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Unlearn.Al: a science-based company creating computational
Innovations to benefit patients and improve healthcare

Company overview:

Founded in 2017

Started by 3 ML scientists
Background in Pharma R&
Focused on unsupervised learning
9 employees

San Francisco, CA

Jon Walsh Ph.D. Charles Fisher Ph.D. Aaron Smith Ph.D.
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Curated clinical trial data. Sophisticated machine learning.  Rigorous statistical analysis.
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The last decade has seen tremendous progress in machine
learning (ML) and artificial intelligence (Al)

FDA APPROVALS FOR ARTIFICIAL INTELLIGENCE-
BASED ALGORITHMS IN MEDICINE

Divam Gupta

TITLE: A randdomized conlrolled trisl of renal denervation for resistant hypedension,

OBJECTIVE: Renal denervation ts recommended as a method of treatment for patients with
resistant hypertension who are al high risk for hypertensicn. The objective of this study was
to determing the effectiveness of renal denervation in hypedensive patients.

METHODSE: We evalualed the effects of renal dene on hy tension, card ik
events, and renal funclion in renal transplant reciplents who were treated with rena;
denarvation.

RESULTS: A total of 160 patients were included. Renal denervation was mone affactive than
renopretectant in decreasing blood pressure and improving renal function (AUCO.87. P <
0.01) and on neutropenia (AUCD.93, P < 0.01), In the reverse order, renal cenervalion was
superior to prurius in reducing blood pressure and improving renal functon. In the final
analysis, all doses of renal denervation weare superior to apixaban (AUC 0.80, P < 0.01}
When all the dose and the dose of renal denervation were compared, renal denervation was
more effective in decreasing biood prassure (ALIC 0LTT, P < 0.01) and improving renal
tunction {AUC 0.75, P < 0.01), The serum level of arginase, chylomicron, and calcltonin were
higher in patients who received renal denervation.

CONCLUSIONS: Renal denervation is effective in reducing blood pressure and improving
renal function in patients with wesistant by U af renal denervation may decrease
Blocd prassure and Improve renal functicn

TRIAL REGISTRATION: Clinical Trials.gov, number NCTO15274006. Registered on 13
August 2015

thispersondoesnotexist.com James Howard The Medical Futurist
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https://medicalfuturist.com/fda-approvals-for-algorithms-in-medicine/
https://divamgupta.com/image-segmentation/2019/06/06/deep-learning-semantic-segmentation-keras.html
http://thispersondoesnotexist.com
https://twitter.com/DrJHoward/status/1188130879643754496

Unlearn uses ML to create digital twins that allow us to ask
“what would have happened to a specific subject in a clinical
trial if he orshe had received a placebo?”
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Fisher, Smith,and Walsh for the Critical Path for Alzheimer’s Disease (2019) Scientific Reports
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https://www.nature.com/articles/s41598-019-49656-2

We recommend that CDER develop a framework describing
how Altools may be used within drug development programs

Forexample, CDER could

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

e promote new pathways in which sponsors and other stakeholders may obtain
feedback from FDA about specific uses of Al-based tools

e develop demonstration projects to facilitate the use of Altools in drug
development to support regulatory decision-making

The above concrete actions would alleviate regulatory uncertainty 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 possible.
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Charles K. Fisher, PhD
..:‘o'o P drckf @unlearn.ai
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