20

Generic Drug Mergers:
the Antitrust Hurdles

s in many other markets,

Athere has been considerable
consolidation involving generic phar-
maceutical manufacturers. Novartis
Inc.’s $1.7 billion acquisition of Eon
Labs Inc.' and Teva Pharmaceuticals
USA’s proposed $7 billion acquisition
of Ivax Corporation? are just two recent
examples.

The vast majority of generic drug
mergers are procompetitive, or are at
least competitively neutral. Generic
drug mergers can be procompetitive by
combining marketing and manufactur-
ing expertise to enable the generic drug
firms to reduce costs and to provide
lower-cost products to consumers.
Generic drug markets are highly
competitive where prices are slightly
above marginal cost at best. Moreover,
generic drug firms face substantial
costs when developing new drugs.
Perhaps the greatest hurdle faced by
generic drug companies, however, is
marketing. An individual generic drug
company has a limited family of drugs
to market—the greater the range of
drugs, the more effectively a generic
drug manufacturer can market its drugs

to the thousands of physicians, insur-

ers, and pharmacy benefit management
companies (PBMs).

It is not surprising then that there
has been a significant trend towards
consolidation in the generic drug
market. As in any market, mergers
and acquisitions are reviewed by the
antitrust enforcement agencies: the
Federal Trade Commission (FTC) and
the Antitrust Division of the Depart-
ment of Justice. The FTC reviews
all pharmaceutical mergers. Generic
drug mergers are receiving increasing
attention by the antitrust enforcement
officials. In some respects, that may
seem surprising, in other respects not.
Although generic drugs are low priced
and significantly less expensive than
their branded rivals, empirical evidence
and economic studies show that the
number of competitors in the generic
drug market has a significant impact
on price competition in those markets.
In 2002, FTC economists found that
the entry of the fifth, sixth, and seventh
generic firms into a drug market had
a significant impact on prices.’ There-
fore, mergers that reduce the number
of competitors in a drug market could

raise significant competitive concerns.

Mr. Balto is a Partner with
the law firm of Robins,
Kaplan, Miller & Ciresi LLP,
Washington, D.C.
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by David A. Balto

The Merger Review
Process

Before considering the details of
generic pharmaceutical mergers, it is
important to understand the antitrust
agencies’ review process. Under the
Hart-Scott-Rodino Act,* the agen-
cies must be notified by the merging
parties of the vast majority of mergers
and provided with general information
about the merging parties’ sales and
assets. Following notification, the an-
titrust agencies have 30 days to decide
whether to conduct a more extensive
investigation (a “second request”). The
parties cannot merge until the antitrust
agencies complete their investigation.
Most mergers are resolved during this
initial 30-day period. Because the ma-
jority of investigations move so quickly,
companies that have concerns about
a proposed merger should contact the
agencies’ staffs at an early stage in the
investigation.

In pharmaceutical mergers, the FTC
begins by identifying all of the prod-
uct overlaps between the two merging
companies and then asks the merging
parties for a list of all of the drugs
manufactured or marketed, product
brochures, business plans, and industry
studies. In addition, because products
in development are an important part
of the agency’s analysis, an entire list
of research and development (R&D)
projects will be requested. The FTC

also will request a list of joint ventures
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and strategic alliances in order to
identify the various alliances that may
be impacted by the merger. Finally, the
FTC will ask about any intellectual
property rights litigation because it
may suggest where entry barriers into
certain markets exist.

During the initial 30-day period,
the FTC staff also solicits informa-
tion from a variety of other sources
(i.e., major competing buyers such
as PBMs, insurers, and other major
pharmaceutical purchasers, and “key
opinion leaders” such as physicians and
scientists conducting R&D in individu-
al therapeutic areas). Because so many
investigations are concluded within this
period, it is important that parties that
have an interest in the merger act as
proactively as possible during this time.
At this stage, competitors and custom-
ers have a valuable opportunity to
educate the FTC staff on any concerns
that the merger may raise for them.

If the FTC believes potential
competitive concerns from the merger
exist in any therapeutic area, the
agency may ask for a second request
investigation, which typically delays
an acquisition by an additional six to
nine months. In a second request, the
FTC has full reign to secure a wide
variety of documents with information
regarding the competitive impact of
the merger and may depose the merg-
ing parties’ competitors and customers
to determine the competitive impact of
the merger.

Following the FTC’s investigation,
the agency may challenge the merger
in court, permit the merger to occur,
or require the merger to be restruc-
tured in order to resolve competitive
concerns. A majority of second re-
quest investigations result in a consent
decree in which the merging parties

restructure the transaction in order to

satisfy competitive concerns raised by

the FTC.

In all markets, the FTC conducts
the following five-step merger analysis:
(1) define the relevant product market;
(2) define the relevant geographic

market;

(3) determine the likely competitive
effects of the merger;

(4) determine whether the anticom-
petitive effects will be overcome
by the new entry; and

(5) determine whether the anticompet-
itive effects will be overcome by
the potential efficiencies resulting
from the merger.

