
Results from COG0201: A Randomized, Double-Blind, Placebo-Controlled, 
Parallel-Group, Phase 2 Study to Evaluate the Safety and Efficacy of CT1812 
in Subjects with Mild-to-Moderate Alzheimer’s Disease
Vijverberg EGB, MD, PhD1,2, Catalano S, PhD3, Hamby ME, PhD4, Grundman M, MD, MPH5, Iaci JF, MS4, Devins T, DrPH, MS4 and Caggiano AO, MD, PhD4

1Brain Research Center, Amsterdam, 2Alzheimer Center Amsterdam, Neurology, Vrije Universiteit Amsterdam, 3Capsida Therapeutics, CA, 4Cognition Therapeutics, Inc, PA, 5Global R&D Partners, LLC, CA

• This study provides evidence that CT1812 may slow cognitive decline in people with mild-to-moderate AD
• A dose range identified with evidence of cognitive benefits and favorable safety and tolerability profile
• Magnitude and durability of response will be investigated in larger, longer-duration clinical trials 
• Early AD population is being studied in the ongoing 18-month COG0203 ‘START’ study in 540 patients (NCT05531656)

• CT1812 was exhibited a favorable safety profile with no discontinuations due to AEs in the 100mg dose
- Most treatment-emergent AEs were mild to moderate in severity
- LFT elevations (AST or ALT) were confined to the 300mg dose
- SAEs were well balanced between CT1812 and placebo

• CT1812 treatment resulted in:
- Consistent improvements in all cognitive outcomes and across subgroups compared to placebo
- Reductions in CSF NfL, a marker of neurodegeneration measured; little change in the Aβ 40/42 ratio

• Limitations of the study include small group numbers and 6-months exposure

Background Methods Participant Disposition

SHINE COG0201 study (NCT03507790) partially funded by $31M NIA grant (R01AG058660) 
CT1812 is an investigational therapeutic that has not been approved for any use by the US 
Food and Drug Administration
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• CT1812 is an experimental, oral, small molecule, allosteric Aβ oligomer 
antagonist in clinical development for Alzheimer’s disease (AD) and 
dementia with Lewy bodies (DLB)

• CT1812 is a sigma-2 receptor ligand that reduces the binding affinity of 
toxic amyloid beta oligomers1,2

• Reported here are the results of the first proof of concept Phase 2 study 
of CT1812 assessing safety, tolerability, cognition and biomarkers

Cognitive, Functional and Biomarker Outcomes:
• Cognitive and functional assessments were performed at baseline and on study days 42, 98, 182
• CSF was drawn for biomarker assessment at screening, and at day 182 (optional)

Statistical Analysis:
• Change from baseline in ADAS-Cog 11 of CT1812 treated (combined 300mg and 100mg) versus placebo was 

prespecified as the cognitive endpoint of interest
• For clinical measures, mean change from baseline was analyzed using a mixed-model for repeated measures (MMRM) 

with treatment as the main effect, visit, baseline score, and APOE ε4 (+ or -) status as covariates; and treatment by visit 
as an interaction term

• mITT population included all participants receiving study drug and at least one post-baseline ADAS-Cog11 assessment
• For biomarker measures, an ANCOVA model was used to assess treatment effects comparing change from baseline 

values of CT1812 vs placebo, with treatment as the main effect, baseline value and APOE ε4 (+ or -) status as covariates 

Also measured: 
neurogranin, synaptotagmin, SNAP25, pTau, total Tau and GFAP

See Poster Abstract ID #95767: Top-Line CSF Biomarker Outcomes From The 
Phase 2 Clinical Trial SHINE In Alzheimer’s Patients

Consistent improvement in cognitive outcomes and favorable tolerability profile warrant further development of CT1812 in longer and larger clinical trials
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