch an authorized generic as a way to compensate in 
independent generic in exchange for the generic’s agreement 
to delay its entry.”27 The Report further states that “no-AG 
commitment” provisions are common in pharmaceutical 
patent settlements.28 The FTC’s press release summarizing 
the AG Report quotes FTC Chairman Jon Leibowitz, who 
stressed the agency’s concern with “no-AG commitments”:

[T]he clearest and most disturbing finding is that 
some brand companies may be using the threat 
of launching an authorized generic as a powerful 
inducement for generic companies to delay bringing 
their drugs to market. When companies employ 

23	 Id.
24	 See Teva Pharm Indus. Ltd. v. Crawford, 410 F.3d 51, 54 (D.C. Cir. 

2005).
25	 See Federal Trade Commission, Authorized Generic Drugs: Short-

Term Effects and long-Term Impact (Aug. 2011) (hereinafter FTC AG 
Report), available at http://www.ftc.gov/opa/2011/08/genericdrugs.
shtm.

26	 See FTC AG Report at ii. The FTC had previously released what it 
called an “Interim Report.” Federal Trade Commission, Authorized 
Generics: An Interim Report (June 2009), available at http://www.
ftc.gov/os/2009/06/P062105authorizedgenericsreport.pdf (“Interim 
Report”).

27	  FTC AG Report at vii.
28	  Id. at vi.
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In re Effexor XR Antitrust Litigation
In re Effexor XR Antitrust Litigation involves an antitrust 
challenge to settlement of Hatch-Waxman patent infringement 
litigation regarding a generic version of the extended release 
anti-depressant drug Effexor XR. In December 2005, Pfizer, 
Inc.’s Wyeth subsidiary, the brand manufacturer and holder of 
several patents covering Effexor XR, and first-filing generic 
drug producer Teva agreed to settle patent infringement 
litigation on terms that included Teva’s admission to the 
validity and enforceability of certain Wyeth patents covering 
Effexor XR, an exclusive license permitting Teva to market 
its generic product starting in June 2010, approximately 
seven years prior to expiry of several patents at issue, and an 
agreement by Wyeth not to sell an AG of Effexor XR during 
the term of Teva’s exclusive license. A number of class action 
and individual purchaser plaintiff suits were filed beginning in 
May 2011, alleging that Wyeth and Teva conspired to delay 
the entry of a generic version of Effexor XR including, as part 
of their patent settlement, Wyeth’s allegedly compensating 
Teva by agreeing not to market a competing AG version of 
Effexor during Teva’s 180-day exclusive marketing period as 
compensation for Teva’s agreeing to delay the launch of its 
generic. Wyeth and Teva moved to dismiss the cases in April 
2012. In July 2012, before deciding those motions, the district 
judge presiding over the case requested briefing regarding 
the impact on the case of the Third Circuit’s K-Dur decision 
holding that a court considering an antitrust challenge to a 
Hatch-Waxman patent settlement “must treat any payment 
from a patent holder to a generic patent challenger who 
agrees to delay entry into the market as prima facie evidence 
of an unreasonable restraint of trade.” 33

The FTC in its amicus brief challenged assertions by Teva 
and Wyeth that their agreement constituted a fairly standard 
exclusive licensing agreement involving no actual cash 
payment and therefore no reverse “payment” under the K-Dur 
analysis and further denied that it has in the past endorsed 
similar agreements.34 Pointing to the Third Circuit’s admonition 

33	 In re K-Dur Antitrust Litig., -- F. 3d.--, No. 10-2077, 2012 WL 2877662 
at *16 (3rd Cir. July 16, 2012).

34	 Federal Trade Commission Brief as Amicus Curiae at 2, In re Effexor 

this tactic it is a double whammy for consumers. 
Consumers have to pay the higher brand prices while 
the generic delays its entry and, once generic entry 
does occur, consumers pay higher prices without the 
benefit of competition from the authorized generic.29

