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Captive Generics: The Wolf in Sheep’s Clothing 

Robin Feldman 

 

 Since the passage of the Hatch-Waxman Act in 1984, the introduction of generic drug 

competition has provided a crucial means of keeping prescription drug prices in check.1 By 

creating incentives for generic companies to challenge brand patents and codifying a pathway for 

generic drugs to enter the market once patents and other exclusivities expire,2 Hatch-Waxman 

has enabled impressive generic market penetration. The Act even provides for a 6-month period 

of exclusivity for the first generic company to file for approval under certain circumstances. 

On its face, the Hatch-Waxman Act has produced an enormous impact on the 

pharmaceutical landscape. Approximately 80% of non-biologic drugs have a generic 

competitor,3 and nearly 90% of all prescribed drugs are generics.4 The entry of a single generic 

produces a 20% discount within months;5 several generic competitors can bring down the price 

of what a brand drug cost on its own by 90%.6 Consequently, one estimate pegged the total 

consumer savings of generic drugs at over $1 trillion over the course of a decade.7  

 
 1 See generally ROBIN FELDMAN & EVAN FRONDORF, DRUG WARS: HOW BIG PHARMA RAISES PRICES AND 

KEEPS GENERICS OFF THE MARKET, 26–33 (2017). 

 2 21 U.S.C. § 355(j); see also id.  

 3 See Ernst R. Berndt & Murray L. Aitken, Brand Loyalty, Generic Entry and Price Competition in 

Pharmaceuticals in the Quarter Century after the 1984 Waxman-Hatch Legislation 6 (Nat’l Bureau of Econ. 

Research, Working Paper No. 16431, 2010), www.nber.org/papers/w16431.pdf. 

 4 Implementation of the Generic Drug User Fee Amendments of 2012 (GDUFA): Hearing Before the H. 

Comm. on Oversight & Gov’t Reform, 114th Cong. 1 (chart 1) (2016) (statement of Janet Woodcock, Director, Ctr. 

for Drug Evaluation & Res., U.S. Food & Drug Admin.); see also Evan Hoffman, Competitive Dynamics of the 

Generic Drug Manufacturing Industry, 52 BUS. ECON. 68, 68 (2017) (noting the growth in the generic market from 

55% of all prescribed drugs in 2005 to 88.7% in 2015). 

 5 Berndt & Aitken, supra note 3, at 9-10. 

 6 Id.  

 7 Hoffman, supra note 4, at 69. 
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 Despite these impressive gains, the pharmaceutical industry today is beset by a staggering 

growth in prescription drug prices. Jaw-dropping list prices8 are joined by steady price hikes 

across the board. The author’s prior analysis of Medicare patients found that the average dosage-

unit price of common brand-name drugs increased by 313 percent between 2010 and 2017, even 

after accounting for rebates.9  

The harm extends beyond a strained on the government’s Medicare budget. Even patients 

with insurance are saddled with higher out-of-pocket drug costs across time, 10 and the prices 

paid by the uninsured are far higher still. As a result, many who depend on life-saving 

medication are forced to skip or ration their dosages.11 Therein lies the puzzle. With the 

pathways for robust generic competition available, how are we to explain the steep climb of drug 

prices? 

 Prior academic literature has identified a number of obstacles to realization of the goals 

of Hatch-Waxman. In particular, generics cannot reduce costs if they are prevented from entering 

the market. Various strategic behaviors that drug companies employ to delay or deter 

competitive entry play an important role in undermining the Act. From pay-for-delay12 to citizen 

 
 8 See, e.g. Lauren Chase, The 20 Most Expensive Drugs in the U.S.A., GOODRX (Feb. 8, 2021), 

https://www.goodrx.com/blog/20-most-expensive-drugs-in-the-usa/ (several drugs exceeded $50,000 for a monthly 

supply). 

 9 Robin Feldman, The Devil in the Tiers, J.L. & BIOSCI. 1, 19 (2021) [hereinafter Feldman, Devil].  

 10 See Nathan E. Wineinger, Yunyue Zhang & Eric J. Topol, Trends in Prices of Popular Brand-Name 

Prescription Drugs in the United States, 2 JAMA NET. OPEN 1, 1 (2019), doi: 10.1001/jamanetworkopen.2019.4791 

(78% of the top-selling drugs have carried a 50% or greater increase in insurer and out-of-pocket costs since 2012).  

 11 See, e.g. COLO. DEPT. OF LAW, PRESCRIPTION DRUG PRICING REPORT 2 (2020) (40% of Coloradans using 

insulin reported having to skip or ration doses at least once a year). 

 12 See, e.g. Price Tag of Pay-for-Delay; see generally Robin C. Feldman & Prianka Misra, The Fatal 

Attraction of Pay-for-Delay, 18 Chi.-Kent J. Intell. Prop. 249 (2019); C. Scott Hemphill, Paying for Delay: 

Pharmaceutical Patent Settlement as a Regulatory Design Problem, 81 N.Y.U. L. REV. 1153 (2006); Michael A. 

Carrier, Payment after Actavis, 100 Iowa L.R. 7 (2013) [hereinafter Carrier, Payment after Actavis]. 
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petitions13 to product hopping,14 drug-makers throw everything but the kitchen sink in their 

efforts to keep generic competitors out of their yard as long as possible. These anticompetitive 

practices, as prior literature describes, have caused more than their fair share of lost savings.15 

The grab bag alone, however, cannot fully answer the question of why the storied Hatch-

Waxman Act is failing to deliver on its promise. 

 In particular, prior academic work has focused primarily on the strategic behaviors that 

brand companies engage in with their brand-name drugs. This article takes a different path. In a 

first-of-its kind look at the generics industry, this article demonstrates that the generic industry 

itself is not what it appears. Quite simply, many generic drugs are not true competitors in the 

market, but rather, are produced or licensed by the brand company.16 Although known in the 

industry as “authorized generics,” this article will refer to them as “captive generics,” given that 

these drugs are subject to the interests and direction of the brand drug company.17  

At first glance, captive generics sound promising. Why should it matter whether a lower-

priced version comes from the brand drug company or a new entrant? Lower prices are lower 

prices, and lower prices are good for consumers.18 After 20 years of experience with captive 

generics, however, this article demonstrates that the opposite is true. Rather than a gift to 

 
 13 See generally Robin Feldman, Evan Frondorf, Andrew K. Cordova & Connie Wang, Empirical Evidence 

of Drug Pricing Games—A Citizen’s Pathway Gone Astray, 20 STAN. TECH. L. REV. 39 (2017); Michael A. Carrier 

& Carl Minniti, Citizen’s Petitions: Long, Late-Filed, and At-Last Denied, 66 AM. U. L. REV. 305 (2016).  
 14 See generally FELDMAN & FRONDORF, supra note, at 69–80; Jessie Cheng, An Antitrust Analysis of 

Product Hopping in the Pharmaceutical Industry, 108 COLUM. L. REV. 1471 (2008). 

 15 See, e.g. Feldman, supra note 12 (noting the cost of our findings) 

 16 For a primer on captive generics see U.S. FOOD & DRUG ADMIN., FDA LIST OF APPROVED AUTHORIZED 

GENERIC DRUGS, https://www.fda.gov/drugs/abbreviated-new-drug-application-anda/fda-list-authorized-generic-

drugs (last visited May 20, 2021).  
17 The exception to this nomenclature will be in the section referencing complex litigation agreements in 

which brand companies agree not to launch some form of a captive generic in exchange for which a true generic 

agrees to stay off the market for a period of time. This article will follow the convention of calling these, “no-AG 

clauses.” 

 18 See, e.g. IMS CONSULTING, REPORT TO PHRMA: ASSESSMENT OF AUTHORIZED GENERICS IN THE U.S. 2 

(2006) (consulting firm report to industry as captive generics emerged on the scene arguing that argue that 

“authorized generics” reduce prices for patients by providing another drug option on the market) 
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consumers, captive generics operate to elevate prices and reduce competition, undermining the 

entire structure of the Hatch-Waxman system.  

Captive generics were not mentioned in the original Hatch-Waxman Act at all. They 

came to prominence almost two decades after Hatch-Waxman was signed into when two 

separate courts ruled that brand companies are not prohibited from marketing their own generic 

during the period in which the first-filing generic should have exclusive access to the market, 

much to the outrage of generic manufacturers.19 Since then, captive generics continue to 

proliferate in the market. 

Captive generics, which continue to allow brand manufacturers to claw back some of the 

revenue lost when generic competition erodes a brand drug monopoly. In turn, the launch of a 

captive generic severely cuts back true generic profits.20 Moreover, captive generics are 

frequently deployed by brand manufacturers in anticompetitive side deals, formulary 

manipulations, and pay-for-delay schemes that directly obstruct other generic entry. 

The limited research that exists on captive generics is more than a decade old, much of it dating 

back to the early 2000s.21 The key study was conducted by the FTC, which examined the market 

between 2003 and 2008 and finding price reductions during the 6-month period of exclusivity.22  

The dearth of scholarship is remarkable, given the continued entrenchment of captive generics in 

 
 19 Teva Pharm. Indus. Ltd. v. Crawford, 410 F.3d 51 (D.C. Cir. 2005); Mylan Pharms., Inc. v. U.S. Food 

And Drug Admin., 454 F.3d 270 (4th Cir. 2006). During the 6-month exclusivity period, only the brand and the 

first-filing generic may be sold in the market; other generics must wait for the 6-month clock to run before entering. 

See id. 

 20 FED. TRADE COMM’N, AUTHORIZED GENERIC DRUGS: SHORT-TERM EFFECTS AND LONG-TERM IMPACTS 

58 (2011) [hereinafter FTC AG Report]. 
21 See sources cited infra, notes 56-59.  
22 See FTC AG Report, id. (examining the impact of such drugs on the 6-month period of exclusivity during 

the period of 2003-2008); see also Carrier, Payment after Actavis, supra note 12 (citing the 2011 FTC AG Report 

and exploring the impact of brand company promises not to launch captive generics in the context of pay-for-delay 

settlements litigation settlements between brand and generic companies).   
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the realm of prescription drugs.23 As this article starkly demonstrates, captive generics are 

significantly distorting the market, artificially elevating drug prices and limiting competition. 

This impact is not limited to the initial 6-month period of exclusivity; rather, captive generics 

leave a significant mark on the industry across time and in different dimensions. They allow 

brand manufacturers to claw back some of the revenue lost when generic competition erodes a 

brand drug monopoly. In turn, the launch of a captive generic severely cuts back true generic 

profits and impacts generic market penetration.24 Moreover, captive generics are frequently 

deployed by brand manufacturers in anticompetitive side deals, formulary manipulations, and 

pay-for-delay schemes that directly obstruct other generic entry. 

 In support of these conclusions, this article contains a detailed analysis of 373 different 

drug markets indicating several alarming features of markets that host a captive generic.  

