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Item 8.01 Other Events.
 
On February 2, 2021, the Committee for Orphan Medicinal Products (COMP) of the European Medicines Agency (EMA) recommended to the European Commission that AIM
ImmunoTech Inc.’s wholly owned subsidiary’s rintatolimod (Ampligen) receive designation as an orphan medicinal product for the treatment of pancreatic cancer. Please see the
report of COMP’s January 2021 meeting, which is available at: https://www.ema.europa.eu/en/documents/committee-report/comp-meeting-report-review-applications-orphan-
designation-january-2021_en.pdf.
 
To qualify for orphan designation, a medicine must meet a number of criteria: (i) it must be intended for the treatment, prevention or diagnosis of a disease that is life-threatening or
chronically debilitating; (ii) the prevalence of the condition in the EU must not be more than 5 in 10,000 or it must be unlikely that marketing of the medicine would generate
sufficient returns to justify the investment needed for its development; and (iii) no satisfactory method of diagnosis, prevention or treatment of the condition concerned can be
authorized, or, if such a method exists, the medicine must be of significant benefit to those affected by the condition.
 
The European Union (EU) provides a range of incentives for medicines that have been granted an orphan designation including: protocol assistance; access to the centralized
authorization procedure; up to ten years of market exclusivity; additional incentives for micro, small and medium-sized enterprises (MSMEs); fee reductions; grants; and other
incentives in member states.
 
While AIM ImmunoTech is encouraged by the outcome of the meeting, the EMA must first send the COMP opinion to the European Commission, which is responsible for
granting the orphan designation and there can be no assurance that the European Commission will ultimately approve Ampligen for orphan designation.
 
Cautionary Statement



 
This report on Form 8-K contains forward-looking statements within the meaning of the Private Securities Litigation Reform Act of 1995 (the “PSLRA”). Words such as “may,”
“will,” “expect,” “plan,” “anticipate” and similar expressions (as well as other words or expressions referencing future events or circumstances) are intended to identify forward-
looking statements. Many of these forward-looking statements involve a number of risks and uncertainties. Among other things, for those statements, we claim the protection of
safe harbor for forward-looking statements contained in the PSLRA. The EMA must first send the COMP opinion to the European Commission, which is responsible for granting
the orphan designation and there can be no assurance that the European Commission will ultimately approve Ampligen (rintatolimod) for orphan designation. Orphan Designation,
while beneficial, does not assure commercial approval. We do not undertake to update any of these forward-looking statements to reflect events or circumstances that occur after
the date hereof.
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Pursuant to the requirements of the Securities Exchange Act of 1934, the registrant has duly caused this report to be signed on its behalf by the undersigned hereunto duly
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