In pharmaceutical mergers, the

analysis typically focuses on defin-

ing the product market, determining
the competitive effects of the merger,
and identifying any barriers to market

entry.

Merger Analysis

The product market inquiry at-
tempts to define which products
effectively compete with each other.
The FTC identifies product markets by
therapeutic category—the disease state
that a given pharmaceutical attempts to
treat. Product markets are defined from
the perspective of customers; but there
is no clear answer as to who the actual
customers are in the pharmaceutical
market. Patients are the “customers”
but they have little choice over the
product; prescribing physicians are
gatekeepers to the product selected;
and third-party payers ultimately pay
for the products but have little control
over what the physician prescribes.
Depending on the nature of the market
in question, the FTC may focus on any
of these customer sets. The agency will
then ask whether any set or subset of
customers view the merging parties’

products as competing.
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For branded pharmaceuticals, the
FTC typically will attempt to define the
relevant product market by talking to
the payers (i.e., the PBMs and insur-
ance companies that ultimately pay for
the product). The agency also will rely
heavily on any information provided by
key opinion leaders. For generic phar-
maceuticals, the FTC typically will talk
to wholesalers and pharmacy chains
about the competitive alternatives.

One controversial issue in relevant
product analysis of pharmaceutical
mergers is whether branded and generic
products should properly be considered
in the same market. In some nonmerger
enforcement actions, the FTC has
included branded and generic firms
in the same market. In pharmaceuti-
cal mergers, however, the FTC rarely
will include those drugs in the same
market because competition between
generic drugs rarely impacts the price
of branded pharmaceuticals.

The centerpiece of merger analysis
is on the competitive effects—how
the elimination of one of the merged
firms will impact competition in the
marketplace. Typically, if there are a
large number of competitors—at least
four remaining after the merger—there
should be few competitive concerns.
Although recent FTC studies show that
prices fall as the number of competi-
tors increases,’ the FTC is not willing
to bring an enforcement action simply
because the number of competitors in
a market is reduced. Rather, the FTC
staff will focus on those mergers where
it can tell a “story” that the merger
has some special potential to decrease
output or increase prices.

The final issue scrutinized by the
FTC is the ability of other firms to
enter the market effectively. Absent
significant barriers to entry, anticom-

petitive effects from a merger are not
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likely. The most important factor in the
FTC’s analysis is the history of entry.
If firms have not entered the market

in the past, it is unlikely that they will
do so after the merger. In most cases,
however, the barriers to generic entry
should not be substantial—typically
there are no intellectual property rights,
production manufacturing, or supply
barriers to limit entry. In some cases,
on the other hand, there may be signifi-
cant barriers to entry, including produc-
tion complications, restrictions on the
availability of active ingredients, or the
small size and maturity of the market
(i.e., suggesting little profit opportuni-
ties from market entry). Oftentimes, the
FTC will rely on the views of com-
petitors, customers, and other market
participants to provide the agency staff
with the information of what actually is

needed to enter a market.

Recent FTC Enforcement
Actions

The FTC has brought enforcement
actions in only limited circumstances
in mergers involving generic drugs. In
2002, Baxter Healthcare Corporation
acquired substantially all of the assets
related to Wyeth’s ESI Lederle generic
injectable pharmaceutical business for
a total of $316 million dollars.® The
FTC brought an enforcement action
requiring a divestiture in five markets:
1) propofol, 2) pancuronium, 3) ve-
curonium, 4) metoclopramide, and 5)
new injectable iron replacement thera-
pies (NIIRTs).” Propofol is a preferred
anesthetic agent for out patient surgery
with annual sales of between $375 and
$400 million dollars. Baxter manu-
factured the only generic propofol and
Wyeth was a potential entrant—Wy-
eth’s entry would have registered a sig-
nificant deconcentration of the market

and lower prices. Propofol is manufac-

tured in an extremely complex process
and requires the use of a patent-pro-
tected preservative. Any potential en-
trant would have to develop a propofol
product using a different preservative
that did not infringe existing patents.
The Consent Decree required Wyeth
to divest its propofol assets to Fauld-
ing Pharmaceutical Company.®

Pancuronium is a rapid onset long-
acting neuromuscular blocking agent
used to temporarily freeze muscles
during surgery and other procedures.
It is an extremely small market with
sales of approximately two mil-
lion dollars. The merger would have
reduced the number of competitors
from three to two. In this case, the
entry barrier was maturity and size of
the market—with only a two million
dollar market it was highly unlikely
that other firms would attempt to
effectively enter the market. Baxter
marketed pancuronium pursuant to an
exclusive agreement with GensiaSicor;
in order to resolve the competitive
concerns, Baxter had to terminate all
of its rights and interests in GensiaSi-
cor pancuronium product and divest
all of its assets to GensiaSicor.

