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Unlearn.AI: a science-bas ed company creating computational 
innovations  to benefit patients  and improve healthcare

Charles  Fis her Ph.D.J on Wals h Ph.D. Aaron Smith Ph.D.

Company overview:
Founded in 2017
Started by 3 ML s cientis ts
Background in Pharma R&D
Focus ed on uns upervis ed learning
9 employees
San Francis co, CA

Curated clinical tria l data . Sophis ticated machine learning. Rigorous  s ta tis tica l analys is .



The last decade has seen tremendous progress in machine 
learning (ML) and artificia l intelligence (AI) 
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Unlearn uses ML to create digita l twins that a llow us  to as k 
“what would have happened to a  s pecific s ubject in a  clinical 
tria l if he or s he had received a  placebo?”

Actual subject Digital twin Treatment Control

Fis her, Smith, and Wals h for the Critical Path for Alzheimer’s  Dis eas e (2019) Scientific Reports

https://www.nature.com/articles/s41598-019-49656-2


We recommend that CDER develop a framework describing 
how AI tools  may be us ed within drug development programs

For example, CDER could 

● clarify how some AI applications  for drug development could be qualified 
within FDA’s  Drug Development Tool Qualification Programs   

● promote new pathways  in which sponsors  and other s takeholders  may obtain 
feedback from FDA about specific uses  of AI-based tools  

● develop demons tra tion projects  to facilita te the use of AI tools  in drug 
development to support regulatory decis ion-making

The above concrete actions  would a llevia te regulatory uncerta inty and would open 
the door to innovative approaches  that will make drug development more efficient 
and help deliver new treatments  to patients  who need them as  quickly as  pos s ible.
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