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Disclaimers

The views and opinions expressed in this presentation are my own as an independent subject matter expert. They do not necessarily
reflect the official policies, positions, or views of the U.S. Food and Drug Administration (FDA), the Digital Health Advisory Committee
(DHAC), or any other government agency.

Furthermore, my remarks do not represent the official position of my employer, Verily, or any of its affiliates.

This presentation is for informational and discussion purposes only. The content should not be interpreted or relied upon as legal,
business, or regulatory advice.

My analysis and commentary are based on publicly available information and my professional experience as of today. They are not
predictive of any future FDA or DHAC decisions or regulatory actions.

| have no relevant financial relationships or conflicts of interest to disclose.
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Train. Validate. Deploy. Optimize.

How we get to autonomous Al agents (‘Level 5’ Health)

Clinicians-in-the-loop ‘Level 5" autonomy
Alphabet Lifestyle and wellness Preventative care Chronic disease Symptom eval. and Care and diagnosis
support guidance management triage support

Analog: ‘Level 5’

N4

WAYMO

Software + sensors trained
by humans to navigate the
world autonomously

Track + manage treatment with
personalized insights and
recommendations, as part of a
disease-mgmt plan

Medical expertise in your
pocket — delivering a virtual
on-call MD across diseases and
specialities

Make the right daily wellness
choices easily with real-time
support to encourage
behavior change

Al Coach Al Assistant Al Doctor
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GenAl in Mental Health and Regulation

50% of people who need it don't get mental healthcare’ | 49% of people are already using LLMs for mental health support?

Consumer World Clinical World
Therapy Decision Support
General Purpose _ Al Assistant
Person Software Platforms Patient

LLM Autonomous
Al Therapy

Even in a non-device context, there is a For increasingly global cloud-based

need for real world safety and autonomous software systems:

performance monitoring
- Clinicians in/on the loop

- Live guardrails around language -  Risk-based approach based on
from user and model®® therapeutic area and intervention
- Fine-tuned models for appropriate -  Standardized evaluation and monitoring
responses and crisis resources frameworks
- Fit-for-purpose guardrails’
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