vTv Therapeutics Initiates Phase 2 Clinical Trial Evaluating Azeliragon in Patients with Mild
Alzheimer's Disease and Type 2 Diabetes
06/27/19
HIGH POINT, N.C.--(BUSINESS WIRE)--Jun. 27, 2019-- vTv Therapeutics Inc. (Nasdaq: VTVT) announced today that the first patient has been
screened for the phase 2 proof of concept study evaluating the safety and efficacy of azeliragon in patients with mild Alzheimer's disease and type 2
diabetes.
In a post hoc analysis of the phase 3 STEADFAST trial, a subgroup of patients with mild Alzheimer’s disease and type 2 diabetes (defined by
glycosylated hemoglobin (HbA1c) of greater than 6.5% at any time during the study) who were treated with azeliragon demonstrated a potential
benefit in both cognition and function, less brain atrophy and glucose utilization, and decreases in inflammatory biomarkers compared to the same
subgroup of patients treated with placebo. Additional details can be found on our publications page.
”We are pleased to announce the initiation of this prospective phase 2 proof of concept study whereby we seek to confirm our findings from the
post-hoc analyses of the phase 3 STEADFAST trial,” said Steve Holcombe, President and CEO of vTv Therapeutics. “With positive results from this
study, we would be able to move quickly into a pivotal phase 3 trial in our pursuit of a treatment to help the millions of people suffering from mild
Alzheimer’s and type 2 diabetes, two devastating diseases.”
This randomized, double-blind, placebo-controlled, multicenter trial consists of sequential phase 2 and phase 3 studies operationally conducted under
one protocol. Each part of the study will evaluate the efficacy and safety of azeliragon in patients with mild Alzheimer's disease (screening MMSE 21 to
26, baseline MMSE 19 to 27; and ADAS-cog14 score ≥10) and type 2 diabetes (screening HbA1c 6.5% to 9.5%, inclusive).
The six-month phase 2 study is designed to enroll approximately 100 patients randomized to either azeliragon 5 mg/day or placebo with the primary
endpoint of change from baseline at month 6 in ADAS-cog14. The 18-month phase 3 study, to be initiated following top line results from the phase 2
study, is currently designed to enroll approximately 200 patients with co-primary endpoints of change from baseline at month 18 in cognition and
function, subject to modification based upon the phase 2 results. More on the study can be found on www.clinicaltrials.gov under the identifier
NCT03980730.
vTv expects to report topline results from the phase 2 proof of concept study by the end of the fourth quarter of 2020.
About Azeliragon
Azeliragon, also known as TTP488, is an orally active small-molecule antagonist of the receptor for advanced glycation endproducts, RAGE. vTv
Therapeutics discovered and developed azeliragon using its proprietary drug discovery platform, TTP Translational Technology®. A broad range of
human pathologic and experimental biologic investigation suggests that RAGE ligand interactions lead to sustained inflammatory states that play a
role in chronic diseases such as diabetes, inflammation, and Alzheimer’s disease.
About vTv Therapeutics
vTv Therapeutics Inc. is a public, clinical-stage biopharmaceutical company engaged in the discovery and development of orally administered small
molecule drug candidates to fill significant unmet medical needs. vTv has a pipeline of clinical drug candidates led by programs for the treatment of
diabetes, Alzheimer’s disease, and inflammatory disorders.
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View source version on businesswire.com: https://www.businesswire.com/news/home/20190627005799/en/
Source: vTv Therapeutics Inc.
Investors:
vTv Therapeutics Inc.
IR@vtvtherapeutics.com
or
Media:
Josh Vlasto
212-572-5969
PR@vtvtherapeutics.com