The FTC’s articulated concerns go beyond straight “no-AG 
commitments” and extend also to licensing arrangements 
involving variable royalty structures that are contingent 
on when and whether the brand launches (or licenses) 
an authorized generic. For example, the FTC’s May 2011 
report on its review of patent settlements required to be filed 
pursuant to the Medicare Prescription Drug, Improvement 
& Modernization Act (MMA)30 analyzed patent settlement 
agreements involving a declining royalty structure in which 
the generic’s obligation to pay royalties is reduced or 
eliminated if the brand launches an AG; in the FTC’s view, 
this “may provide implicit compensation to the generic in 
order to agree to a restriction on entry.”31 The FTC contends 
that such agreements “may achieve the same effect as an 
explicit agreement by the brand not to compete with an 
authorized generic and, thus, could be characterized as 
potentially involving pay-for-delay.”32

Despite its critique of various forms of “no-AG commitments” 
over the years, the FTC had not previously challenged 
such an agreement in court. Now, the FTC’s filing of an 
amicus brief arguing that an agreement not to launch an 
AG constitutes illegal “pay-for-delay” may signal the FTC 
soon intends to pursue its own enforcement challenges to 
such arrangements.

29	 FTC Press Release available at http://www.ftc.gov/opa/2011/08/
genericdrugs.shtm (emphasis added).

30	 See Medicare Prescription Drug, Improvement, and Modernization 
Act of 2003, Pub. L. No. 108-173, § 1112, 117 Stat. 2066, 2461-63 
(codified at 21 U.S.C. § 355 (Dec. 8, 2003) (requiring the filing of 
certain pharmaceutical patent settlement agreements with the FTC 
and DOJ). 

31	 Federal Trade Commission, Agreements Filed With the Federal Trade 
Commission Under the Medicare Prescription Drug, Improvement, 
and Modernization Act of 2003: Overview of Agreements Filed in Fiscal 
Year 2010: A Report by the Bureau of Competition, at 1 (May 2011) 
available at http://www.ftc.gov/os/2011/05/1105mmaagreements.
pdf. 

32	  Id. 

http://www.ftc.gov/opa/2011/08/genericdrugs.shtm
http://www.ftc.gov/opa/2011/08/genericdrugs.shtm
http://www.ftc.gov/os/2011/05/1105mmaagreements.pdf
http://www.ftc.gov/os/2011/05/1105mmaagreements.pdf


|  5FTC August Actions Continue to Put a Spotlight On Pharmaceutical Patent Agreements: FTC Proposes New HSR Reporting Rules for 
Pharmaceutical Patent Licenses and Files Amicus Brief Calling “No-Authorized Generic Commitments” Pay-For-Delay Patent Settlements

assertion. Assume a patent infringement case could settle 
with a license that ensures generic entry five years before 
patent expiry through a royalty-free license. What is to stop 
a private party, or the FTC, from arguing that the zero royalty 
rate is a reduced obligation as compared to the fair market 
royalty one would expect and that this reduced obligation 
falls into the category the FTC has labeled pay for delay? To 
put it another way, the FTC would be arguing that the parties 
chose a royalty free license that permits entry five years 
before patent expiry as opposed to a market rate license and 
entry some months or years earlier than under the royalty free 
license. Is the “economic reality” that the potential foregone 
royalty payment is being traded by the brand for delayed 
generic entry? In other words, under the FTC’s application 
of the “economic substance” standard for review, there 
appears to be no safe harbor for patent settlements involving 
licenses—plaintiffs can always assert that the royalty granted 
was unreasonably low and that by foregoing a reasonable, 
higher royalty the brand is paying the generic to delay entry. 

The FTC’s amicus brief also argues that the agency has 
not changed a previously-held position and that it has not 
condoned “no-AG commitments” in the past. The FTC 
distinguished between non-exclusive patent licenses with 
which it has not taken issue in the past and exclusive 
licenses precluding the brand from competing with an AG 
for a specified period which, in the FTC’s words, permits 
“the sharing of benefits that comes from eliminating 
competition.”40 Finally, the FTC stated that no inferences 
should be drawn from the FTC’s non-action with regard to 
any patent settlements required to be filed under the MMA, 
noting that “[t]he MMA is a notice-only statue” and that 
agency non-action likely reflects resource constraints and 
other consideration and “is not tantamount to approval of 
the underlying conduct.”41 Companies are now clearly on 
notice that they cannot take comfort in the fact that the FTC 
has not challenged or pushed back on patent settlement 
agreements previously filed with the agencies pursuant to 
the MMA that contained “no-AG commitment” provisions. 

