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The Federal Trade Commission (“Commission”) has accepted, subject to final approval,
an Agreement Containing Consent Orders (“Consent Agreement”) from Hikma Pharmaceuticals
PLC (“Hikma”) that is designed to remedy the anticompetitive effects resulting from Hikma’s
acquisition of Roxane Laboratories, Inc. and Boehringer Ingelheim Roxangjointly,
“Roxane”)from Boehinger Ingelheim Corporatio(/BI”) . Undertheterms of the proposed
Consent Agreement, Hiknraustdivest all of its rights and assets related to 5 mg, 1,0amd) 20
mg generic prednisone tablets and to generic lithium carbonate capsules to Renaissance
Acquisition Holdings LLO(“Renaissance?)and to divest all marketing rights and ownership
interests in generifecainide tablets to Unimark Remedies (tdnimark”).

The Commission has placed tpeoposed Consent Agreement on the public record for
thirty days for receipt of comments from interested persons. Comments received during this
period will become part dhe public record. After thiytdays, the Commission will again
evaluate the proposed Consent Agreement, along with the comments received, to make a final
decision as to whether it should withdraw from the proposed consent Agreement or make final
the Decision and Order (“Order”).

Pursuant to a Stock Purchase Agreement dated July 28, 2015, Hikma proposed to acquire
100% of the issued and owtetling shares of Roxane for approximately $2.65 billion. On
February 10, 2016, the purchase price was reduced to approximately $2 billion (the “Proposed
Acquisition”). The Commission alleges in its Complaint that the Proposed Acquisition, if
consummated, would violate Section 7 of the Clayton Act, as amended, 15 U.S.C. 8§18, and
Section 5 of the Federal Trade Commission Act, as amended, 15 U.S.C. 845, by lessening
current competition in the markets for 5 mg, 10 mg, and 20 mg generic prednisoneatatilets
thegeneric lithium carbonate capsulasrkef and future competition in the market famgric
flecainide tablet$n the United States. The proposed Consent Agreement will remedy the
alleged violations by preserving the competition that the Proposegdigition would otherwise
eliminate

l. The Products and Structure of the Markets

The Proposed Acquisition would reduce the number of current suppliers in the markets
for 5 mg, 10 mgand 20 mgyeneric prednisone tablets and g@neric lithium carbonate
capsules, and reduce the number of future suppliers in the market for generic flecainide tablets.

Prednisones a corticosteroid that prevents the release of substances in the body that
cause inflammation. It is used to treat arthritis, allergiad other conditions. Prednisone is
also prescribed as ammunosuppressant medication. Generic prednisone is available in six
tablet strengths: 1 mg, 2.5 mg, 5 mg, 10 mg, 20and 50 mg. Hikma and Roxane both market
three of the six tablet strengths:mg, 10 mgand 20 mg. In addition to Hikma and Roxane,



Endo International plc, Allergan, In@nd Jubilant Cadista Pharmaceuticals, Inc. also offer 5 mg,
10 mg and 20 mg generic prednisone tablets in the United States.

Lithium carbonate capsulesegprescribed for the treatment of manic episodes of bipolar
disorder and for the maintenance treatment of bipolar disordénium therapy reduces the
frequency of manic episodes and diminishes the intensity of episodes when theyiroccur.
addition to Hikma and Roxane, two other firms currently supply generic lithium carbonate
capsulesn the United StatesGlenmark Pharmaceuticals Lahd Camber Pharmaceuticals Inc.

Flecainick acetate is an antiarrhythmic drug used to prevent and treat abnormally fast
heart rhythms. Fouirms currently market generic flecainide tablets: Roxane, Amneal
PharmaceuticaJ] ANI Pharmaceuticals, Inc., a@gtron Pharma. Hikma owns the U.S.
marketing rights to a generic flecainishedevelopment dt/nimark Remedies LtdHikma is one
of few suppliers that can enttre United States market in the near future.

I. Entry

Entry into the relevant markets would not be timely, likely, or sufficient in magnitude,
character, and scope to deter or counteract the anticompetitive effects of the Proposed
Acquisition. The combination of drug development times and regulatory requirements,
including approval by the United States Food and Drug Administration (“FDA”), is costly and
lengthy.

[l. Effects

The Proposed Acquisition likely would cause significant anticompetitive harm to
consumers by eliminating current competition between Hikma and Rox#me markets for 5
mg, 10 mg, and 20 mg generic prednisone tablets and in the generic lithium carbonate capsule
market. Market participarg characterize both generic prednisone talaletsgeneric lithium
carbonate capsules commodity products, and prices are typically inversely correlated with the
number of competitors in each market. As the number of suppliers offering a therapeutically
equivalent drug increases, the price for that drug generally decreases due to the direct
competition between the existing suppliers and each additional supplier. The Proposed
Acquisition would combine two of five companies offering the 5 mg, 10 mg, and 20 mg
strengths of generic prednisone tahlatsd two of four firms offeringeneric lithium carbonate
capsuleslikely leading consumers to pay higher prices.

In addition, the Proposed Acquisition likely would harm consumers by eliminating future
generc competition that would otherwise have occurred in the generic flecainide market if
Hikma and Roxane remained independerite Proposed Acquisition would likely harm
competition by eliminating an additional independent entrant in the market for generic
flecainide. Customers vietlhie price of this pharmaceutical product as less competitive than it
would be in a market with more participants, includiigma. Thus, absent a remedy, the
Proposed Acquisition would likely cause U.S. consumers to pay segmtifychigher prices for
generic flecainide tablets