• Captive Generics More than Triple the Growth of Brand Prices: The increase of 

brand net prices once generics entered the market was three-and-a-half times greater 

in drug markets with a captive generic (21%) compared to drug markets without one 

(6%).  

• Captive Generics Boost the Growth of True Generic Prices: The presence of a 

captive generic caused the price of true generics to increase 11% more during their 

first year on the market. 

• Captive Generics Reduce True Generic Market Share: True generics hold 22% 

less of the market if captive generic enters.  

 
 23 The landmark FTC report, published in 2011, used data from 2003-2008. The report was preceded by 

numerous other pricing studies. See infra text accompanying notes.  

 24 FED. TRADE COMM’N, AUTHORIZED GENERIC DRUGS: SHORT-TERM EFFECTS AND LONG-TERM IMPACTS 

58 (2011) [hereinafter FTC AG Report]. 
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• Captive Generics Better Permeate Markets: Compared to the average true generic, 

a captive generic is able to occupy a 6% larger market share on average.  

• Captive Generics Do Not Increase the Total Number of Generics: Rather, there 

tends to be one fewer true generic option when a captive generic is present. 

• Captive Generics Contribute to Irrational Formulary Tier Placement of True 

Generics: Given that brand drugs are so much more expensive than generics, it 

would be irrational to place the brand and generic version of a drug on the same 

health plan reimbursement tier. The proportion of true generics located in the same 

formulary tier as the brand drug averaged 12% higher where a captive generic was 

available than in markets where one wasn’t available.  

 The article proceeds as follows. Part I outlines the rise of captive generics and places 

them in the context of the Hatch-Waxman system, describing how they disrupt the incentive 

structure designed to promote generic entry. Part II explains how brand drug-makers use captive 

generics to induce delayed generic entry through pay-for-delay deals and other collusive 

arrangements. Part III offers an extensive analysis of 373 distinct drug markets to examine how 

the entrance of captive generics impacts prices and generic market share.  

 Part IV, responding to these findings, outlines prospective regulatory, legislative and 

judicial actions to check the harm of captive generics on patients and payors. These include 

requiring captive generics to join true generics in submitting Abbreviated New Drug 

Applications (ANDAs) for regulatory approval and preventing brand companies from double-

dipping by marketing brand and generic products simultaneously. Furthermore, the FTC ought to 
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 7 

consider a drug-maker’s captive generics in a more robust merger evaluation. Finally, courts 

should re-evaluate past opinions permitting captive generics.25 

 The findings in this article provide strong evidence that regulators, legislators and the 

courts should reconsider the rules of the game. Otherwise, what we call generic competition will 

continue to be the brand drug-maker winning in both uniforms. 

 

Part I: Captive Generics & Hatch-Waxman 

 The passage of the Hatch-Waxman Act in 1984 opened drug markets to generic 

competition with measures to facilitate generic entry as soon as drug patents expire. Potential 

generics can submit an Abbreviated New Drug Application (commonly referred to as an 

“ANDA”) relying on the brand drug’s safety and efficacy data. The generic can submit this 

application before expiration of the patent so that the FDA’s approval process can be completed, 

and any intellectual property disputes resolved, in time for the generic to enter the market 

immediately upon brand patent expiration.26 Compared to the New Drug Application required to 

enter as a new, patent-protected drug, ANDAs are much briefer and less expensive to complete, 

lowering the barrier of entry for prospective generics.  

 Hatch-Waxman also contains an incentive for generic companies to challenge patents that 

have been improperly granted or that the brand company is improperly applying to a particular 

drug before the expiration, through a process known as a Paragraph IV certification.27 A 

Paragraph IV certification operates as a paper form of infringement, kicking off litigation 

between the brand and generic company but offering generics a safer route for resolving these 

 
 25 See Teva & Mylan, supra note 

 26 See FELDMAN & FRONDORF, supra note, at 21-22. 

 27 21 U.S.C. § 355(j)(5)(B)(iv); see also id. at 22. 
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 8 

disputes than launching the product and taking the risk of paying damages for market harm.28 A 

successful Paragraph IV submission can also remove problematic patents prior to the their 

expiration, thereby giving patients the benefit of less-expensive generics sooner than waiting 

until the end of the improper patents.  

 In order to encourage generics to take on the costs of litigation, the first generic to file a 

Paragraph IV certification and win regulatory approval earns an exclusivity period of 180 days.29 

Before the advent of captive generics, only the brand drug and the first-filing generic competitor 

were permitted on the market during this “generic duopoly” period.30 Given that the generic 

company is insulated from competition from other generics for this period, the six-month 

duopoly represents a lucrative reward. In fact, for many generic products, the exclusivity period 

can generate the large majority of their lifetime revenue.31 As a result, the exclusivity period is a 

powerful incentive for generics to challenge brand patents, making it key to Hatch-Waxman 

operating effectively.  

 The end-of-life for a patent on a block-buster drug can be a bleak period of time for a 

brand-name company. When a patent’s exclusionary period ends, the company’s revenue stream 

can plummet dramatically as new entrants drive prices down to competitive levels. That is how 

the patent system is designed to operate, but no company wishes to give up its market 

 
 28 Id. at 22; an “at-risk” launch describes when a generic manufacturer enters the market with a patent-

protected brand drug present. Doing so exposes the generic to liability and damages if they lose the subsequent 

patent infringement suit—the paragraph IV certification preempts this risky process.  

 29 21 U.S.C. § 355(j)(5)(B)(iv).  

 30 The 2003 Medicare Modernization and Improvement Act clarified that multiple applicants may enjoy 

generic exclusivity if they submit paragraph IV certifications on the same day. See JOHN THOMAS, CONG. RSCH. 

SERV., RL33605, AUTHORIZED GENERIC PHARMACEUTICALS: EFFECTS ON INNOVATION 7 (2006). Moreover, the 

“generic duopoly” is a misnomer also because the possibility of a captive generic means that, in fact, a minimum of 

three distinct may exist on the market during this period of time. 

 31 C. Scott Hemphill & Mark A. Lemley, Earning Exclusivity: Generic Drug Incentives and the Hatch–

Waxman Act, 77 ANTITRUST L.J. 947, 953 (2011) (stating that “[f]or many drugs, the exclusivity period offers the 

majority of the profits available to the generic firm,” and that once other generics enter, “the 

falloff in sales can be extreme”), reprinted in Carrier, Payment after Actavis, supra note. 
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dominance. As described below,32 rather than an inevitable part of the Hatch-Waxman’s 

system’s design, captive generics are a shrewd response by brand drug-makers once their 

monopoly profits for a brand drug give way to encroaching generic competition. 

 On the whole, the Hatch-Waxman Act has worked better than any legislator at the time 

might have imagined. In 1984, the generic market share of total pharmaceuticals sold was 13%. 

Only 35% of top-selling brand name drugs with expired patents had generic alternatives.33 

Following implementation of the Hatch-Waxman system, the total market share of all generic 

drugs increased to 43% in 1995, 72% in 2008, and finally 89% in 2016.34  As a result, now 

practically all top-selling brand name drugs with expired patents have generic alternatives.35 

Similarly, the share of total pharmaceutical revenue commanded by the sale of generic drugs 

grew from 19.8% in 2006 to 28.0% in 2016, and an estimated 29.6% and $91.6 billion by 

2022.36  

 The growth of the generics industry over recent decades has come at the expense of brand 

companies’ revenue. Recognizing that generics reduce the brand revenue stream to a narrow 

trickle, brand drug-makers have responded by undercutting generic competition using number of 

strategic behaviors, which have been well-documented and studied in the literature.37 In addition 

to these, however, brand companies have addressed the problem of true generics by following 

the old adage, “if you can’t beat ’em, join ’em.” The result is the emergence of Captive Generics. 

 
32 See text accompanying notes X-Y, supra. 

 33 Garth Boehm, Lixin Yao, Liang Han, Qiang Zhang, Development of the Generic Drug Industry in the 

U.S. after the Hatch-Waxman Act of 1984, 3 ACTA PHARM. SIN. B 297, 298 (2013). 

 34 Marc-Andre Gagnon & Karena Volesky, Merger Mania: Mergers and acquisitions in the generic drug 

sector, 1995-2016, 13 GLOB. & HEALTH 62, 62 (2017). 
 35 FELDMAN & FRONDORF, supra note, at 22. 

 36 Hoffman, supra note, at 71.  

 37 See supra notes 12–14. 

This preprint research paper has not been peer reviewed. Electronic copy available at: https://ssrn.com/abstract=3868436

Pr
ep

rin
t n

ot
 p

ee
r r

ev
ie

wed



 10 

As with true generics, captive generics are chemically identical versions of brand-name 

drugs. These versions, however, are licensed or produced by the brand-name drug company 

itself.38 Crucially, neither an ANDA nor a separate New Drug Application (NDA) is required 

when a brand decides to launch or license a captive generic. As opposed to these lengthy and 

expensive processes, a brand company wishing to launch a captive generic can simply notify the 

FDA.39 Moreover, the brand drug-maker is free to launch or license its captive generic at any 

point in time, including during the exclusivity period.40  

 Captive generics first appeared on the scene in the 1990s, largely struggling at first before 

experiencing widespread success in the early 2000s, as generic markets continued to expand. 

Although 119 captive generics were launched between 2001 and 2008, only seven released 

before 2003, increasing to an average of nineteen to twenty-one captive generic launches per 

year from 2003 to 2006.41 By 2018, captive generics arrived at the frenetic rate of once per 

week.42  

One explanation for the growth of captive generics in the early 2000s is that pharmacies 

and physicians during this period became quicker to pivot from brand to generic drugs once the 

generic entered the market.43 In addition, an increase in Paragraph IV challenges and improved 

litigation success rates in the early 2000s bolstered generic markets, in turn, making more room 

for captive generics.44  

 
 38 See U.S. FOOD & DRUG ADMIN., supra note 

 39 Id. 

 40 For the judicial basis of captive generics’ entry during the exclusivity period, see infra text with notes 

40–49. 

 41 FTC AG Report, supra note, at 11. 

 42 Jay Hancock & Sydney Lupkin, Drugmakers Master Rolling Out Their Own Generics To Stifle 

Competition, KAISER HEALTH NEWS (Aug. 5, 2019), https://khn.org/news/drugmakers-now-masters-at-rolling-out-

their-own-generics-to-stifle-competition/. 

 43 THOMAS, supra note, at 8. 

 44 Id.; see also FTC AG Report, supra note, at 11. 
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 The ascent of captive generics did not occur without challenge. In 2004, generic drug-

makers Teva and Mylan filed petitions with the FDA, requesting that the Agency prohibit the 

distribution of captive generics during the 180-day exclusivity period.45 Teva also requested that 

the FDA require brand companies holding NDAs to file supplemental NDAs (“sNDAs”) in order 

to market and distribute captive generics.46 In effect, Teva and Mylan’s petitions advocated for 

requiring captive generics to play by the same Hatch-Waxman rules as true generics, as well as 

fully excluding captive generics from the first-filer exclusivity period. 

