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Chairman Lee, Ranking Member Klobuchar, and 
distinguished Members of the Subcommittee:

Thank you for the opportunity to speak to you 
today about the Creating and Restoring Equal 
Access to Equivalent Samples Act (CREATES Act) of 
2016, and, more particularly, that draft legislation’s 
implications for competition and consumer welfare. 
I applaud you for convening this hearing.

My name is Alden Abbott. I am the Deputy Direc-
tor and the John, Barbara, and Victoria Rumpel 
Senior Legal Fellow in the Edwin Meese III Center 
for Legal and Judicial Studies at The Heritage Foun-
dation.1 The views I express in this testimony are my 
own and should not be construed as representing 
any official position of The Heritage Foundation.

I have considerable experience in competition 
policy and in the interaction among antitrust law, 
intellectual property law, and pharmaceutical 
regulation. I bring to you the perspective of some-
one who has addressed these issues as a U.S. Fed-
eral Trade Commission (FTC) official during the 
George W. Bush Administration, Heritage Founda-
tion scholar, adjunct professor at the George Mason 
University School of Law, and lecturer and pub-
lished author.

Overview
In short, I believe that the current version of 

the CREATES Act would, if enacted by Congress, 
enhance competition and consumer welfare. Spe-
cifically, the Act would promote welfare-enhanc-
ing competition in the market for brand name 
pharmaceuticals and biological products (biolog-
ics), and their lower-priced generic and biosimilar 
substitutes, without inappropriately undermining 
the intellectual property rights of individuals who 
bring forth new innovative medical treatments that 
greatly improve the quality of American health 
care. The Act also would not impose undue burdens 
on the manufacturers of brand name drugs and 
biologics. The Act would further its objectives in 
two ways. First, it would help prevent prospective 
generic and biosimilar entrants from unreasonably 
being denied access to the drug samples that are 
needed for regulatory testing to enter the market, 
without challenging the validity of the established 
firms’ intellectual property protections. Second, 
it would afford prospective generic and biosimilar 
competitors access to safety-based regulatory pro-
tocols required to compete in the market.
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For purposes of convenience, I will employ the 
term “generic” in referring both to generic substi-
tutes for patented branded pharmaceuticals and to 
biosimilar substitutes for biologic drugs. I will also 
use the term “branded” or “brand name” drugs in 
referring both to innovative branded pharmaceuti-
cals and branded biologics, originally protected by 
patent and (in the case of biologics) marketing and 
data exclusivity periods.2 Brand name and branded 
drugs are also sometimes referred to as “innova-
tor drugs.”

Regulatory Manipulation to Deter 
Generic Drug Entry

Concerns have been raised for several years 
that brand name pharmaceutical companies may 
be manipulating U.S. Food and Drug Administra-
tion (FDA) regulations to deter and delay entry into 
the marketplace of generic competition to branded 
drugs that no longer are under patent.3 Under the 
1984 Hatch–Waxman Act,4 enacted to encourage 
generic pharmaceutical competition, the manufac-
turer of a generic drug must file an abbreviated new 
drug application (ANDA) with the FDA to demon-
strate that its generic formulation is bioequivalent 
to the brand drug with which it intends to compete.5 
The ANDA mandate requires the generic producer 
to obtain a sample of the established brand drug in 
order to carry out bioequivalence testing. The Bio-
logics Price Competition and Innovation Act of 
20096 and subsequent FDA guidance established a 

“stepwise” abbreviated licensure pathway to facili-
tate market entry of biological products that are 
demonstrated to be “biosimilar” to or “interchange-
able” with an FDA-licensed biological product.7

The 2007 Food and Drug Administration 
Amendments Act (FDAAA)8 “represents a very sig-
nificant addition to FDA authority.”9 Among other 
things, the FDAAA authorizes the FDA to require 
that manufacturers of pharmaceuticals and biolog-
ics carry out plans that use risk minimization strat-
egies beyond professional labeling (“risk evaluation 
and mitigation strategies,” or REMS) to ensure that 
certain very high risk prescription drugs are used 
only in circumstances where their benefits out-
weigh their risks.10 The FDA decides what drugs are 
sufficiently risky to merit REMS coverage, and may 
impose tight distribution restrictions (for example, 
allowing sales only to hospitals) on particularly sen-
sitive REMS drugs. Nevertheless, the FDAAA makes 
it clear that drug producers may not invoke REMS 
restrictions to undermine generic competition.11

In December 2014, the FDA issued draft guidance 
allowing generic producers to obtain an FDA opin-
ion letter stating that testing protocols comply with 
specific REMS programs.12 As one commentator has 
explained, however, such guidance may do little to 
encourage brand name companies to cooperate in 
facilitating entry by generic competitors:

