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Item 8.01 Other Events.

On December 28, 2017, Sucampo Pharmaceuticals, Inc. (“Sucampo”) received notification from the U.S. Food and Drug Administration
(“FDA?”) that it has extended the Prescription Drug User Fee Act (PDUFA) goal date by three months for the supplemental New Drug Application (sSNDA)
for lubiprostone (AMITIZA®) in children aged 6 to 17 years with pediatric functional constipation.

Sucampo recently submitted information related to this SNDA to the FDA in response to the FDA’s request. Given the substantial amount of
information submitted, the FDA determined that the submission constituted a major amendment and extended the user fee goal date to allow time for a full
review. The extended user fee goal date is April 28, 2018. Sucampo appreciates the opportunity to provide additional data to aid the FDA in determining the
benefits AMITIZA may provide this patient population.

The FDA previously granted Priority Review status to the filing, which is designated for drugs that may offer major advances in treatment or
provide a treatment where no adequate therapy exists.
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