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P
harmaceutical drug prices have 
captured the nation’s attention 
in recent times. From consum-

ers to the President, all have ex-
pressed deep concern over high drug 
prices. At a rally in Kentucky, Presi-
dent Trump exclaimed that “[t]he cost 
of medicine in this country is outra-
geous.”2 Scott Gottlieb, President 
Trump’s pick for U.S. Food and Drug 
Administration (FDA) Commission-
er, echoed this sentiment recently 
by calling high drug prices a “public 
health concern.”3

One federal agency, the Federal 
Trade Commission (FTC or Commis-
sion), has been investigating com-
plaints about high drug prices and, 
in a few instances, has brought an 
enforcement action. While FTC does 
not have the authority to bring an en-
forcement action based on a pharma-
ceutical drug price alone, the agency 
can bring an action if an antitrust vio-
lation is the reason for the high price. 
If you or your client is the subject of 
an FTC pricing investigation, it can be 
difficult to know what to expect be-
cause FTC investigations are nonpub-
lic. This article provides insight into 
the FTC investigational process.

BACKGROUND ON THE FEDERAL 

TRADE COMMISSION

FTC is a bipartisan law enforcement 
agency with a mission to protect con-
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sumers and promote competition. By statute, the Commission consists 
of five Commissioners appointed by the President subject to Senate 
confirmation, each serving staggered seven-year terms.4 No more than 
three Commissioners can be of the same political party, and the Pres-
ident chooses one of the Commissioners to act as Chairman.5 In order 
for the Commission to authorize a formal investigation or initiate a law 
enforcement action, there needs to be a majority vote by Commission-
ers authorizing the action. Currently, there are only two Commissioners, 
so there needs to be a unanimous vote for the Commission to act. A 
split vote (i.e., 1-1 vote) will result 
in no action by the Commission. 
President Trump has nominated 
additional Commissioners, how-
ever they have not yet received 
Senate confirmation.6

One of the ways FTC carries out 
its mission of protecting consum-
ers and promoting competition is 
by enforcing the antitrust laws.7 
The federal antitrust laws apply 
to virtually all industries including 
the pharmaceutical sector. They 
prohibit business practices and 
mergers that “unreasonably de-
prive consumers of the benefits 
of competition, resulting in high-
er prices for inferior products and 
services.”8

Both FTC and the Department of 
Justice, Antitrust Division are the primary enforcers of federal antitrust 
laws. But FTC’s antitrust arm, the Bureau of Competition, “exercises pri-
mary responsibility for civil antitrust enforcement in the pharmaceutical 
industry.”9 The division within the Bureau of Competition responsible 
for investigating pharmaceutical companies’ business practices is the 
Health Care Division (Health Care). The Health Care staff investigates 
potential antitrust law violations and seeks legal remedies in federal 
court or in FTC administrative proceedings.

AUTHORITY FOR PRICING INVESTIGATIONS

FTC cannot bring an enforcement action against a pharmaceutical com-
pany for simply charging high prices.10 As noted by now acting Chair 
Maureen K. Ohlhausen, “[s]tanding alone, a ‘high’ pharmaceutical price 
is not an antitrust violation if it simply reflects a legally obtained intellec-
tual property right.”11 There are no federal laws that prohibit high pric-
es.12 And FTC cannot use its antitrust or rulemaking authority to regulate 
pharmaceutical drug prices either.13
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FTC can bring an enforcement action to prevent unfair 
methods of competition. This sort of conduct—such 
as illegal anticompetitive agreements among compet-
itors to increase prices or restrict supply, and illegal 
exclusionary or predatory practices—often results in 
higher prices. When the Health Care staff launches 
a pricing investigation, they are trying to determine 
whether unfair methods of competition caused the 
higher prices.

THE INVESTIGATION

by staff as a result of a consumer or competitor com-
plaint, referral from FDA, request by Congress, or a 
news article.14 For example, Senator Amy Klobu-
char (D-MN) asked FTC to investigate Ovation for 
price-gouging and anti-competitive practices in Spring 
2008.15 According to Senator Klobuchar, Ovation had 
increased the price for Indocin IV by more than 18 
times, from $100 to $1,800 per unit.16 The Commis-
sion initiated an investigation and subsequently sued 
Ovation in federal court.17 Similarly, FTC sent Mylan a 
request for information as part of a preliminary inves-
tigation of the company’s business practices relating 
to EpiPen.18 This request also followed calls from Con-
gressional leaders and widespread reporting on the 
price of EpiPen.19

In the initial stage of an investigation, staff will review 
public sources of information to determine if the high 
price is a result of “normal market forces and thus 
[does] not present an antitrust issue.”20 For example, 
a common cause of price spikes that does not neces-
sarily raise antitrust concern is supply problems, such 
as an ingredient shortage.21 At this early stage of the 
investigation, staff may seek information from a com-
pany (known as the target company) through an in-
formal request for information (i.e., voluntary request 
letter). With an informal request, staff will likely ask for 
a limited amount of data, documents, and information 
to learn basic facts about the drug and its market (e.g., 
existing and potential competitors, sales, customers, 
etc.).