 The FDA rejected the petitions, which prompted two legal challenges by the generic 

companies. In Teva Pharmaceuticals Industries, Ltd. v. Crawford, the D.C. Court of Appeals 

agreed with the FDA that the Hatch-Waxman Act does not prohibit NDA holders from 

marketing captive generics during the exclusivity period.47 Teva argued that Congress could not 

have anticipated captive generics and hence a “functional” interpretation was needed to preserve 

Hatch-Waxman’s statutory purpose.48 Otherwise, as Teva argued, “adhering to the ‘literal’ terms 

of the statute would lead to an absurd result, namely, that [the Hatch-Waxman Act] grants only a 

‘meaningless’ exclusivity against subsequent ANDA filers rather than a ‘commercially effective’ 

exclusivity that runs against the NDA holder as well.”49 In other words, the generic company 

argued that captive generics so undermine the incentive structure designed by Hatch-Waxman 

that they should be entirely prohibited from the market during the exclusivity period. 

 
 45 Teva, 410 F.3d at 52; Mylan 454 F.3d at 273; see also John M. Rebman, Dr. Strange Drug, Or: How I 

Learned to Stop Worrying and Love Authorized Generics, 12 DEPAUL J. HEALTH CARE L. 159, 169 (2009). The 

petitions were filed as part of the so-called “citizen petition” process. Designed in the 1970s to encourage ordinary 

citizens to participate in regulatory agency process, the citizen petitions at the FDA are frequently filed by drug 

manufacturing companies, rather than ordinary citizens. 

 46 Id. 

 47 Teva, 410 F.3d at 55.  

 48 Id. at 53. 

 49 Id. at 54. 

This preprint research paper has not been peer reviewed. Electronic copy available at: https://ssrn.com/abstract=3868436

Pr
ep

rin
t n

ot
 p

ee
r r

ev
ie

wed



 12 

 The court, however, was not swayed. In its ruling, the court chafed at Teva’s 

interpretation of the exclusivity period as an unlimited guarantee to generic companies.50 The 

court also pointed out that the statutes do not suggest any authority to ban captive generics.51 

Indeed, "nothing in the [Federal Food, Drug, and Cosmetic] Act prohibited the holder of an 

approved NDA from marketing a ‘brand-generic’ version of its drug,” and Hatch-Waxman 

neglects any mention of captive generics.52 Moreover, the ruling suggested that the possibility of 

captive generics did not sufficiently disrupt the incentives of Hatch-Waxman as written.53 

 The court in Mylan Pharmaceuticals, Inc. v. FDA ruled similarly. In 2006, the Fourth 

Circuit affirmed that Hatch-Waxman does not empower the FDA to ban captive generics from 

the 180-day exclusivity period, however much it economically limits the generic first-filer.54 In 

so doing, Mylan joined the Teva decision in validating the FDA’s stance in favor of captive 

generics.   

 With Teva and Mylan giving the green light, captive generics have become a fixture in 

the pharmaceutical industry.55 As the validity of captive generics was weighed in court and as 

pharmacists increasingly dispensed captive generics, several studies sought to discern their 

effects on drug price—with conflicting outcomes. One group of researchers—funded by drug-

maker giant Johnson & Johnson—found that captive generics lowered prices in the short-term.56 

 
 50 See id. (“It does not follow, however, from the Congress having intended to create an incentive to 

challenge brand-drug patents—as it clearly did—that the incentive it created is without limitation.”). 

 51 See id. (“Nothing…permits the agency to create a de facto type of exclusivity against the NDA holder’s 

brand-generic drug.”).  

 52 Id. at 53. 

 53 See id. at 54 (“Nor, contra Teva, is the result of reading the Act as it is written to render “meaningless” 

the “specific statutory incentive that Congress enacted.” For 180 days the generic market is the exclusive preserve of 

two firms…”). 

 54 Mylan, 454 F.3d at 271.  

 55 See supra text accompanying notes 34-37. 

 56 Ernst R. Berndt, Richard Mortimer, Ashoke Bhattacharjya, Andrew Parece & Edward Tuttle, Authorized 

Generic Drugs, Price Competition, and Consumers’ Welfare, 26 HEALTH AFF. 790 (2007). 
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In contrast a different study—authored by a consultant to Canada’s largest generic company—

concluded that the presence of an captive generic corresponded to higher brand prices in the 

Canadian market.57 Another pair of studies published in the same year and using an identical 

dataset of drugs, reached contradictory conclusions as to the effect of captive generics on prices. 

Perhaps unsurprisingly, one study was funded by PhRMA, while the generic industry trade group 

sponsored the other.58  

 Most notably, in 2011, the FTC published a comprehensive report examining how captive 

generics impact drug prices, generic entry, and instances of anticompetitive conduct such as pay-

for-delay.59 The report confirmed that brand companies deploy captive generics both to cushion 

profit losses following patent expiration and to discourage generic entry.60 The report notes that 

small drug markets are especially vulnerable to the discouraging effects of a captive generic.61 

Nevertheless, the agency, studying price data from 2003–2008, also found captive generics to be 

associated with lower retail generic prices,62 but only if the captive generic enters during the 

exclusivity period.63  

Generic companies, not brands of course, bore the consequences of this temporary price 

reduction as reported by the FTC. Their study concluded that true generics lose between 40–52% 

of exclusivity period revenue, a proportion that increases to 53–62% in the first thirty months.64 

 
 57 Aidan Hollis, How Do Brands’ ‘Own Generics’ Affect Pharmaceutical Prices, 27 REV. IND. ORG. 329 

(2005). 

 58 Compare IMS CONSULTING with Aidan Hollis & Bryan A. Liang, An Assessment of the Effects of 

Authorized Generics on Consumer Prices (prepared for GPhA, 2006); see also FTC AG Report, supra note, at 35 

(documenting the discord between prior studies of captive generics’ pricing effects, especially with respect to 

whether wholesale or retail drug prices should be used).  

 59 See FTC AG Report. 

 60 Id. at iv. 

 61 Id. at 86. 

 62 Id. at ii. 

 63 Id. at 101. 

 64 Id. at iii. 
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on the other hand, brand company revenue is not diminished.65 The report failed to study the 

effect on brand prices, as well as the effects on market share.  

 In spite of the diminished revenue opportunity, the FTC report asserts that the rise of 

captive generics has not reduced the total number of Paragraph IV challenges, which the Agency 

found to suggest that captive generics have not restricted generic entry on the whole. The report, 

however, concedes that other factors—such as the continued growth of the generics market—

may be masking any detracting effect the entry of captive generics may be having on generics’ 

decision to attempt entry.66 The FTC, moreover, posits that because of captive generics, true 

generic companies require a larger market size and a greater expectation of winning a Paragraph 

IV patent suit across all drug markets in order to be sufficiently incentivized.67 This could 

implicate other concerns. If the number of Paragraph IV challenges holds steady even though 

generic companies have less incentive to win them, perhaps generic companies are being 

motivated to file Paragraph IV certifications, not to follow them to conclusion, but to enter into 

collusive settlements that are not in society’s interests. In fact, as the next section will detail, the 

FTC report raised considerable alarm about the role of captive generics in collusive patent 

settlements that kept generic competition off the market.  

 
 65 Id. at 63. 

 66 See id. at 121 (“it is possible that disincentives to patent challenges arising from the marketing of AGs 

during exclusivity might be masked by other factors that encouraged such challenges.”). 

 67 Id. at 124. 
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Part II: Anticompetitive Applications  

 The case in favor of captive generics asserts that they serve generic competition by 

providing another price-lowering drug option to consumers.68 In an issue that has been well-

described in the literature, however, captive generics have the potential to directly undermine 

generic competition through so-called pay-for-delay settlements. The presence, or the threat of, 

captive generics allows brand companies to create a variety of tactics that either tempt or 

threaten generics into agreeing to stay off the market for a period of time. As the following 

section will explain, many of these variations have flourished in the decade since the FTC 

study—including what are called “no-AG clauses”, declining royalty structures, and acceleration 

clauses. What has not been studied until this paper, but equally troubling, captive generics may 

also exacerbate brand companies’ abuses of the health insurance reimbursement system. 

Specifically, captive generics are displacing or distorting the proper location of true generics, 

squeezing additional profit out of a mechanism intended to save patients and health plans money. 

 Pay-for-delay deals unfold in the following manner: A prospective generic files a 

Paragraph IV challenge, alleging that a branded drug’s patents are “invalid or not infringed” by 

their generic product. 69 The brand company then sues the generic filer for patent infringement. 

As an alternative to costly patent litigation, a brand company can offer the generic filer a deal: if 

the generic agrees to postpone entry to a later date, the brand will drop the infringement suit and 

reward the generic with a payment. A payment may manifest as a simple cash transfer or as a 

number of other promises—such as the opportunity to avoid competing with a captive generic—

that furnish the generic with extra revenue. A pay-for-delay settlement is a win/win for the brand 

and the generic. The brand company gets to maintain its monopoly position in the market longer 

 
 68 See, e.g. IMS CONSULTING, supra note.  

 69 See generally Feldman & Misra, supra note, at 253-254. 
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than it would have if the patent had been overturned. The generic company receives some form 

of value in exchange for delaying market entry, and still enjoys 6-months as the only generic 

product when it eventually comes to market. 

 As numerous scholars and commentators have explained, the losers in the deal are 

patients, payors, and society. During the period in which monopoly pricing remains, those who 

pay the bills have to shoulder the burden of higher prices and reduced access. Society loses in the 

form of reduced competition during the period of delay. 

   Both brand and generic companies involved in these types of settlements have argued 

that the settlements are perfectly acceptable. Settling a case is a rational reflection of the costs 

and risks of taking a case to trial, and any settlement saves judicial resources. In many of these 

settlements, moreover, the companies merely agree that the generic will stay out of the market 

until the time of the patent expiration. How can that be a problem? 

 As Hemphill has noted, “not all patents are created equal.”70 Patent examiners have 

limited time to review patent applications. Most patents never generate any revenue for the 

patent holders and are largely irrelevant. Thus, the system relies on the courts to weed out 

improper patents that may become important in the market. Moreover, many patents involved in 

Hatch-Waxman litigation are weak, ancillary patents based on minor modifications to a drug’s 

dosage or delivery system. These can be subject to challenge on the grounds that they would be 

obvious to one skilled in the relevant art.  

Nor are all patents properly applied to a particular drug. Companies launch numerous 

weapons at potential competitors, not all of which are justified. For the brand company to win, 

the patent must be valid, and the generic must infringe that patent. And yet, experience shows 

 
70 Scott Hemphill and Bhaven N. Sampat, When Do Generics Challenge Drug Patents?, 8 J. EMP. L. 

STUDS. 613, 619 (2011). 
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that is frequently not the case in Hatch-Waxman litigation. Rather, the FTC found that when 

generics pursue Hatch-Waxman litigation to its conclusion, the generic wins three-quarters of the 

time.  

