The Founder’s Guide to

Clinical Validation

Proving Your Al Works-Where It Matters Most




Why This Guide Exists

Clinical validation isn‘t just a "check the box” step for your Al solution—it’s the
bridge between buzzword and buyer.

If you're building an Al tool for healthcare, you'll need to prove it works safely,
effectively, and consistently in real-world clinical workflows. Investors expect it.
Health systems demand it. Regulators require if.

This guide breaks down what clinical validation actually means, where founders
tend to fall short, and how to build a strategy that turns pilots info
partnerships—and decks into deals.

What is Clinical
Validation, Really?

Short answer: It's how you show your Al performs as
expected—in the clinical scenarios it's built for.

Longer answer: Clinical validation proves that your
algorithm can deliver consistent, meaningful, and
safe results in practice, not just in your sandbox.

It's different from:

® Technical validation (does the model hit
accuracy benchmarks?)

m User testing (can clinicians use it easily?)

= Market validation (is there demand?)

Clinical validation = evidence that your tool
improves care, fits the workflow, and won’t get
someone sued.




Where Startups Often Get it Wrong

Let’s be blunt. Founders regularly misfire on clinical validation in three big ways:

1.

2. 3.

Rating a Demo Relying only on Skipping Clinician
as a Pilot Retrospective Data Involvement

You showed a few Historical datasets are If frontline users weren’t
doctors. Cool. But if no helpful—but real-world involved in validation
outfcomes were variability is the frue test. design, expect
measured, it's not a pilof. resistance later.

The 5-Phase Validation Roadmap

This is how to approach clinical validation like someone who's built, sold, and
scaled in healthcare.
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1. Define Your Use Case

What clinical decision are you augmenting? Diagnosis? Risk triage?
Workflow prioritization? Clarity here drives everything else.

2. Select Your Metrics
Pick KPIs that matter fo them, noft just you. Examples:

B Sensitivity/specificity

Time to diagnosis

Workflow efficiency

Alert fatigue reduction

Patient outcomes

3. Align on Context

Where will this run—ED? Radiology? Ambulatory care? EMR integration?
Context shapes model behavior and outcomes.



/_W 4. Choose a Study Design

Options vary based on risk and resourcing:

® Prospective cohort study
® Matched retrospective review
= Shadow mode / silent deployment

= A/B testing or cluster trials

Tip: Even a well-documented “shadow pilot” can carry real weight with
investors and hospital innovation teams.
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5. Document Everything

§

Include:

Validation protocol

IRB exemption or approval (if needed)

Data pipeline sources and constraints

Performance metrics (with confidence intervals)

Clinician quotes, testimonials, or NPS scores

Red Zone™ Ready? Ask Yourself:

This is how to approach clinical validation like someone who's built, sold, and
scaled in healthcare.

Did we validate using live, representative clinical data?
Were frontline users involved in study design or feedback?
Can we articulate our validation approach clearly to a VC or health system?

Do we have documentation to back it up?

If you checked fewer than 3: you’'ve got work to do.



Real Validation=Real ROI

Validation isn’t just about compliance. It's about
conversion.

Get faster pilot approval

Shorten enterprise sales cycles

Increase Series A close rates

Stand out on conference panels and
procurement calls

Data sells. Validation wins.

Need Help Designing Your Validation
Strategy?

We've helped early-stage founders design validation pilots that led fo:
® First health system adoption in under 90 days
m 3x faster investor conversion rates

= $3M+ in Series A raises after reframing validation narratives

Let’s Make Sure Your Data Tells a Story
Worth Investing In.

Request a Clinical Validation Consult




