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Item 7.01 Regulation FD Disclosure.
 
Annovis Bio, Inc. (NYSE: ANVS) (the “Company”) has received the interim analysis for sample size re-estimation for its Phase 3 clinical trial for the
treatment of early Parkinson’s Disease (“PD”). This trial, which was initiated in August 2022, is a randomized, double-blind, placebo-controlled trial
investigating the efficacy, safety, and tolerability of Buntanetap in patients with early PD.
 
The Phase 3 trial is designed to enroll 450 early PD patients, which are separated into three cohorts of 150 patients. Patients are randomly assigned to receive
either 10 or 20 mg of Buntanetap or placebo once per day. The trial’s primary endpoints will be evaluated after patients have been treated for six months using
the following measures: the MDS-Unified PD Rating Scale (MDS-UPDRS) Part II and III, which is a 42-item rating scale designed to assess PD-related
disability and impairment, and evaluates activities of daily living and motor function; and safety and tolerability, which is assessed using physical
examinations, vital signs, clinical laboratory test results, electrocardiogram findings, adverse events leading to study discontinuation, drug related adverse
events, severity of adverse events and adverse events.
 
The Company has received the results of the pre-planned interim analysis conducted by a data analytics provider based on 132 patients from all cohorts
collectively for which baseline and two-month data was available. As the interim analysis was conducted at two months of the six-month endpoint and only on
132 patients, it may not be indicative of the results at six months for the full patient population because as the trial progresses, clinical outcomes may materially
change as patient enrollment continues and more patient data become available, or different conclusions or considerations may qualify such results once
additional data have been received and fully evaluated. Based on the results of the interim analysis, the Company intends to proceed with the trial as planned in
accordance with the previously established protocol. The Company remains blinded to the Phase 3 trial and does not have safety or efficacy data from the trial.
A separate safety interim analysis is in process and the Company expects that interim analysis to be released in the second quarter of 2023.
 
Forward-Looking Statements
 
This Current Report on Form 8-K contains “forward-looking” statements within the meaning of Section 27A of the Securities Act of 1933, as amended, and
Section 21E of the Securities Exchange Act of 1934, as amended. All statements other than statements of historical fact are statements that could be deemed
forward-looking statements. The Company advises caution in reliance on forward-looking statements. Forward-looking statements include, without limitation,
the Company’s plans related to clinical trials. These statements involve known and unknown risks, uncertainties and other factors that may cause actual results
to differ materially from those implied by forward-looking statements, including regarding, patient enrollment, the effectiveness of Buntanetap and the timing,
effectiveness, and anticipated results of the Company’s clinical trials evaluating the efficacy, safety and tolerability of Buntanetap. See also additional risk
factors set forth in the Company’s periodic filings with the SEC, including, but not limited to, those risks and uncertainties listed in the section entitled “Risk
Factors,” in the Company’s Annual Report on Form 10-K and Quarterly Reports on Form 10-Q filed with the SEC. All forward-looking statements in this
Current Report on Form 8-K are based on information available to the Company as of the date of this filing. The Company expressly disclaims any obligation
to update or alter its forward-looking statements, whether as a result of new information, future events or otherwise, except as required by applicable law.
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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 authorized.
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Date: March 31, 2023 By: /s/ Henry Hagopian, III  
    Name: Henry Hagopian, III
    Title: Chief Financial Officer

 

 

 