Most important, Hatch-Waxman was designed to encourage generic companies to 

challenge weak patents. When brand companies pay generics to drop those challenges, the 

settlement undermines the intent of the Hatch-Waxman system. Even if the result is merely that 

the patent holder enjoys the full patent term, the appropriate length of time for an invalid 

patent—or one that is invalidly applied—would be zero.  

In 2013, the Supreme Court’s Actavis decision opened pay-for-delay deals to antitrust 

scrutiny, finding that a sufficiently large reverse payment might indicate anticompetitive 

behavior.71 Notably, the settlement at issue included a cash transfer,72 a fact that helped 

encourage drug-makers to opt for more complex payment methods.73 

 Captive generics provide a perfect vehicle for creating value. The absence of a captive 

generic can make the exclusivity period more lucrative for a first-filing generic. Thus, a promise 

by the brand company not to market a captive generic during the exclusivity period can ensure a 

significant transfer of value to the generic company. In essence, such an agreement promises the 

generic company the full cut of its expected exclusivity revenue, effectively “paying” it the 

revenue that the generic company would lose if a captive generic were to enter. 

 As this author has noted in studying pay-for-delay deals, they can be an offer that the 

brand cannot refuse: 

 
 71 FTC v. Actavis, Inc., 570 U.S. 136 , 159 (2013) (finding that “the likelihood of a reverse payment 

bringing about anticompetitive effects depends upon its size, its scale in relation to the payor's anticipated future 

litigation costs, its independence from other services for which it might represent payment, and the lack of any other 

convincing justification.”). 

 72 Id. at 145. 

 73 See generally FELDMAN & FRONDORF, supra note, at 49-56. 

This preprint research paper has not been peer reviewed. Electronic copy available at: https://ssrn.com/abstract=3868436

Pr
ep

rin
t n

ot
 p

ee
r r

ev
ie

wed



 18 

The deal is a little like old movies portraying protectionist rackets, in which the 

neighborhood shakedown artists says, ‘Nice front window you have there. Be a real 

shame if it got smashed in.’ Here, a brand-name company can say the equivalent of, 'Nice 

180-day exclusivity period. Be a real shame if you lost half of it. Tell you what, just stay 

off the market for a while, and it is all yours.’74 

 

 Agreements in which brand companies agree not to launch some form of a captive 

generic as part of pay-for-delay deals are charmingly called, “no-AG clauses.” The title, which is 

used throughout FTC reports on pay-for-delay agreements, is as hopelessly convoluted as the 

clauses themselves; this article will not even begin to try to improve it.  

With no-AG clauses, many brand drug-makers have successfully prolonged their 

monopolies by promising not to market a captive generic during the first-filer’s exclusivity 

period. In fact, studying patent settlement agreements between 2004–2010, the FTC found nearly 

a quarter of deals included captive generics in some form.75 In the majority of these, the brand 

promised to not compete with their captive generic.76 In the seven-year period studied, these 

settlements postponed generic competition in drug markets worth more than $23 billion.77 The 

arrangement is a win-win for brand and generic companies’ bottom line, at harm to payors and 

patients.78 

 Promises to not compete with a captive generic can manifest in several ways. Commonly, 

a brand manufacturer grants the generic an exclusive license or exclusive supply of their captive 

generic for a set period of time, effectively excluding a captive generic from the market.79 Rather 

than explicitly promise not to compete with a captive generic, a brand can also promise not to 

 
74 See Feldman, supra note 12, at 37.  

 75 FTC AG Report, supra note, at 139. 

 76 See id. at 144 (39 of 75 agreements involving captive generics included a promise by the brand to not use 

its captive generic to compete with the first-filer). 

 77 Id. at 147. 

 78 See Feldman, supra note 12. 

 79 FTC AG Report, supra note, at 146; see e.g. King Drug Co. of Florence v. Smithkline Beecham Corp., 

791 F.3d 388, 406-408 (3d Cir. 2015) (describing the mechanics of an anticompetitive no-AG settlement).  
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license or distribute their captive generic to a third party.80 If the brand manufacturer has a 

limited track record of launching captive generics, this agreement can have the same outcome as 

a no-AG clause.81 

 Although courts initially failed to extend Actavis to pay-for-deal deals that used payment 

other than cash,82 the judicial system eventually caught on to the practice, recognizing that a no-

AG clause can work like a cash transfer in compensating generic companies to stay off the 

market.83 As a result, the FTC, in its most recent annual report on brand-generic settlements, 

celebrated zero instances of the no-AG clauses that were so prevalent a decade prior.84  

 But even as courts have successfully deterred no-AG clauses, drug-makers continue to 

devise other complex arrangements that leverage their captive generics. For instance, a 

 
 80 See, e.g. FED. TRADE COMM’N, OVERVIEW OF AGREEMENTS FILED IN FY 2017: A REPORT BY THE 

BUREAU OF COMPETITION 2 (2020) [hereinafter FTC FY 2017 Report]. 

 81 See Jamie Towey & Brad Alpert, Then, now, and down the road: Trends in pharmaceutical patent 

settlements after FTC v. Actavis, FTC (May 28, 2019), https://www.ftc.gov/news-events/blogs/competition-

matters/2019/05/then-now-down-road-trends-pharmaceutical-patent (“an agreement in which the brand company 

commits not to license any third party to sell an AG product for a period of time (a no-third-party-AG 

commitment)…could nonetheless replicate the adverse effect of a no-AG commitment, particularly if the brand 

company has little or no experience selling generic products in the United States”). 

 82 See, e.g. In re Loestrin 24 Fe Antitrust Litig., 45 F. Supp. 3d 180 (D.R.I. 2014), vacated and 

remanded, 814 F.3d 538 (1st Cir. 2016); In re Lamictal Direct Purchaser Antitrust Litig., 18 F. Supp. 3d 560 (D.N.J. 

2014), vacated and remanded sub nom. King Drug, 791 F.3d 388. 

 83 See Loestrin, 814 F.3d at 549-550; King Drug, 791 F.3d at 403-406; In re Aggrenox Antitrust Litig., 94 

F. Supp. 3d 224, 243 (D. Conn. 2015) (reverse payments…can bring [anticompetitive] effects regardless of the 

particular form the transfer of value takes and thus are not limited to cash payments); United Food & Commercial 

Workers v. Teikoku Pharma USA, 74 F.Supp.3d 1052, 1069–70 (N.D.Cal.2014) (rejecting theory that Actavis only 

applies to cash reverse payments as “[t]here are many plausible methods by which plaintiffs may calculate the value 

of non-monetary terms”); In re Effexor XR Antitrust Litig., No. 11–5479(PGS)(LHG), 2014 WL 4988410, at *19 

(D.N.J. Oct. 6, 2014) (“The common use of the term payment is described as something given to discharge a debt or 

obligation and does not require the payment to be in the form of money.”); Time Ins. Co. v. Astrazeneca AB, 52 

F.Supp.3d 705, 710 (E.D.Pa.2014) (“In my opinion, reverse payments deemed anti-competitive pursuant 

to Actavis may take forms other than cash payments.”); In re Lipitor Antitrust Litig., 46 F.Supp.3d 523, 543 

(D.N.J.2014) (finding that Actavis covers situations where “the non-monetary payment [can] be converted to a 

reliable estimate of its monetary value”); In re Niaspan Antitrust Litig., 42 F.Supp.3d 735, 751 (E.D.Pa.2014) 

(holding “that the term ‘reverse payment’ is not limited to a cash payment”); In re Nexium (Esomeprazole) Antitrust 

Litig., 968 F.Supp.2d 367, 392 (D.Mass.2013) (“This Court does not see fit to read into the opinion a strict 

limitation of its principles to monetary-based arrangements alone.”) 

 84 See Betsy Lordan, FTC Staff Issues FY 2017 Report on Branded Drug Firms' Patent Settlements with 

Generic Competitors, FTC (Dec. 3, 2020), https://www.ftc.gov/news-events/press-releases/2020/12/ftc-staff-issues-

fy-2017-report-branded-drug-firms-patent (noting that “for the first time since [fiscal year] 2004, no agreement 

contains a no-AG commitment”).  
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“declining royalty structure” reduces the amount the generic company pays the brand for a 

license of their drug if the brand launches a competing captive generic.85 In this scenario, a brand 

settles its patent dispute by licensing the disputed drug to a generic company, for which the 

generic company owes the brand a royalty. The royalty amount, however, decreases if the brand 

launches a captive generic. Reducing the royalty amount the generic must pay the brand if a 

captive generic enters acts as an incentive for the brand to not launch a captive generic. In this 

way, a declining royalty structure can function like a no-AG clause.86 

 The convoluted mechanics of declining royalty structures and the absence of an explicit 

promise not to compete, however, may explain the FTC’s hesitancy to label this scheme—

several of which occur annually—as an example of anticompetitive conduct.87 Moreover, the 

only material payment in a declining royalty structure occurs from generic to brand company, in 

contrast to the typical “reverse payment” from brand to generic. 88 Seeing past the smoke and 

mirrors, however, it is clear the declining royalty structure presents another way that a drug-

maker can anticompetitively withhold its captive generic. 

 Brand drug-makers may also elect to license their captive generic to another 

manufacturer, 89 allowing the opportunities for captive generic games to multiply with the brand 

manufacturer’s portfolio of drugs.90 Given that captive generics are permitted during the 180-day 

 
 85 FTC AG Report, supra note, at 149. 

 86 Id. 

 87 See FTC FY 2017 Report, supra note, at 2 (recognizing that the declining royalty structure may achieve 

the same effect as an explicit no-AG clause); see also Feldman & Misra, at 265-66 (noting that FTC reports have 

become increasingly cognizant of the declining royalty structure as an anticompetitive tool, re-categorizing them 

from a form of unknown payment in 2010 to a form of possible compensation in 2013). 

 88 Pay-for-delay cases are often termed “reverse payment settlements”. See FELDMAN & FRONDORF, supra 

note, at 24 (“Reverse payment” refers to the odd nature of the arrangement – instead of a defendant paying a 

plaintiff to settle a suit, brand drug companies pay off the generic to end a patent infringement lawsuit”). 

 89 See, e.g. Jing Luo et al., Effect of Generic Competition on Atorvastatin Prescribing and Patients’ Out-of-

Pocket Spending, 176 JAMA INTERN. MED. 1317, 1318 (2016) (noting that Pfizer licensed a captive generic version 

of its blockbuster Lipitor to Watson), reprinted in FELDMAN & FRONDORF, supra note, at 59. 

 90 Other evidence of drug-makers’ market power accruing over a portfolio of drugs can be seen in practices 

such as bundling, as drug-makers wield power in one drug market to secure preferential formulary tiering for its 
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exclusivity period, a license to a captive generic can offer a considerable inducement for a 

generic company that is otherwise excluded from the 180-day exclusivity window.91 In return, 

the generic may agree to delay their entry into a different drug market where they could compete 

with the brand drug-maker. In other words, in order to delay the generic entry of one drug, a 

brand manufacturer may offer the generic licenses to captive generics on other drugs marketed 

by the brand, even if the generic company did not even attempt to enter the other generic 

markets. 