Many of the brand pharmaceutical industry’s jus-
tifications for using REMS distribution restric-
tions may not be mooted by such an FDA opinion 
letter. Brand companies have argued that, even if 
generic companies possess detailed safety proto-
cols associated with ANDA testing, a brand need 
not simply take the word of others that these pro-
tocols are adequate to protect against harm to 
consumers or the risk of brand liability. Brand 
manufacturers may be liable under state law for 
harm caused during generic bioequivalency test-
ing; they may also suffer reputational harm or 
regulatory censure as a result of adverse events 
that occur during the generic study. This debate 
is complicated where the generic’s safety proto-
col has been blessed by the FDA, but it is by no 
means ended. Nor does the guidance affect the 
legal debate regarding the [antitrust] duty of a 
competitor to deal with its rivals[  ].13

FTC Chairwoman Edith Ramirez highlighted the 
problem of regulatory evasion by brand pharmaceu-
tical companies to undermine generic competition, 
in March 2016 testimony before this Subcommittee:

The [Federal Trade] Commission…continues 
to review…strategies adopted by pharmaceuti-
cal companies that may have the effect of delay-
ing or preventing generic entry. For example, we 
continue to be concerned about potential abuses 
by branded pharmaceutical companies of Food 
and Drug Administration (FDA) safety protocols 
known as REMS—risk evaluation and mitiga-
tion strategies—to impede generic competition. 
REMS programs are implemented by a drug’s 
manufacturer to provide safety measures for 
handling and distributing high-risk medicines. 
The concern is that branded firms may use FDA-
mandated REMS distribution restrictions or 
other closed distribution systems to deny generic 
drug makers the samples they need to conduct 
bioequivalence tests, which they must do before 
they can enter the market. As we urged in two 
amicus briefs in separate private actions, this 
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conduct undermines the careful balance created 
by the Hatch-Waxman Act to encourage generic 
entry, and may violate the antitrust laws.14

Even assuming that the concern about anticom-
petitive regulatory manipulation by branded drug 
companies is well-founded, I do not believe that 
antitrust enforcement is the best means to combat 
it, for three reasons.

First, the primary goal of promoting generic com-
petition is to expedite entry of generic drugs that 
compete with established branded products and 
drive down prices.15 The shorter the regulatory delay 
associated with generic entry, the greater the aggre-
gate benefit to consumers and to the competitive 
process. Antitrust litigation, however, is inherently 
slow, and years of costly discovery may go by before a 
complaint is resolved. Several antitrust complaints 
brought in recent years by generic firms against 
alleged anticompetitive manipulation of REMS 
requirements by brand name companies, while still 
active, have yet to bear fruit.16

Second, the need to show antitrust-related harm 
presents obstacles to a successful antitrust lawsuit 
against a brand name company for allegedly restrict-
ing access to its products by generics. Private plain-
tiffs face problems in showing causation and harm 
to their business interests, and the FTC could have 
difficulty in demonstrating likely harm to consum-
ers, as one commentator cogently explains:

Antitrust actions and FTC enforcement are com-
paratively inefficient means of addressing alleged 
REMS abuse. This is largely the result of the 
proximate cause and consumer-harm require-
ments involved. For example, in a typical REMS 
distribution restriction fact pattern, the generic 
is trying to obtain brand samples to perform bio-
equivalence testing for its ANDA. Thus, at the 
time the claim arises, the ANDA for the gener-
ic drug has not even been completed, let alone 
approved. For a consumer or a generic to prove 
he or she was harmed by the brand’s alleged 
abuse of its REMS program restrictions, the con-
sumer or generic would need to establish that 
had the generic received the requisite samples 
from the brand: (1) the bioequivalence testing 
using the brand’s sample would have been suc-
cessful, (2) the ANDA would have been approved, 
and (3) the generic would have ultimately been 

manufactured and successfully brought to mar-
ket. The FTC would encounter these issues in 
establishing likely harm to consumers. In pri-
vate actions, estimating the timing in such a but-
for world would likewise complicate both proof of 
injury and damages.17

Third, U.S. antitrust law has a general presump-
tion against requiring a firm to assist a competi-
tor, as the Supreme Court emphasized in Verizon 
v. Trinko,18 in holding unanimously that a monop-
oly telecommunications company’s violation of its 
regulatory duty (under federal communications 
law) to make its facilities available to a rival did not 
constitute an antitrust violation (specifically, ille-
gal monopolization under Section 2 of the Sherman 
Antitrust Act19). In light of Trinko, a branded drug 
producer could argue persuasively that its failure 
to cooperate fully by not providing drug samples to 
a potential generic competitor (or by not working 
jointly with the generic competitor to develop risk 
mitigation strategies acceptable to the FDA) would 
comport with the antitrust laws, even if it violated 
a federal regulatory duty (which it arguably does 
not).20 Reinforcing this conclusion, a branded phar-
maceutical company could also plausibly maintain 
that its failure to cooperate with a generic produc-
er reflected not anticompetitive intent, but rather 
legitimate good faith public health concerns. In that 
regard, the branded firm could cite possible repu-
tational damages and legal liability it might face 
should the generic recipient of samples impose harm 
on consumers.21

