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Item 8.01. Other Events.

On September 5, 2017, we received a response letter from the U.S. Food and Drug Administration (the "FDA") concerning possible paths for 510k clearance
of our new Optimal Dosing Technology ("OTD") proposed to be used for the treatment of psoriasis, vitiligo and other skin conditions.

The FDA response letter proposes two alternative paths for seeking regulatory clearance. The first path requires a clinical trial to substantiate potential claims
for the OTD, and the second path is to seek regulatory clearance with no new claims regarding treatment or efficacy. Should the Company take the second
path, we will likely consider initiatives to develop potential proprietary features for the OTD technology. The Company is assessing the alternatives for
proceeding and is considering related costs and the availability of cash resources. The Company's ability to finance either path or a combination of them and
other product development would be enhanced from the additional cash resources that would result from the proposed conversion of its outstanding
convertible debentures due in 2021, including the interest savings of approximately $4.0 million over the next four years.

This Form 8-K includes "forward-looking statements" within the meaning of the Securities Litigation Reform Act of 1995. These
statements include but are not limited to the Company's plans, objectives, expectations and intentions and may contain words such
as "will," "may," "seeks," and "expects," that suggest future events or trends. These statements, including the possible paths for
obtaining 510k clearance from the FDA of our new ODT and financing such development, are based on the Company's current
expectations and are inherently subject to significant uncertainties and changes in circumstances. Actual results may differ
materially from the Company's expectations due too financial, economic, business, competitive, market, regulatory and political
factors or conditions affecting the Company and the medical device industry in general, as well as more specific risks and
uncertainties set forth in the Company's SEC reports on Forms 10-Q and 10-K. Given such uncertainties, any or all of these
forward-looking statements may prove to be incorrect or unreliable. The Company assumes no duty to update its forward-looking
statements and urges investors to carefully review its SEC disclosures available at www.sec.gov and www.strataskinsciences.com.
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