 For example, in return for delaying the launch of its generic Loestrin, the brand company, 

compensated a generic drug-maker with licenses to market captive generics of Femcon, another 

drug owned by brand company.92 Such an agreement may not limit competition for Femcon, and, 

if the brand company would not have otherwise launched a captive generic, the deal might 

actually prove procompetitive in that drug market.93 Nevertheless, the anticompetitive harm 

caused by extending the Loestrin monopoly must also be scrutinized in order to determine 

whether the Femcon captive generic ultimately detracts from generic competition.94 As with 

declining royalty structures, introducing captive generics across several drug markets can help 

camouflage anticompetitive outcomes. 

 
product in another market. Cf. ROBIN FELDMAN, DRUGS, MONEY, AND SECRET HANDSHAKES 22 (2019) (describing 

how drug-makers can utilize volume-based leverage to negotiate advantageous rebate positions with insurers and 

PBMs across several different products, even excluding rivals from the market entirely). 

 91 If the generic company is not the first to file an ANDA, then it may not market its generic during the 

exclusivity period. See supra text with notes. 

 92 Loestrin, 814 F.3d at 547. 

 93 See FTC AG Report, supra note, at 152. 

 94 This situation exemplifies why a holistic, broad scrutiny of settlements is required to accurately assess 

competitive harm. See Mark A. Lemley & Robin Feldman, Atomistic Antitrust, UC Hastings Research Paper 

Forthcoming, available at SSRN: https://ssrn.com/abstract=3793809 or http://dx.doi.org/10.2139/ssrn.3793809 

(arguing that the narrow scope of current antitrust law has no answer for individually lawful acts that, taken 

together, create anticompetitive harm); see also infra Section IV (advocating for updated and broadened regulatory 

review of mergers and other agreements). 
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 Moreover, if a captive generic license works as a carrot, it can also be used as a stick. 

Brands may sign deals that license their captive generic to other generic companies, specifying 

that the license will take effect only if the other generic—the first-filing generic that is currently 

engaged in the Hatch-Waxman litigation—does not settle its patent litigation with the brand or 

launch its generic product “at risk.”95 The brand can then publicly release the details of its 

agreement with the other generic companies—whether through a press release or public earnings 

report—to induce the first-filing generic to settle their patent litigation.96 Basically, the brand 

coerces the first-filer by hinting that if you don’t settle with me, a captive generic is ready to join 

you on the market and slash your revenue. Of course, any threat by the brand is merely implied, 

helping brand companies plead ignorance or otherwise disguise any anticompetitive intentions. 

 Such a settlement, especially if the brand would not have otherwise released a captive 

generic, may also appear procompetitive by increasing the number of drug options on the market. 

However, society may be ultimately harmed if a generic company is enticed to settle a patent 

infringement suit it is likely to win,97 an outcome that would open the market to more 

competitors even sooner. In one settlement that relied on this scheme, the settlement postponed 

generic entry by more than three years—hardly a boon for competition.98 

 Other captive generic schemes are trickier still. Given that captive generics are not barred 

from the exclusivity period, brand drug-makers can create a proto-exclusivity period for those 

generic companies that did not file the first ANDAs, and therefore could not market a drug 

 
 95 FTC AG Report, supra note, at 151; for an explanation of “at risk” launch, see supra note.  

 96 Id. at 151-152. 

 97 See C. Scott Hemphill & Bhaven Sampat, Drug Patents at the Supreme Court, 339 SCIENCE 1386, 1387 

(2013) (showing that 89% of patents in settled litigation disputes are secondary patents, which courts usually (68% 

of the time) find invalid or not infringed); John R. Allison, Mark A. Lemley & David L. Schwartz, Understanding 

the Realities of Modern Patent Litigation, 92 TEX. L. REV. 1769, 1787 (2014) (a study of patent lawsuits filed 

between 2008-2009 in a federal district court found that accused infringers won 74 percent of the definitive merits 

rulings while patentees won only 26 percent of the time). 

 98 FTC AG Report, supra note, at 151. 
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during the first-filer’s generic period.  For example, despite not being the first to file, Teva 

received a license to market Takeda’s captive generic version of ACTOS, along with permission 

to enter with its own generic product after the first-filer’s exclusivity period ended.99 The 

settlement Takeda and Teva entered into following Teva’s Paragraph IV challenge also ensured 

that Teva could enter the market with the captive generic earlier than the agreed-upon date if 

another generic successfully challenged Takeda’s patents—an assurance known as an 

acceleration clause.100 The acceleration clause ensured Teva would still have a chance to beat 

other generics to the market. Per the agreement, Teva would pay Takeda 75% of any profits 

earned from marketing the captive generic.101  

In 2015, indirect purchasers of ACTOS brought a class action suit against Takeda, Teva, 

and three generic companies that won first-filer rights to the drug, alleging that the settlements 

Takeda had come to with each of the other companies constituted an antitrust violation. 

Although the district court declined to find the settlements problematic, Takeda’s agreement with 

Teva may still exhibit a troubling application of the captive generics. In finding the agreement 

permissible, the court noted that Takeda could still authorize other generics in addition to the 

license issued to Teva, increasing generic competition in the process.102 The court also reasoned 

that the 75% royalty payments Teva would pay Takeda for the right to market as a captive 

generic contrast the “reverse payments” scrutinized in Actavis.103 Neither the FTC nor the 

Department of Justice, moreover, took issue with the agreement.104 

 
 99 In re Actos End Payor Antitrust Litig., No. 13-CV-9244 RA, 2015 WL 5610752, at *17 (S.D.N.Y. Sept. 

22, 2015), aff'd in part, vacated in part, 848 F.3d 89 (2d Cir. 2017). 

 100 Id. at *15; see also Carrier, Payment after Actavis, supra note, at 37-40 ((using the term “poison-pill 

clauses) noting that acceleration clauses can also effectively deter subsequent filers from litigating by negating the 

exclusivity period incentive). 

 101 Id. at *18. 

 102 Id. 

 103 Id. 

 104 Id. at *6. 
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 In fact, the acceleration clause within the agreement not only pressured the three generic 

first-filers into settling to avoid competing with Teva; it also deterred other prospective generics 

from challenging Takeda’s patents by guaranteeing that their entrance would trigger the presence 

of a competitor.105 In so discouraging generic competition, Takeda effectively created what 

amounted to an exclusivity period for Teva—with partial royalties from sales of the authorized 

generic—that the company would not have been able to access otherwise, given that it wasn’t 

itself a first filer. Of course, it is entirely possible that the 25% Teva could keep from their 

captive generic sales may not qualify as a sufficiently “large” payment under Actavis.106 

Nevertheless, creating an artificial exclusivity period, as Takeda did for Teva by licensing its 

captive generic with an acceleration clause, presents another potential abuse of the captive 

generic.  

 Until recently, brand drug-makers have exploited their captive generics in contexts other 

than pay-for-delay, too. For example, brand drug-makers have used their captive generic sales in 

order to reduce the rebate amount they owe states for drugs covered by Medicaid.107 The scheme 

works in the following manner: The average manufacturing price that drug companies report to 

the government dictates the rebate amount that they owe per drug. Thus, reporting a lower 

average manufacturing price means the drug company owes less.108 As a result, many drug 

companies blend the lower cost of their captive generic with their brand drug to bring down their 

 
 105 Because authorized generics cut into generic revenue during the generic’s lucrative exclusivity period, 

an authorized generic can disincentivize generic entry. See supra text accompanying notes. 

 106 See Actavis, 570 U.S. at 159 (“the likelihood of a reverse payment bringing about anticompetitive 

effects depends upon its size, its scale in relation to the payor's anticipated future litigation costs, its independence 

from other services for which it might represent payment, and the lack of any other convincing justification.”). 

 107 U.S. DEPT. HEALTH & HUM. SERV. OFF. INSPECTOR GEN., REP. NO. A-06-18-04002, MEDICAID COULD 

SAVE HUNDREDS OF MILLIONS BY EXCLUDING AUTHORIZED GENERIC DRUG TRANSACTIONS TO SECONDARY 

MANUFACTURERS FROM BRAND NAME DRUGS’ AVERAGE MANUFACTURER PRICE CALCULATIONS 1 (2019). 

 108 Id. 
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average manufacturing price and, hence, the rebate amount owed the states.109 Closing this 

loophole, as Congress did in 2019,110 has been estimated to save the government 3.15 billion 

dollars over the next decade.111  

 Captive generics can also help abet brand drug-makers in their profiteering. After Mylan 

raised the price of its life-saving EpiPen product 600% in the decade after acquiring it in a 

merger, the company released a captive generic version—despite there being no generic 

competitors on the market—as a palliative optics measure.112 The $300 price tag on this new 

captive generic, however, was still 300% greater than what the branded version of EpiPen cost 

when Mylan first acquired it.113 Moreover, when the first true generic entered in 2019, it retailed 

for the same amount as Mylan’s captive generic.114 The voluntary launch of a captive generic did 

not grow out of a sudden altruistic impulse; rather, it helped the brand continue propping up its 

pricing scheme, and it served as a pricing floor, encouraging the true generic to set a high price, 

albeit one that was still below the brand price. In other words, a captive generic can serve a silent 

pricing signal to an entering generic. Without saying a word, the brand company can signal, “no 

need for us to have a price war; here’s a price that lets both of us profit handsomely, if we just 

stick to it.” 

 Finally, a previously undocumented avenue of abuse using captive generics may exist in 

the health care reimbursement system. Health care plans use formulary tiers as a mechanism to 

 
 109 Id. at 4. 

 110 H.R. 3276, 116th Cong. (2019). 

 111 CONG. BUDGET OFF., PROPOSALS AFFECTING HEALTH PROGRAMS IN BUDGET FUNCTION 550—CBO’S 

ESTIMATE OF THE PRESIDENT’S FISCAL YEAR 2020 BUDGET 2 (2020). 

 112 See Zachary Brennan, Authorized Generics: Why Mylan Would Compete with Itself in the Epipen 

Market, REGULATORY FOCUS (Aug. 29, 2016), https://www.raps.org/regulatory-focus%E2%84%A2/news-

articles/2016/8/authorized-generics-why-mylan-would-compete-with-itself-in-the-epipen-market.  

 113 Gina Kokosky, Newly Approved Generic Version of Epipen is Not Cheaper Than Available Option, 

PHARMACY TIMES (Jan. 27, 2019), https://www.pharmacytimes.com/view/newly-approved-generic-version-of-

epipen-is-not-cheaper-than-available-option.  