Assuming, then, that antitrust law is a poor vehi-
cle to promote generic competition with respect to 
REMS-covered products when the branded firm 
fails to provide drug samples to potential generic 
entrants, what is the best solution? One possibility, 
of course, would be statutory language that autho-
rized the FDA to impose regulatory enforcement 
mechanisms, coupled with specific sanctions for vio-
lations, to “put teeth” in the existing statutory sup-
ply obligations placed on brand name companies.22 
I take no position on this legislative option. I note, 
nonetheless, that new regulatory norms inevitably 
risk misapplication, and may inadvertently impose 
excessive costs even on companies that are legiti-
mately cooperating in supplying samples—for exam-
ple, by imposing uniform one-size-fits-all standards 
that do not take into account differences in business 
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settings.23 I would respectfully recommend that 
Congress keep those concerns in mind if it contem-
plates such a statutory amendment.

The CREATES Act
A second possibility, the one embodied in the 

CREATES Act (the Act), is to authorize potential 
generic entrants to sue branded producers directly: 
(1) for failure to provide them with samples needed 
to undertake testing and obtain FDA approval; and 
(2) for failure to jointly negotiate REMS-related reg-
ulatory protocols required for generic drug approval. 
After briefly describing important CREATES Act 
provisions, I will assess their effectiveness in advanc-
ing the procompetitive goal of generic competition.

  Section 2 of the Act sets forth key legislative find-
ings, concluding that generic competition has been 
harmed (to the tune of billions of dollars in losses to 
consumers and taxpayers) due to delays in generic 
entry attributable to insufficient access to branded 
drug samples. Section 2 also sets forth the finding 
that certain branded producers of pharmaceuticals 
and biologics have impeded negotiations with gener-
ic companies on the development of a shared system 
of safety-related “elements” needed to ensure the 
safe use of drugs and FDA approval of generic sub-
stitutes. Section 2 concludes that “a more tailored 
legal pathway” than antitrust would facilitate gener-
ic competition.

Section 3(b) of the Act authorizes a potential 
generic entrant to file a civil action in federal dis-
trict court against a brand producer for (1) failing to 
provide sufficient quantities of the branded drug on 
commercially reasonable, market-based terms; and 
(2) failing to facilitate access to safety-based regula-
tory protocols for REMS-covered drugs. This sec-
tion requires that, in order to bring suit in the case 
of a REMS-covered drug, the generic firm must have 
taken the necessary preliminary steps to obtain 
eventual regulatory drug approval, specifically by 
obtaining a “covered product authorization” from 
the FDA, which has also been presented to the brand 
name company.

With respect to civil actions based on failure 
to provide drugs, section 3(b) requires the generic 
entrant to prove, by a preponderance of the evi-
dence, that: (1) the brand name company has not 
complied, by a statutorily specified date, with the 
generic firm’s request to purchase “sufficient quan-
tities” needed for regulatory testing of the branded 
drug in question; and (2) the generic entrant has not 
otherwise received sufficient quantities of the drug 

on commercially reasonable, market-based terms. 
(The calculation of the date differs somewhat for 
REMS-covered and non-REMS-covered branded 
products.) The brand name firm may interpose the 
affirmative defense that it no longer sells the drug 
in question, or that the drug can be purchased in 
sufficient quantities on commercially reasonable, 
market-based terms from the brand name firm’s 
agents, distributors, or wholesalers. Remedies for 
a prevailing generic firm include receipt from the 
branded company of (1) sufficient quantities of the 
required drug on commercially reasonable terms; 
(2) reasonable attorney fees and litigation costs; and 
(3) additional monetary damages sufficient to deter 
the branded company from failing to provide other 
generic producers with sufficient quantities of the 
required drug, without a legitimate business justifi-
cation. Monetary damages may be up to the amount 
the defendant earned on the branded product dur-
ing the period of unjustifiable delay.

