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On December 6, 2016, Auris Medical Holding AG (“Auris Medical”) confirmed that the TACTT3 Phase 3 trial with KeyzilenTM (AM-101) will resume
enrollment in early 2017 as per previous guidance.
 
As previously announced, the TACTT3 protocol was amended based on analysis of the TACTT2 Phase 3 trial outcomes. The amended protocol elevates the
Tinnitus Functional Index score from a key secondary endpoint to an alternate primary efficacy endpoint, includes certain patient subgroups in confirmatory
statistical testing and increases the trial size with the enrollment of an additional 120 patients.
 
As part of the Company’s continued dialogue with the U.S. Food and Drug Administration (FDA), Auris Medical recently had two meetings related to the
KeyzilenTM program. Through a Type C Meeting, the FDA confirmed that, as per standard practice, two positive confirmatory trials would be required to
submit a New Drug Application (NDA); the Agency did not provide feedback on the TACTT3 protocol amendment because the trial is being conducted in
Europe and is not under the Investigational New Drug Application. In a separate meeting with the FDA, alignment was achieved on key items of the
KeyzilenTM Chemistry, Manufacturing, and Controls section for a future NDA.
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