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Item 8.01.

Other Events

On October 5, 2018, Presbia PLC (the “Company,” “we” or “us”) received notification from the U.S. Food and Drug Administration (the “FDA”)
that 36-month data on all subjects enrolled in the Company’s staged pivotal clinical trial, including additional safety and efficacy related information, is
required before the FDA can complete its review of the Company’s pre-market approval application (the “PMA”). As previously disclosed in the Company’s
Current Report on Form 8-K filed on October 12, 2018, the Company had to respond by April 3, 2019, otherwise it had to amend the PMA within the 180-day
period to request an extension of time to respond. On April 3, 2019, the FDA granted an additional extension of time to respond, as the Company will need
additional time to complete the 36-month Clinical Study Report and provide additional safety and efficacy related information requested by the FDA in its
October 5, 2018 letter. The extension will provide the Company an additional 180-day period to respond, and the Company anticipates (though no assurance
can be given) that the Company will complete the submission of all the requested information before the 180-day extension date of September 30, 2019. No
assurance can be given that the FDA will grant the Company PMA approval. Also, the FDA may require the Company to conduct post-approval or new
clinical studies as a condition of approval.
Forward-Looking Statements
This Current Report on Form 8-K contains forward-looking statements, within the meaning of the Private Securities Litigation Reform Act of
1995, that involve substantial risks and uncertainties. In some cases, you can identify forward-looking statements by the words “anticipate,” “believe,”
“continue,” “could,” “estimate,” “expect,” “intend,” “may,” “might,” “objective,” “ongoing,” “plan,” “predict,” “project,” “potential,” “should,” “will,” or
“would,” and or the negative of these terms, or other comparable terminology intended to identify statements about the future. These statements involve
known and unknown risks, uncertainties and other factors that may cause our actual results, levels of activity, performance or achievements to be materially
different from the information expressed or implied by these forward-looking statements. Although we believe that we have a reasonable basis for each
forward-looking statement contained in this Current Report on Form 8-K, we caution you that these statements are based on a combination of facts and
factors currently known by us and our expectations of the future, about which we cannot be certain. The forward-looking statements in this Current Report
on Form 8-K include, among other things, statements about the timing, progress and results of our U.S. staged pivotal clinical trial and our regulatory
submissions, our ability to advance our microlens and successfully complete our U.S. staged pivotal clinical trial, our ability to obtain pre-market approvals,
and the targeted timeframe thereof, and the timing or likelihood of regulatory filings and approvals. You should refer to “Part I, Item 1A. Risk Factors” of our
Annual Report on Form 10-K for the year ended December 31, 2017, filed with the Securities and Exchange Commission (”SEC”) on March 30, 2018, as well
as our Quarterly Reports on Form 10-Q filed since such time, and our other filings from time to time with the Securities and Exchange Commission, for a
discussion of important factors that may cause our actual results to differ materially from those expressed or implied by our forward-looking statements. As a
result of these factors, we cannot assure you that the forward-looking statements in this Current Report on Form 8-K will prove to be accurate. You should
understand that it is not possible to predict or identify all such factors. Consequently, you should not consider any such list to be a complete discussion of all
potential risks or uncertainties that may substantially impact our business. Moreover, we operate in a competitive and rapidly changing environment. New
factors emerge from time to time and it is not possible to predict the impact of all of these factors on our business, financial condition or results of operations.
Furthermore, if our forward-looking statements prove to be inaccurate, the inaccuracy may be material. In light of the significant uncertainties in these
forward-looking statements, you should not regard these statements as a representation or warranty by us or any other person that we will achieve our
objectives and plans in any specified time frame or at all. We undertake no obligation to publicly update any forward-looking statements, whether as a result
of new information, future events or otherwise, except as required by law.
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