Vecuronium is an intermediate
acting neuromuscular blocking agent
with sales in the United States of $21
million. This market was less concen-
trated than other markets and would
have reduced the number of competi-
tors from five to four. In this case, the
entry barrier again was the relatively
small size of the product and the dif-
ficulty of manufacture. Companies
were unlikely to devote resources to
enter this market because the existing
suppliers had become entrenched and
vecuronium also was a complicated
drug to manufacture.

Metoclopramide is an anti-anti-

emetic used for the prevention and
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treatment of nausea for patients un-
dergoing chemotherapy. It is an older
drug with sales of only $13 million.
The merger would have reduced the
number of competitors from four to
three and new entry was unlikely be-
cause of the small size of the market.

The case of NIIRTS helps il-
lustrate the agencies’ concerns in
preserving market arrangements that
help bring generic products to the
market. NIIRTS are used to treat
iron deficiency in patients undergoing
hemodialysis. The approximate market
was $225 million. The two major com-
petitors in this market were Watson
and American Regent. Competitive
concerns arose because Watson was
in a co-promotional agreement with
Baxter in order to eliminate the po-
tential anticompetitive effects. Entry
into the market was difficult and time
consuming because of Food and Drug
Administration (FDA)-imposed new
chemical entity exclusivity and a lack
of raw material suppliers. In order
to resolve the competitive concerns
from the merger, Watson was required
to terminate its co-marketing agree-
ment with Baxter. If a third party is
forced to abandon its relationship with
one of the merging parties as part of
a divestiture package, the FTC staff
will work hard to ensure that the third
party receives the resources it needs
to compete in the post-merger world.
Experienced antitrust counsel can help
guide companies through this process
by educating the FTC staff of what
those companies need to compete.

More significant competitive
concerns were raised by Novartis’
acquisition of Eon Labs. Although
there were overlaps in over 10 generic
pharmaceutical markets, the merger
was approved through the divestiture
of three overlapping drugs (orphenad-
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rine citrate, desipramine hydrochloride
tablets, and rifampin) to Amide Phar-
maceutical, Inc. In each of these mar-
kets, the number of competitors was
reduced to less than four. The only
other competitor in the desipramine
hydrochloride market was Watson
Pharmaceuticals, which manufactured
three of the six strengths of the drug
and accounted for only a minuscule
share of the market. Similarly, Impax
Laboratories and Versapharm were the
only other rivals in the orphenadrine
citrate and rifampin markets and when
combined accounted for more than
70% of the market.

In each market, the most signifi-
cant entry barrier was the maturity
and small size of the markets ($6
million for desipramine hydrochloride,
$10 million for orphenadrine citrate
muscle relaxant, and $14 million for
rifampin drug use in the treatment of
tuberculosis). The FTC disregarded
the impact of branded pharmaceuticals
because they were priced significantly
higher than the generic pharmaceuti-

cal companies.

Remedy

An interesting issue in any pharma-
ceutical merger is how to remedy the
potential anticompetitive effects of the
merger. The FTC’s objective is to create
firms that have the incentive and ability
to compete aggressively after the merg-
er. If the agency identifies a competitive
problem, it has a broad range of powers
to require the merging parties to divest
sufficient assets so that a new firm can
effectively enter the market and replace
competition. Divestitures typically
include all of the assets in the business
(e.g., intellectual property, trade names,
other information).

The remedy required in the Novar-
tis/Eon merger illustrates the FTC’s

broad remedial powers. Novartis must
provide various transitional services
to enable Amide to compete against
Novartis immediately following the
divestiture. Specifically, Novartis is
obligated to divest all inventory of the
three divested products and to sup-
ply Amide with the two products that
Amide currently does not manufacture
while Amide attempts to obtain FDA
approval to manufacture the drug. In
addition, Novaratis must supply Amide
with sufficient product for a two-year
period of time and potentially ad-
ditional periods until Amide receives
FDA approval. Finally, Novartis is
required to provide technology transfer
assistance to enable Amide to obtain
the necessary FDA approval.

Other enforcement actions dem-
onstrate the steps the FTC will take
to preserve the competitiveness of
the abandoned partner. The FTC has
required merging companies to provide
the “personnel, assistance, and train-
ing,” necessary to ensure that the
acquiring firm can use the acquired
assets successfully.” In some instances,
this may mean that the merging party
must provide incentives for its employ-
ees to join the acquiring company.® In
addition, the FTC, at times, has prohib-
ited the merging party from using its
customer contacts to sell its products
to the acquiring party’s customers for a

period of time after the merger."

Conclusion

The recent merger wave, combined
with the ever-present drive to contain
healthcare costs, will place generic
pharmaceutical mergers prominently on
the FTC’s radar screen in coming years.
The agency’s reaction to the issues that
these mergers raise certainly will shape
the competitive landscape for years to
come. For this reason, the FTC will be
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especially attentive to the observations
and concerns of parties that are affected
by these mergers. It is prudent, there-
fore, for companies with such concerns
to be proactive in contacting the agency
and assisting the FTC in addressing

competitive issues. A
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