 114 Id. 
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designate how much and for which drugs a patient should be reimbursed.115 This system is 

designed to save money for the health plans by rewarding patients for choosing cheaper drugs 

(such as generics) over more expensive ones (their branded counterparts).116 It does so, in theory, 

by situating cheaper drugs on lower tiers, which have correspondingly lower copays and co-

insurance costs.117 A Tier 1 drug, therefore, costs the patient less than a Tier 2 drug, which costs 

the patient less than a Tier 3 drug. The reality, however, isn’t so straightforward. Pharmaceutical 

companies, working with pharmacy benefit managers, use spread pricing, volume rebates, and 

rebates connected to other drugs in their portfolios to both secure preferential tier placement and 

ensure more sales.118 Captive generics may benefit from the same sales and marketing 

relationships and leveraging process to get a leg up on true generics in the formulary system. Not 

only does this inflate the captive generic’s market share; it also exacerbates tier distortions, 

costing patients and payors, alike while adding to a brand company’s bottom line. 

 In short, the unique position of the captive generic empowers drug-makers to choose 

from a veritable playbook of anticompetitive schemes. Although some obviously anticompetitive 

practices like no-AG clauses may have been tamped-down,119 more nebulous applications of the 

captive generic threaten to continue stalling generic entry. It is important to recognize—as brand 

drug-makers clearly do—that captive generics are more than merely another generic on the 

market. 

 

 
115 See Feldman, Devil, supra note 9 (analyzing pharmaceutical companies’ exploitation of the formulary 

tiering system). 
116 Id. at 3–4. 
117 Id. at 10–11. 
118 Id. at 11–12. 

 119 The most recent FTC annual report (fiscal year 2017) found no instances of no-AG clauses. See Lordan, 

supra note. Settlements with no-AG clauses enacted before 2017 continue to be litigated. See, e.g. Impax Labs, Inc. 

v. FTC, 994 F. 3d 484 (5th Cir. 2021).  

This preprint research paper has not been peer reviewed. Electronic copy available at: https://ssrn.com/abstract=3868436

Pr
ep

rin
t n

ot
 p

ee
r r

ev
ie

wed



 27 

Part III: Findings 

 In addition to their role as a bargaining chip in pay-for-delay or other drug-maker games, 

the legitimate presence of captive generics on the market raises its own set of concerns with 

respect to affordable medication access. To better understand the impact of captive generics on 

drug prices and market share, we undertook an empirical analysis of 373 unique drug markets 

between 2006–2018, using data from all of the Medicare Part D claims for a cohort of 

approximately one million patients. This approach compared 134 drug markets that included a 

captive generic with 239 other drug markets that did not feature a captive generic.  

 

A. Summary of Findings 

 The analysis reveals that the presence of a captive generic predicts several troubling 

outcomes. Markets with captive generics feature both significantly greater increases in brand 

drug net prices and generic drug prices in the first three years that a generic market exists for a 

given drug. In other words, if one looks at the market as a whole, captive generics keep prices 

higher, rather than bringing prices down.  

At the same time, true generics suffer, on average, a 22% reduction in market share when 

a brand drug-maker launches a captive generic. Moreover, if other true generics launch as the 

generic market grows, they will cut into other true generics’ market share, but the captive 

generic’s share of the market will remain intact.  

In addition, captive generics do not increase the total number of generics on the market. 

Rather, the launch of a captive generic displaces a true generic option. Captive generics also 

affect the placement of true generics in the health insurance reimbursement system. Given that 

brand drugs are much more expensive than generics even after accounting for rebates, and health 
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care reimbursement tiers are supposed to reflect the price of the drug, a brand drug and its 

generic version should not be on the same reimbursement tier. However, the analysis showed 

that the proportion of true generics irrationally located in the same tier as the brand-name drug 

increased an average of 12% more in markets with a captive generic than in markets without a 

captive generic. In sum, the price and market share findings here suggest that captive generics, 

unlike their true generic counterparts, inhibit affordable access to prescription drugs. 

 

B. Methodology 

 The following section provides additional details on the study’s methodology. In order to 

ascertain the effects of captive generics on drug markets, our analysis compiled a dataset of 

brand, true generic and captive generic drugs from sources including Medicare Part D patient 

claims, the FDA, the National Library of Medicine and Cerner Multum.120 In a given drug 

market, a captive generic belongs to the same New Drug Application as the drug-maker’s brand 

version but is distributed as a generic. True generics, of which there are often many for a given 

brand drug, are therapeutically equivalent to the brand drug and hold an Abbreviated New Drug 

Application. The dataset included drugs for which a true generic first entered between 2006 and 

2018.121 

 Using this dataset, we compared two scenarios: 1) Markets with a brand drug and true 

generics only, and 2) markets with a brand drug, true generics and a captive generic. In total, our 

dataset, covering 2006–2018, included 239 drug markets with only a brand and true generics, in 

addition to 134 distinct drug markets that featured a captive generic along with the brand and 

 
 120 Links? 

 121 Specifically, we did not include drug markets in which the first true generic launched between 1/1/2006 

and 6/1/2006 in order to have greater confidence that, for a given drug, its first true generic did not actually appear 

prior to 2006.  
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true generics. We standardized price and market share data in order accurately compare drug 

markets of vastly different size, composition and typical price.  

 Patient claims from Medicare Part D between 2006–2018 provided data for prescription 

drug list prices and drug market share. Here, we update past analyses of generic prices such as 

the aforementioned FTC study, which used pricing data from 2003–2008.122 Our analysis also 

expands the scope of captive generics’ pricing effects by studying how the presence of a captive 

generic impacts brand price, too.123 Furthermore, to better gauge what consumers actually pay 

for brand drugs, whose retail price is commonly discounted by a significant rebate,124 we applied 

a standard Medicare rebate percentage to all brand prices.125 Beginning when the first true 

generic option for a drug market appeared in Medicare patient claims data, we studied generic 

price, brand price and market share quantities over the following thirty-six months in 373 unique 

drug markets. 

 

C. Results 

 

1.  Market Share 

 
 122 See FTC AG Report, supra note 

 123 Hollis, supra note, studied brand prices as well, but in the Canadian market. 

 124 Rebates can exceed 50% of brand drug list prices and measured 25% of Medicare prescription drug 

spending in 2018. See Steven M. Lieberman, Paul G. Ginsburg & Erin Trish, Sharing Drug Rebates with Medicare 

Part D Patients: Why and How, HEALTH AFF. BLOG (Sep. 14, 2020), DOI: 10.1377/hblog20200911.841771. In 

some remarkable cases, this can mean that the seemingly much pricier brand drug costs about the same as its captive 

generic after accounting for rebates. See, e.g. Hancock & Lupkin, supra note (noting that the $137 list price for the 

captive generic version of Eli Lilly’s Humalog insulin is about the same as what the drug-maker nets for the $275 

brand version after rebates).  

 125 The rebate percentage on total Medicare Part D spending comes from annual Medicare Trustees’ 

Reports. E.g. CTRS. FOR MEDICARE & MEDICAID SERVS., 2018 MEDICARE TRUSTEES REPORT. The rebate 

percentages are calculated for spending across all prescription drugs, brand and generic. However, because generic 

drugs typically do not carry manufacturer rebates, the analysis modified the rebate amounts in line with the 

proportion of spending for brand drugs only. See Devil in Tiers at 53 for further detail. 
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 Across the drug markets in our analysis, the presence of a captive generic reduced the 

market share of true generics by about 22% over the first three years following the entry of the 

first true generic. This finding indicates that the eroding effect of captive generics on true generic 

market share persists long past the six-month exclusivity period that the FTC report, for example, 

highlighted.126  

Furthermore, the deficit in market share for a true generic that occurs when a captive 

generic exists does not lessen as total generic market penetration increases. In other words, when 

a captive generic is present, true generics occupy on average about 20% less of the total 

market—whether generics as a whole comprise 70% or 90% of the total drug market (Figure 1). 

This finding implies that, if other true generics launch as the generic market grows, they will cut 

into other true generics’ market share, but the captive generic’s will remain intact.  

 Put simply, captive generics are better than true generics at staking out a share of the 

market and holding onto it, no matter how many competitors enter the field. Our analysis found 

that, on a per-drug basis, individual captive generics succeed in capturing a considerably larger 

portion of the market as compared to a single true generic. In the three years after a true generic 

enters a market that also contains a captive generic, the true generic can expect to obtain 6% less 

of the market than the captive generic. 

 This result indicates that captive generics are, by an obvious margin, more adept than true 

generics at penetrating generic markets. A number of factors may help to explain why. First, 

captive generics can be sold during the first-filer exclusivity period, enabling them to compete 

with the first true generic before anyone else and preventing the true generic from gaining the 

foothold the exclusivity period is meant to guarantee. Second, captive generics sometimes 

 
 126 See FTC AG Report, supra note, at iii. 
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precede true generics to market: our analysis discovered that captive generics enter the market 

before a true generic 22% of the time. In these cases, the captive generic, not the true generic, is 

the one that enjoys a period of exclusivity. Finally, brand drug-makers can leverage the sales and 

marketing relationships they have cultivated for their brand product on behalf of their captive 

generic. Given the prevalence of volume rebates in the industry, brand companies may be able to 

create incentives for health insurance plans, and the intermediaries who help develop those plans, 

to situate their generic more favorably within the formulary tiering system.127 In that case, the 

brand company is using its existing market power, earned through patents that have now expired, 

to provide preference and shelter for its captive generic. Whatever the cause, the clear result is 

that captive generics outperform their true generic counterparts. 

 In Figure 1, the upper graph compares brand drug market share in drug markets with and 

without a captive generic. The lower graph compares true generic market share based on the 

presence of a captive generic. As the figure shows, the share of the brand drug remains steady, 

regardless of whether a captive generic enters. It is the market for generics that becomes 

distorted by the presence of a captive generic. 

 

 

 
 127 See generally Feldman, Devil, supra note 9, at 22 (describing how PBM volume rebates can empower 

drug-makers across multiple drug markets). 
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Figure 1: Comparing Brand & True Generics’ Market Share Based on Presence of a Captive 

Generic. 

 

2. Formulary Tiering 

 Our analysis determined that the presence of a captive generic does in fact contribute to 

growing irrational formulary tier placement. If the objective of the formulary system is to locate 

cheaper drugs on lower tiers, true generics should logically be located on lower tiers than their 

brand-name counterparts. We therefore define “irrational placement” as either: 1) the placement 

of the brand on the same tier as a generic or 2) the placement of the generic on a higher (that is, 

more expensive) tier than the brand drug. As the graphs in Figure 2 display, the incidences of 

both kinds of irrational tiering grew between 2010 and 2018 in markets both with and without 

captive generics. Nevertheless, irrational tiering was more common in markets with a captive 

generic than in those without.  

