
Drug Development in
Alzheimer´s Disease 



https://www.alzdiscovery.org/research-and-grants/clinical-trials-report/2021-report

The Drug Development Path 



  

Recent Alzheimer´s Drug Approval History 
The Food and Drug Administration (FDA) provided accelerated approval of
Aducanumab (Aduhelm®) for mild cognitive impairment and mild dementia.
The EMA refused the marketing authorization, which is why people living in
Europe with Alzheimer´s Disease are waiting for an effective treatment for
more than 20 years since the last medication was approved by the EMA in
2002. 



Why are Alzheimer´s Disease Trials are failing?
99% of Alzheimer´s Disease clinical trials do not show a difference
between the drug and the placebo. 
Clinical trials fostered a one-size-fits-all approach which is not
working in a disease that manifests differently in the different types of
patients.
Alzheimer´s disease is incredibly complex and its pathology includes
most known biological pathways.
Clinical Research has been focused on amyloid plaques and tangles 
 but we cannot conclude that plaques and tangles cause Alzheimer’s
disease.

https://www.frontiersin.org/articles/10.3389/fnagi.2022.846902/ful
https://www.eneuro.org/content/9/1/ENEURO.0530-21.2021l
https://www.beingpatient.com/



But there is hope and the drug development pipeline crowded 

https://alz-journals.onlinelibrary.wiley.com/doi/10.1002/trc2.12295

The Food and Drug Administration granted priority
review of Lecanemab in Jul 2022. Like Aducanumab
(Aduhelm®), lecanemab targets the amyloid protein
and is designed to modify the disease.



Diversification of drug targets is increasing with the
major targets shown on the right side.  
37% of the agents in the pipeline are repurposed drugs
approved for other indications. 
MCI due to AD and mild AD dementia comprise the
most common population included in current clinical
trials accounting for 36% of Phase 3 trials and 52% of
Phase 2 trials.

https://www.alzdiscovery.org/research-and-grants/clinical-trials-report/2021-report, https://alz-journals.onlinelibrary.wiley.com/doi/10.1002/trc2.12295

And there are Novel and exciting nonamyloid alternatives 