If staff is unable to rule out normal market forces as a 
cause, they will continue to investigate to determine 
if the target company used unreasonable restraints 
of trade to facilitate or protect a price increase.22 At 
this point, staff will likely seek information from the 
target company and other relevant third parties (such 
as pharmacy benefit managers, generic companies 
who seek to market generic versions of the branded 

drug, etc.) through formal requests for information 
(i.e., a Civil Investigative Demand (CID) or subpoena). 
To issue a formal request for information, staff must 
ask the Commission to authorize what is known as 
compulsory process by submitting a memorandum 
explaining potential legal theories for the matter, facts 
already known, and the reasons for requesting com-
pulsory process (e.g., avoid delay or inability to receive 
complete information from companies without a for-
mal request).23

A CID usually requests data and contains interrogato-
ries. For document requests, staff can either send a 
subpoena or ask for documents through a CID. Staff 
gives a company a set period of time to comply with 
the requests and typically grants extensions for com-
plying. Staff is also generally open to negotiating the 
scope of formal requests to reduce the burden and 
costs as long as the Commission will still receive the 
documents and information needed to investigate the 
matter. For example, “FTC staff typically negotiates 
whose files to search for information, modifies defi-
nitions, excludes certain categories of documents or 
information . . . .”24

The Commission can seek to enforce the CID or sub-
poena in federal court if the Commission determines 
that a company has refused to fully comply with the 
request or did not have a legitimate basis to withhold 
documents.25 The Commission has exercised this 
right in the recent past. For example, the Commission 
enforced a subpoena in federal district court against 
Boehringer Ingelheim Pharmaceuticals (Boehringer).26 
There, the Commission requested business and finan-
cial analyses relating to patent litigation settlement 
agreements. 27 Boehringer withheld those documents 
and claimed privilege.28 Specifically, the company ar-
gued that the analyses are opinion work product be-
cause they were prepared at the request of counsel.29 

The D.C. Circuit disagreed.30 The court held that that 
counsel’s mere request for financial analyses during 
settlement discussions did not make those analy-
ses opinion work product.31 This enforcement action 
demonstrates that Health Care staff reviews the privi-
lege logs submitted carefully and will seek to enforce 
a subpoena if necessary.

Potential legal theories that staff may investigate in-
clude:

 · Collusion — Whether the pharmaceutical company 
entered into an agreement with a competitor or com-
petitors on price or output.

 · Acquisition — Did the company illegally acquire a 
competing drug? For this inquiry, staff will also look 



HAUG PARTNERS LLP 4

to see whether the company illegally acquired a po-
tential competitor, such as a drug that has not yet 
received FDA’s approval to market in the U.S.

 · Denying Access to Customers — Whether the 
pharmaceutical company entered into exclusive sup-
ply arrangements with insurers, distributors, or phar-
macies to deny competitors’ access to customers.

 · Denying Access to Inputs — Staff will review sup-
ply contracts to determine whether the company en-
tered into exclusionary agreements to deny competi-
tors access to ingredients necessary to manufacture 
the drugs.

 · Delayed Entry — Whether the pharmaceutical com-
pany’s actions delayed entry of a competitor. Specif-
ically, staff will look to see whether the pharmaceuti-
cal company engaged in any of the following conduct 
to delay a competitor’s entry:

1. entered into a so-called “reverse payment” 
settlement with any generic competitors — A 
patent settlement agreement where the branded 
company agrees to pay the generic company a 
large, unjustified payment in exchange for de-
layed entry.

2. filed a sham citizen petition with FDA — A 
company files an objectively baseless citizen peti-
tion with FDA, which prevents FDA from approv-
ing a competing drug product until the agency 
rules on the petition.

3. filed sham litigation against a potential com-
petitor — A company files an objectively baseless 
patent infringement lawsuit to delay FDA approv-
al of a generic competitor.

4. engaged in product hopping — A compa-
ny “make[s] trivial and non-therapeutic changes 
to existing drugs that make generic substitution 
laws inapplicable to a new formulation.”32

5. refusals to deal — An example of a refusal 
to deal could occur in the Risk Evaluation and 
Mitigation Strategy (REMS) context. FDA will re-
quire drug companies to propose and implement 
REMS for certain drugs whose risk-benefit pro-
files warrant safety measures beyond profession-
al labeling. An example of refusal to deal in the 
REMS context is where a branded company uses 
REMS distribution restrictions to deny generic 
companies drug samples.