This preprint research paper has not been peer reviewed. Electronic copy available at: https://ssrn.com/abstract=3868436

Pr
ep

rin
t n

ot
 p

ee
r r

ev
ie

wed



 33 

In particular, between 2010 and 2018, when there is a captive generic, the true generic 

sits on the same tier as the brand 12% more often.128 Similarly, when there is a captive generic, 

the true generic sits in its proper place on a less-expensive tier than the brand 12% less often.129  

That the percentages are near equivalent suggests a correlation between the presence of a 

captive generic and the rise in irrational formulary tiering. Not only does this result demonstrate 

how captive generics may exacerbate existing abuses of the formulary system; it also hints at 

how deeply captive generics may be integrated into the wider network of strategic behaviors that 

brand companies use to delay the entry of generics and to prevent generics from gaining much 

traction when they do make it to market.   

 

 
128 This figure is calculated as an average across the period. 
129 In addition, when there is a captive generic, there is a slight increase in the frequency with which a true 

generic is placed on a more-expensive tier than the brand (as opposed to its proper place on a less-expensive tier or 

even on the same tier.) In 2017, for example, the increase in frequency of this misplacement is 1%; in 2018, the 

increase in frequency was 2%. 
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Figure 2: Comparing the Formulary Tier Placement of True Generics and Brand Drugs Based on 

the Presence of a Captive Generic130 

 

3. Availability 

 The fact of more generic varieties on the market does not translate to more total generic 

options. Our analysis reveals that, on the whole, drug markets with a captive generic tend to have 

 
130 The top graph compares the average percentages at which a true generic appears on a higher tier than the 

brand drug when a captive generic is and isn’t present. The middle graph compares the average percentages at which 

a true generic appears on the same tier as the brand drug when a captive generic is and isn’t present. The bottom 

graph compares the average percentages at which a true generic appears on a lower tier than the brand drug when a 

captive generic is and isn’t present. The top two graphs display the frequency of two kinds of irrational tiering; the 

bottom graph displays the frequency of rational tiering. 
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the same number of total generic options. That is, rather than adding another generic product, the 

captive generic simply displaces one of the true generic competitors. We found this to be the 

case across the three years following first true generic entry, including during the six-month 

exclusivity period. Thus, our analysis implies that captive generics do little to boost generic 

competition—in terms of the number of competitors—even during the six-month exclusivity 

period, when they would intuitively seem to be most impactful. 

 

 

Figure 3: Comparing Average Number of Generics Available in a Market Based on Presence of a 

Captive Generic131 

 

 In contrast to true generic drugs, we found that the market share of brand drugs over time 

was largely unaffected by the presence of a captive generic. To be precise, the brand drug market 

share is usually about 1% higher when a captive generic is also available. Once generic 

 
 131 The total number of generics includes captive and true generics.  

This preprint research paper has not been peer reviewed. Electronic copy available at: https://ssrn.com/abstract=3868436

Pr
ep

rin
t n

ot
 p

ee
r r

ev
ie

wed



 36 

competition ensued, a brand drug’s market share declined precipitously in the first year before 

leveling off to hold approximately 10% of the market after three years of generic presence.132 

This result obtained in markets with and without a captive generic, suggesting that a captive 

generic has little impact on brand market share besides that of generics in general. A captive 

generic may be bad for true generics’ market share, but it does not appear to diminish that of the 

brand drug. Rather, a captive generic simply has the effect of giving the brand drug company a 

share of generics market, along with more favorable positioning in the reimbursement system. 

 

4. Price 

 Although the market share effects of captive generics may be largely invisible to 

consumers—who are not likely to know if they are prescribed a true or captive generic—our 

analysis demonstrates that captive generics also have palpable effects on drug prices. Comparing 

drug markets containing a captive generic with those that did not, the presence of a captive 

generic appears to increase both true generic and brand net prices in a given drug market. For 

true generic drugs, this inflationary effect was confined primarily to the two years following first 

true generic entry into a market.  

 Brand drug net prices tend to increase over time,133 whether or not a captive generic is 

present in the market, but our analysis reveals that captive generics tend to magnify that effect 

significantly (Figure 4). In the three years following the first launch of a true generic in a market, 

the brand net price rose an average of 6% if a captive generic was not also present. This growth 

 
 132 The generic market penetration found here is consistent with past studies. See, e.g. Berdnt & Aitken, 

supra note, at 9-10.  

 133 See Immaculada Hernandez et al., Changes in List Prices, Net Prices, and Discounts for Branded 

Drugsin the US, 2007-2018, 323 JAMA 854, 854 (finding substantial increases in brand drug net prices between 

2007-2018).  
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in brand net price soared to 21% if a captive generic was also competing on the market. In other 

words, the increase of brand net prices was three-and-a-half times greater in markets with a 

captive generic compared to markets without one. Moreover, because we measured net prices 

instead of list prices, this finding already accounts for any rebates that might otherwise mitigate 

the steep climb in brand prices observed here. 

 The presence of a captive generic also serves to inflate the prices of true generic 

competitors on the market, an effect that is most apparent during the first two to three years after 

the first true generic launches (Figure 4). In the first year, the presence of a captive generic 

caused the price of true generics to increase 11% more than they would if a captive generic were 

not also available. This growth ebbs to about 4% in the second year before leveling off, 

presumably as the introduction of more true generic options exert a downward pressure on price. 

In short, consumers are faced with markedly more expensive drugs in the first two years, when 

one of their choices is a captive generic.  
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Figure 4: Comparing Brand & True Generic Price Tendency, Based on Presence of a Captive 

Generic134 

 

 In addition to the finding that true generics cost more when there is a captive generic in 

the market than when there is no captive generic in the market, the analysis found that true 

generics are more expensive than captive generics during the first two years. The trend tended to 

reverse beginning in the third year (Figure 5). Specifically, true generics cost 21% more on 

average than the captive generic in the first six months and 15% during the first year. The cost of 

true generics relative to the captive generic decreased until, in the third year, the captive generic 

cost 4% more than the true generic.  

 

 
 134 The upper graph illustrates a comparison of net (rebated) brand price trends with and without a captive 

generic on the market. The lower graph shows the same comparison for true generic price trends. 
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Figure 5: Comparing True Generic & Captive Generic Price Tendency  

  

 On the whole, a thorough comparison of drug markets—some with a captive generic and 

others without—reveals several concerning patterns. First, the findings here confirm what past 

research and intuition suggest: captive generics erode true generics’ market share by a significant 

quantity. Brand drugs, by contrast, escape unscathed, even experiencing a slight boost in market 

share when a captive generic also inhabits the market. At the same time, our analysis suggests 

that captive generics create significantly greater cost for patients and payors—not only on a per-

drug basis but at the level of the formulary system. This holds for consumers of brand and 

generic drugs alike.  

 Considering these results alongside the many games drug-makers play using their captive 

generics,135 it is clear that the captive generic is not an innocent competitor, entering to bring 

 
 135 See supra Part II. 
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down the price of the drug. Rather, the captive generic is simply a wolf in sheep’s clothing. 

Without adequate measures to combat captive generics, patients and payors will continue to 

needlessly bear additional costs, while generic companies face being squeezed out. As the next 

section details, however, there are many paths to greener pastures.  

 

Part IV 

 Captive generics are able to enjoy the best of all worlds. On one hand, captive generics 

are therapeutically interchangeable with true generics, allowing them to compete as equivalent 

products.136 Unlike true generics, however, captive generics neither have to file an ANDA nor 

abide by the six-month exclusivity period used to incentivize competition.137 The inconsistent 

standing of captive generics prevents Hatch-Waxman from operating as intended, skewing 

incentives and providing brands with leverage to stifle true generics. In particular, the analysis in 

Part III suggests that captive generics are creating unnecessary price increases for both brand and 

generic drugs, distorting competition in the generic drug market, and engaging abuse of the 

formulary system as a result of their privileged place within the Hatch-Waxman system. The 

following section outlines legislative, regulatory, and judicial actions that are available to remedy 

the higher prices and restricted access caused by captive generics in the marketplace.  

 

A. Legislative Approaches 

Although captive generics are not explicitly provided for in the Hatch-Waxman Act,138 

the Act could provide pathways for remedying the problems these products have created. A 

 
 136 See U.S. FOOD & DRUG ADMIN., supra note 

 137 See supra text accompanying notes 

 138 See supra Part I. 
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range of options are available, resulting in varying degrees of disruption to the generic industry 

structure. These would range from reserving the 6-month exclusivity period for true generics to 

prohibiting brand drug-makers from competing in the generic space entirely.  

 A relatively simple measure to level the generic playing field would reserve the 180-day 

exclusivity period for true generics and the existing brand product. The mechanism to ensure this 

true exclusivity period could be amending the Hatch-Waxman Act to require a supplemental 

NDA,139 which could require that the brand wait for a first-filing generic, or an amendment to the 

Act clarifying that the exclusivity period is reserved for a true generic. Restoring the exclusivity 

period to would appropriately allocate generic incentives.  

 A more powerful approach would be a longer prohibition of captive generics from the 

marketplace to promote cost-saving generic competition. As the analysis demonstrates, the 

inflationary price effects of having a captive generic in the market persist into the third year 

following first generic entry (Figures 4 & 5). Keeping captive generics off the market for this 

duration could also mitigate their erosion of true generic market share (Figure 1), enabling more 

generic options to enter the market and depress prices.  

Once again, this restriction could be enacted through amendments to the Act. The New 

Drug Application could be amended to restrict generic distribution or licensing following patent 

expiry, for instance. A three-year prohibition is a recommendation based on our findings, 

although a more extensive ban on captive generics may be warranted in light of their other 

harmful effects.140  

 
 139 See Teva, 410 F.3d at 52–53 (suggesting that fulfillment of the intent of the Act requires that the brand 

file a supplemental NDA). 

 140 See, e.g. supra text accompanying notes (describing how brand drug-makers used captive generics to 

pay reduced rebate amounts to state Medicaid programs).  
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 A more drastic approach would prevent brand drug-makers from competing in generic 

marketplaces at all: barring captive generics entirely. The logic would be that affordable and 

accessible medications depend on robust generic competition, and a serious conflict of interest 

exists when a company operates in both the generic and brand drug arenas, as is common in the 

industry.141 For example, one academic study found that drug companies with a “mixed” brand-

generic portfolio of drugs are less likely to challenge brand patents and more likely to settle 

patent disputes compared to pure generic companies.142 In other words, drug-makers with a stake 

in both sides are less motivated to pursue the generic agenda on which Hatch-Waxman depends 

to keep drug prices low. Preventing brands from double-dipping in generic markets eliminates a 

conflict of interest and the opportunity for certain brand company games. When drug-makers 

stay in their own lane, it improves competition in the market and affordable access for 

consumers. 

 Trying to provide a permanent separation of activities might prove difficult. Although 

regulations of certain industries, such as banking, have required separation of activities at times 

in history, that level of market regulation is more extensive than the norm in this country. Thus, 

if banning brand drug-makers from generic production across the board is not optimal, amending 

Hatch-Waxman to postpone or prohibit captive generics could provide an important partial 

measure for clarifying generic incentives and invigorating competition. Legislative action 

limiting the presence of captive generics would safeguard generic incentives to challenge brand 

monopolies and help ensure competitors actually competed. 