With regard to civil actions based on failure to 
negotiate, section 3(b) requires the generic entrant 
to prove, by a preponderance of the evidence, that 
the brand name firm: (1) failed to reach agreement 
on a single set of regulatory protocols (“shared sys-
tem of elements”) to assure safe use of the drug in 
question under REMS; or (2) precluded the generic 
producer from entering into a preexisting REMS 
safety-based regulatory system. Remedies for a 
prevailing generic firm include (1) authorization to 
employ the regulatory protocols required for pro-
duction of the REMS-covered drug in question; (2) 
reasonable attorney fees and litigation costs; and (3) 
additional monetary damages sufficient to deter the 
branded company from blocking other generic pro-
ducers from entering into required regulatory pro-
tocols. Monetary damages may be up to the amount 
the defendant earned on the branded product during 
the period it unjustifiably delayed the generic com-
pany’s adoption of the regulatory system required 
for production of the REMS-covered drug at issue.

Finally, section 3(c) of the Act provides a shield 
for brand companies that are required to cooperate 
with generic firms by stating that the brand com-
pany “shall not be liable for any claim arising out of 
the failure of” an aspiring generic entrant “to fol-
low adequate safeguards to assure safe use of the…
product” in question. While helpful, this provision 
might provide brand name producers even greater 
protection from the costs of unwarranted litigation 
by specifically preempting all state and federal law 
causes of action arising out of any harm attributable 
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to the Act’s drug supply and regulatory coopera-
tion mandates.

The CREATES Act takes a pragmatic, measured, 
well-tailored approach to promoting generic drug 
entry. It efficiently disincentivizes brand name drug 
companies from manipulating FDA regulation by 
exposing them to the loss of revenues associated 
with unwarranted delay tactics (plus the costs of 
suit), while precluding exemplary damage awards 
that would incentivize inefficient “bounty hunting” 
lawsuits by generic firms. By narrowly defining the 
scope of causes of action for regulatory evasion, and 
providing an affirmative defense for failure to sup-
ply, the Act encourages suits by only those generic 
producers that truly have been harmed, thereby 
constraining the overall costs of litigation. The Act 
is in every sense a superior vehicle to antitrust suits, 
which are costly, cumbersome, wide-ranging, and 
ill-designed to provide effective relief in this area. 
Furthermore, the Act avoids authorizing potentially 
overbroad FDA regulations that would raise costs to 
non-culpable firms and bad actors alike. Finally, the 
Act does nothing to limit the exercise of legitimate 
intellectual property rights by brand name firms 
(it establishes no new grounds for challenging their 
patents or other intellectual property), nor does it 
impose inappropriate new regulatory burdens on 
those companies. To the contrary, the Act reduces 
net regulatory costs by discouraging incumbent 
brand name producers from manipulating the drug 
regulatory system to artificially disadvantage pro-
spective generic entrants.24

In closing, two notes of caution are in order. First, 
as noted previously, the Act’s welfare benefits could 
be further enhanced by the addition of language 
shielding brand drug producers from unwarrant-
ed state and federal lawsuits generated by the Act’s 
requirements. Second, the Act deals with only one 
among several sources of drug-related competitive 
problems. In weighing possible legislative and reg-
ulatory reforms in this area, Congress may wish to 
explore other sources of drug market imperfection 
as well,25 including the possible benefits of FDA regu-
latory reform as a means for promoting drug market 
innovation and the faster innovation of new drugs.26

Conclusion
In sum, I conclude that the CREATES Act, as 

currently drafted, is a reasonable measure that, if 
enacted, would likely promote (albeit it in an inher-
ently limited fashion) competition and consumer 
welfare in markets for pharmaceuticals and biolog-
ics. This Act, as well as other measures designed to 
promote generic entry and competition in drug mar-
kets, merit serious congressional consideration.

I thank you for inviting me here to testify today, 
and I look forward to answering any questions you 
might have.

*******************

The Heritage Foundation is a public policy, 
research, and educational organization recognized 
as exempt under section 501(c)(3) of the Internal 
Revenue Code. It is privately supported and receives 
no funds from any government at any level, nor does 
it perform any government or other contract work.

The Heritage Foundation is the most broadly sup-
ported think tank in the United States. During 2014, 
it had hundreds of thousands of individual, founda-
tion, and corporate supporters representing every 
state in the U.S. Its 2014 income came from the fol-
lowing sources:

Individuals 75%
Foundations 12%
Corporations 3%
Program revenue and other income 10%

The top five corporate givers provided The Heri-
tage Foundation with 2% of its 2014 income. The 
Heritage Foundation’s books are audited annually 
by the national accounting firm of RSM US, LLP.

Members of The Heritage Foundation staff testi-
fy as individuals discussing their own independent 
research. The views expressed are their own and do 
not reflect an institutional position for The Heritage 
Foundation or its board of trustees.
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1. The title and affiliation are for identification purposes. Members of The Heritage Foundation staff testify as individuals discussing their own 
independent research. The views expressed here are my own, and do not reflect an institutional position for The Heritage Foundation or its 
board of trustees, and do not reflect support or opposition for any specific legislation.
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