FURTHER COMMISSION ACTION

Upon concluding a pricing investigation, the Commis-
sion may simply close the investigation. In that case, 
the target pharmaceutical company will receive writ-
ten confirmation that FTC has concluded its investiga-
tion and offering to return or destroy information pro-
vided to the staff. In some instances, the Commission 
may authorize an enforcement action. Below are two 
notable examples of where FTC concluded that an an-
titrust violation was the underlying cause of the high 
prices. In both, FTC alleged that an acquisition allowed 
the incumbent pharmaceutical company to preserve 
its monopoly.

FTC V. MALLINCKRODT ARD INC, CIVIL AC-

TION NO. 1:17-CV-00120 (D.D.C.)

On January 18, 2017, FTC and Attorneys General33 of 
Alaska, Maryland, New York, Texas, and Washington 
filed a complaint in federal district court for the Dis-
trict of Columbia alleging that Mallinckrodt ARD Inc. 
(Mallinckrodt) illegally maintained its monopoly on 
H.P. Acthar Gel (repository corticotrophin) by acquir-
ing rights to develop and market a potential competitor 
product.34 FDA approved H.P. Acthar Gel on April 29, 
1952 for multiple indications.35 The label was later ex-
panded to include multiple sclerosis in 1972 and infan-
tile spasms in pediatric patients in 2010.36 In June 2013, 
Mallinckrodt acquired a potential competitor product, 
Synacthen Depot, a synthetic ACTH alternative to H.P. 
Acthar Gel used in Europe, Canada, and other parts of 
the world.37 At the time of the acquisition, Synacthen 
Depot had not yet received FDA approval for sale in 
the U.S.38

FTC alleged that this acquisition allowed Mallinck-
rodt to “thwart[] a nascent challenge to its H.P. Acthar 
Gel monopoly and thereby harmed competition.”39 

According to the complaint, Mallinckrodt repeatedly 
raised the price of H.P. Acthar Gel from $40 per vial in 
2001 to more than $34,000 per vial.40 The complaint 
further alleged that the acquisition stifled competi-
tion by preventing any other company from using the 
Synacthen assets to develop a synthetic ACTH drug, 
preserving Mallinckrodt’s monopoly and allowing it to 
maintain extremely high prices for H.P. Acthar Gel.41 
Mallinckrodt agreed to settle the case. Under a stip-
ulated court order, Mallinckrodt must make a $100 
million monetary payment to FTC.42 The states will re-
ceive $10 million from the $100 million judgment and 
an additional $2 million as a payment for attorney’s 
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fees and costs.43 Mallinckrodt must also grant a license 
to develop Synacthen Depot to treat infantile spasms 
and nephrotic syndrome to a licensee approved by the 
Commission.44

FTC V. LUNDBECK, INC., CIVIL NO. 0:08-CV-

06379-JNE-JJG (D. MINN.)

In December 2008, FTC brought a complaint against 
Ovation Pharmaceuticals (which was purchased in 
2009 and renamed Lundbeck, Inc.) (Ovation) challeng-
ing Ovation’s purchase of the U.S. rights to NeoPro-
fen (ibuprofen lysine).45 FDA approved NeoProfen on 
April 13, 2016, and the drug received orphan drug ex-
clusivity for the treatment of patent ductus arteriosus 
(PDA), a congenital heart defect usually found in se-
verely underweight premature babies.46 At the time of 
the purchase, Ovation already had rights to Indocin I.V. 
(indomethacin for injection), which also treats PDA.47

According to FTC’s complaint, Ovation’s acquisition 
of NeoProfen eliminated its only competitor for the 
treatment of PDA.48 This allowed Ovation to preserve 
its monopoly and raise the price of Indocin IV near-
ly 1,300 percent from $36 to nearly $500 per vial.49 
When it launched NeoProfen in July 2006, Ovation set 
a similarly inflated price.50 The complaint sought equi-
table relief, including divestiture and disgorgement of 
unlawfully obtained profits from Ovation’s sales of In-
docin I.V. and NeoProfen.51 The district court held that 
FTC did not prove that NeoProfen and Indocin com-
pete in the same product market, and therefore, that 
FTC had failed to show that the acquisition substan-
tially lessened competition or maintained a monop-
oly.52 The Eighth Circuit affirmed the district court’s 
opinion.53

Being a target of an FTC pricing investigation is never 
ideal. It can be costly and time-consuming. However, 
knowing what to expect can help you navigate your 
client or company through what would otherwise be 
a murky process.
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