 

 
 141 See Michael A. Carrier, Mark A. Lemley & Shawn Miller, Playing Both Sides? Branded Sales, Generic 

Drugs, and Antitrust Policy 71 HASTINGS L. J. 307, 310 (noting that many large drug-makers have opted for a 

“mixed” brand-generic business model). 

 142 Id. at 307.  
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B. Regulatory Responses: Transparency & Merger Policy 

 Captive generics also have consequences for antitrust and merger policy. Even if a 

captive generic is therapeutically the same as a true generic, their unique privilege within the 

pharmaceutical regulatory framework serves to empower the brand drug-maker. Regulators need 

to appreciate that brand companies can easily abuse their right to a captive generic in order to 

activate pay-for-delay schemes and other side deals.143  

 To complement major legislative reform, regulators such as the FTC can take immediate 

action to mitigate the anticompetitive effects of captive generics. The FTC should adopt more 

robust pre- and post-merger review processes, including captive generics in an expanded 

assessment of how a merger impacts competition. Moreover, regulators should articulate a 

clearer stance against complex usages of captive generics in patent settlements (e.g. declining 

royalty structures) while also releasing the details of patent settlements to improve deterrence.  

 Merger policy needs to account for the presence of captive generics alongside brand 

products in a given drug market. Although the FTC has treated pharmaceutical mergers with a 

remarkably light touch in the past decade—despite the explosion of M&A activity in the 

industry144—the agency has announced that it plans to bolster its merger review outlook. This 

bodes well for new drug innovation145 and a generics industry that can hardly afford to be further 

squeezed out.146   

 
 143 See supra Part II. 

 144 See Robin Feldman, Drug Companies Keep Merging. Why That’s Bad for Consumers, WASH. POST 

(Apr. 6, 2021), https://www.washingtonpost.com/outlook/2021/04/06/drug-companies-keep-merging-why-thats-

bad-consumers-innovation/ (describing past merger waves in the pharmaceutical industry); see also Eleanor Tyler & 

Grace Maral Burnett, Analysis: FTC Rethinks Pharma M&A After a Decade of Mega Deals, BLOOMBERG LAW (Apr. 

15, 2021) https://news.bloomberglaw.com/bloomberg-law-analysis/analysis-ftc-rethinks-pharma-m-a-after-a-

decade-of-mega-deals (noting that the FTC has not blocked a single mega-merger in the past decade, and has 

required divestitures or other conditions on less than a third). 

 145 Id. 

 146 The generics industry enjoys lower profit margins compared to brand drug-makers. Compare Carolyn Y. 

Johnson, The Generic Drug Industry Has Brought Huge Cost Savings. That May be Changing. WASH. POST (Aug. 1, 
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 When weighing a potential merger between brand drug-makers, the FTC would do well 

to measure captive generics in the same basket as branded drug assets. If a brand company 

produces or licenses a captive generic product in addition to their brand drug, for instance, then 

the true extent of their market power is understated by the sales of the brand drug alone. Thus, 

the FTC should take into account the potential power that could occur if a brand company chose 

to launch a captive generics alongside brand drugs, even if a brand company does not presently 

have a captive generic competing in a market. Even the potential to do so can dissuade generic 

competitors, particularly if that potential is threatened subtly or not so subtly.147 

 Moreover, because some drug companies are “mixed” brand and generic 

manufacturers,148 a merger could mean that a company ends up controlling generic and brand 

(and captive generic) versions of the same product. Future merger review should evaluate 

whether a prospective merger would create potential conflicts of interest between brand and 

generic products. For the same reason, when two brand drug companies merge, the impact on a 

generic market also needs to be weighed. Currently, the FTC can require companies to divest 

from certain drug pipeline products if they overlap with the acquirer’s portfolio;149 the FTC 

 
2017), https://www.washingtonpost.com/business/economy/the-generic-drug-industry-has-brought-huge-cost-

savings-that-may-be-changing/2017/08/01/ee128d0a-68cf-11e7-8eb5-cbccc2e7bfbf_story.html (noting that the 

razor-thin profit margins of the generics industry has depleted available generic options in some drug industries) 

with Neeraj Sood et al., Flow of Money Through the Pharmaceutical Distribution System 5 (tbl. 2) (Univ. S. Cal. 

Schaeffer Center White Paper, 2017) (the profit margin for branded drugs is 76% compared to generic drugs’ 50%).  
Moreover, the generics industry is remarkably consolidated as it is, with 4 drug-makers responsible for more than 

50% of all generic drugs sold in 2017. See Robert Coopman, Generics Industry’s Rise, CHAIN DRUG REV. (Sept. 25, 

2017). 
 147 Cf. FTC AG Report, supra note, at iii (noting that the entrance of a captive generic can reduce first-filer 

revenue by 40-52% in the exclusivity period). 

 148 Carrier et al., supra note, at 310.  

 149 See, e.g. Fed. Trade Comm’n., FTC Imposes Conditions on AbbVie Inc.’s Acquisition of Allergan plc, 

FED. TRADE COMM’N. (May 5, 2020), https://www.ftc.gov/news-events/press-releases/2020/05/ftc-imposes-

conditions-abbvie-incs-acquisition-allergan-plc (the FTC required AbbVie and Allergan to transfer drug assets 

treating ulcerative colitis and Crohn’s disease on the expectation that the merged holdings could create competitive 

harm in those drug markets). 
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should also consider requiring brand companies to divest from or discontinue its generic 

products before approving a merger.  

 A post-merger review process may be the most effective means of addressing concerns 

raised by captive generics. Rather than trying to see into the crystal ball, regulators can benefit 

from evaluating mergers as they play out. In the case of captive generics and otherwise 

overlapping drug product portfolios, a post-merger review offers a safety net against unforeseen 

yet pernicious merger outcomes. Captive generics, of course, can be withheld or licensed at will, 

or used across different drug markets to inhibit competition.150 Assessing these complex market 

dynamics may be better suited by hindsight.  

 Finally, to counteract the anticompetitive impact of captive generics, such as through 

pay-for-delay deals, the FTC should release more detailed patent settlement data.151 The 

mechanism for doing so is already in place: the 2003 Medicare Modernization Act stipulates that 

drug companies submit any patent settlement to the FTC for review.152 The FTC, moreover, 

already compiles annual reports from this data, but limited resources prevent the agency from 

investigating individual cases. Instead, the reports, which are often years delayed, only provide 

annualized statistics and may understate the anticompetitive potential of strategies used by drug-

makers.153 For example, in the most recent report, the FTC merely deems declining royalty 

 
 150 See supra text accompanying notes 

 151 See Price Tag Paper Transparency Section (in Part IV Solutions) 

 152 See Medicare Prescription Drug, Improvement, and Modernization Act of 2003, Pub. L. No. 108–173, 

§§1111–18, 117 Stat. 2066, 2461–64 (2003), reprinted in Laura Karas, Gerald F. Anderson & Robin Feldman, 

Pharmaceutical “Pay-for-Delay” Reexamined: A Dwindling Practice or a Persistent Problem?, 71 HASTINGS L.J. 

959, 964 (2020). 

 153 For a description of the annual FTC reports and their limitations, see Feldman & Misra, supra note, at 

260-265. 
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structures,154 licensing a captive generic to subsequent filers and agreements to not license 

captive generics to third parties to be “possible forms of compensation.”155 

 Although it would be untenable for the FTC, overstretched as it is, to investigate and 

litigate every suspect patent settlement, a decision to make settlement information widely 

available would throw open the curtains for other investigators. Greater transparency would 

empower state attorney general offices, civil attorneys, and academic researchers to prosecute or  

articulate anticompetitive harm stemming from pay-for-delay.156 This is especially useful in the 

case of nebulous and complex arrangements that employ captive generics, such as those the FTC 

is presently lacks the resources to analyze and outright condemn. Better illuminating captive 

generic abuses could serve to deter drug-makers from engaging in certain practices, especially to 

the extent that transparency can enable judicial action.157 Moreover, a fuller picture of captive 

generics will help catalyze legislative reform in the area. 

 

Conclusion 

 The Hatch-Waxman system depends on a series of carefully designed incentives in order 

to encourage generic competition without scuttling brand drug-makers’ profit motive. As with a 

hanging mobile or carefully calibrated scale, however, introducing a new element threatens to 

bring the whole system crashing down.  

 
 154 See FTC FY 2017 Report, supra note 55, at 2 (recognizing that the declining royalty structure may 

achieve the same effect as an explicit no-AG clause); see also Feldman & Misra, supra note , at 265-66 (noting that 

FTC reports have become increasingly cognizant of the declining royalty structure as an anticompetitive tool, re-

categorizing them from a form of unknown payment in 2010 to a form of possible compensation in 2013). 

 155 Id. at 2; for certain brand companies that do not usually manufacture captive generics, an agreement to 

not license AGs to third parties can function as a no-AG clause. 

 156 Cite to Price Tag at Transparency section 

 157 Prosecuting no-AG deals has successfully deterred this form of misconduct, according to the latest FTC 

report, suggesting that drug-makers are highly responsive to judicial decisions. See Lordan, supra note 
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At first glance, captive generics appear to be a gift to consumers. The brand company 

reduces prices in the market by introducing a less-expensive version, sometimes even before any 

other generic would have had the opportunity to do so. The minute the captive generic enters, a 

cheaper alternative exists, which should be a benefit to all. Why should society care who is 

providing competition in the market, as long as that competition exists? 

 After years of experience, however, it is clear that captive generics are not what they 

appear. Rather than driving down prices and enhancing competition, captive generics have the 

opposite effect. The proliferation of captive generics has chipped away at true generics’ revenue 

opportunity while allowing brand companies to capture more than their fair share. Our analysis 

demonstrates that the presence of captive generics has, in turn, inflated prices of brand drugs and 

true generics alike for patients. Brand companies also regularly exploit their captive generic to 

discourage other generic competition entirely. 

 All of this should come as no surprise. The interests of the brand company lie in 

maximizing its price and market-share potential. Society would be naïve to expect anything 

different. With this in mind, legislators, regulators, and the courts should understand that a 

captive generic is simply a wolf in sheep’s clothing. It is time to ensure greener pastures. 

 Captive generics are neither a natural nor inevitable feature of the Hatch-Waxman 

landscape, and it is clearly time to reassess their presence altogether. New legislation should 

amend Hatch-Waxman to prohibit or restrict the entry of captive generics following the 

expiration of brand patents, and courts ought to reconsider the rulings that permit captive 

generics under Hatch-Waxman in the first place. As part of a more robust pharmaceutical merger 

review, regulators need also account for the market power and potential brand-generic conflicts 
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of interest conferred by captive generics. Generic competition cannot be optimized to its full 

price-lowering potential if brand drug-makers are allowed to field players on both sides.  
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