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ITEM 8.01 OTHER EVENTS.

FDA Correspondence

On February 29, 2016, the Company received a Warning Letter (WL NYK-2016-26) from the New York District Office of US Food
and Drug Administration (“FDA”) (“the Letter”) pursuant to observations arising from an FDA site inspection of the Company’s
manufacturing facility which occurred over a three week period in June 2015.

The Letter identified a variety of concerns and called for a detailed response to be submitted to the FDA by March 21, 2016. The
Company contacted the FDA to clarify the issues raised in the Letter and is currently addressing the issues and providing additional
documentation as needed. On March 18, 2016, the Company filed a response in great detail to the Letter. The Company must now
await a determination from the FDA as to their satisfaction that our response sufficiently addressed the issues therein. Because of the
many proprietary details required to completely respond to the FDA, we will not publish the response letter.

There were no safety concerns raised by the points made in the warning letter and there was no requirement to withdraw any
products from the market.
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