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Item 8.01 Other Events.

On May 18, 2012, Jazz Pharmaceuticals, Inc., a wholly owned subsidiary of Jazz Pharmaceuticals plc (the “Company”), submitted a Citizen Petition to the
U.S. Food & Drug Administration (the “FDA”) addressing the legal and scientific bases for requiring in vivo bioequivalence studies for generic formulations of
Xyrem (sodium oxybate) oral solution (“Xyrem”) and requesting that the FDA: publish in the FDA’s publication “Approved Drug Products with Therapeutic
Equivalence Evaluations” (known as the “Orange Book”) bioequivalence requirements specifying whether in vitro or in vivo bioequivalence studies, or both, are
required for abbreviated new drug applications (“ANDAs”) referencing Xyrem; not accept for review, review, or approve any ANDA referencing Xyrem unless
and until the FDA has published bioequivalence requirements in the Orange Book specifying whether in vitro bioequivalence studies, in vivo bioequivalence
studies, or both, are required for such ANDAs; and require in vivo bioequivalence studies for any sodium oxybate drug product for which approval is sought in an
ANDA referencing Xyrem to the extent such drug product differs from Xyrem in manufacturing process, pH, excipients, impurities, degradants or
contaminants. The Company cannot predict when or if the FDA will respond to, or otherwise take any action with respect to, the Citizen Petition. A copy of the
Citizen Petition is available in the Investors & Media section of the Company’s website at www.jazzpharma.com.
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