40	  Id. at 11.
41	  Id. at 12.

that judicial analysis of reverse payment settlements should 
be “based on the economic realities of the reverse payment 
settlement,” rather than “labels applied by the settling 
parties,”35 the FTC argued that the findings and conclusions 
in its AG Report make clear that the “economic realities of 
a ‘no-AG commitment’ are that it provides significant value 
to a first-filer generic company… and ‘should therefore be 
analyzed in the same manner as other forms of consideration 
paid to generics.’”36 As the FTC explains it, competition from 
an AG reduces the value a generic company receives during 
its initial 180-day marketing period, both because the AG 
takes a significant share of generic sales from the first filer 
and because competition from the AG causes generic prices 
to decrease.37 Thus, a “no-AG commitment” from the brand 
enables the generic company to maximize revenues during 
the first-filer exclusivity period.38 Therefore, the FTC argues, a 
“no-AG commitment” to a first-filer generic “is without a doubt 
a method of paying a generic company for delayed entry” 
that should be analyzed like other forms of compensation 
paid to generics: 

When a brand competes through an AG, it takes 
substantial revenues from the first-filer generic 
company. When a brand agrees to forgo selling an 
AG, it essentially hands those revenues back to the 
first-filer generic company in return for a delayed 
generic entry date.39

The FTC’s appeal to its view of “economic reality” as opposed 
to what it terms “labels” applied by the settling parties could 
make it impossible to settle any Hatch-Waxman case 
without antitrust risk. Recall, as noted above on page 4 
of this Alert, that the FTC has suggested that structuring an 
arrangement involving reduced royalty obligations on the part 
of a generic “could be characterized as potentially involving 
pay-for-delay.” There is a slippery slope problem with this 

XR Antitrust Litig., No. 3:11-cv-05479 (D.N.J. filed Aug. 10, 2012) 
(hereinafter FTC Amicus Br.).

35	  Id. at 5 (quoting In re K-Dur, 2012 WL 2877662 at *16).
36	  Id. at 5 (quoting FTC AG Report at i).
37	  Id. at 5-6.
38	  Id. at 7-8.
39	  Id. at 9.
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CONCLUSION
Pharmaceutical companies should continue to closely 
scrutinize the antitrust implications of proposed agreements 
involving patents. Patent licensing agreements may soon 
be subject to more inclusive rules requiring a larger number 
of such agreements to be considered asset acquisitions 
subject to the filing requirements of the HSR Act. 

It remains to be seen whether the FTC, emboldened by the 
Third Circuit’s K-Dur ruling, will pursue new enforcement 
actions challenging pharmaceutical patent settlements as 
anticompetitive even where there is no cash consideration 
flowing from the brand company to the generic challenger, 
or will wait for confirmation as to whether the Third Circuit’s 
K-Dur standard will hold (including possible Supreme Court 
review). The FTC has now argued in court proceedings in 
the In re Effexor XR Antitrust Litigation proceedings that a 
“no-AG commitment” constitutes an implicit anticompetitive 
payment for delayed generic entry under the K-Dur decision. 
And private plaintiffs seem willing to push the line even 
farther, recently filing complaints in the US District Court for 
Pennsylvania challenging as anticompetitive “pay-for-delay” 
agreements other patent settlements involving no direct 
cash payments to generics.42 In light of these developments, 
brand and generic pharmaceutical companies alike should 
carefully evaluate the antitrust risks of any non-cash terms 
of patent settlements and related agreements that could 
be characterized as anticompetitive consideration or 
“payments” for delayed generic market entry.

42	 See, e.g., Fraternal Order of Police Miami Lodge 20, Insurance 
Trust Fund v. AstraZeneca LP, et al. (E.D. Pa. Compl. Aug. 24, 2012) 
(challenging under the Third Circuit’s K-Dur ruling AstraZeneca’s 
settlement of patent infringement litigation regarding three generic 
versions of Nexium where no bare cash payments to the generics 
are alleged; rather, plaintiffs assert “exclusion payments” were in 
the form of forgiveness of the generic’s potential patent infringement 
liability on different ANDA drugs at issue in different patent 
infringement cases). 


