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REDUCE LIVE STUDY RISK WITH Al

IN ECLINICAL WORKFLOWS

From Focused Use Cases to Scalable, Governed Workflows

1 Where Al Can Add Value

Al can support multiple points in the clinical trial workflow, from protocol development
and study build to anomaly detection, data review and decision support.
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z Where Al Risk Changes

Al that primarily surfaces information has a different risk profile from Al that begins to
influence decisions, suppress or change information, or affect a GxP record.
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% Does the Al influence a regulated decision, process or record?

3 What Needs to Be
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the system around the Al and how pe
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Performance & reliability

SYSTEM
Workflow, controls & data access

HUMAN USE
Review behavior, compliance & escalation

@ Is human review meaningful? Measures such as reviewer time

can help identify potential rubber-stamping.

4 Make Human Oversight Work

Human review should focus on outputs where uncertainty or risk is highest, instead
of requiring the same level of review for every Al-generated result.

O+ O

High Confidence

Show Auto-Resolved
() * () * () * Supporting Data
Al QC/Confidence Flag Low Confidence
Output Check Uncertainty ()

Human Review

5 Expect a Learning Curve

Early Al pilots may increase workload before they reduce it. False positives and
additional review can reveal where models, workflows and implementation plans
need refinement.
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@ Choose pilot studies and teams that can accommodate early learning.

6 Build Governance f

Before expanding an Al workflow, defi
performance measures, reassessmen

* CONTEXT OF USE
What problem does it solve?

RISK CLASSIFICATION
What happens if it fails?
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PERFORMANCE
Is it delivering the intended result?
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REASSESSMENT
What changes trigger another review?

ACCOUNTABILITY
Who has authority to act?
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A named owner should have access to quality data and the authority to modify,
pause or stop the Al-enabled workflow if performance changes.

7 From Pilot to Scale
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1 DEFINE THE PROBLEM

2 SELECT THE USE CASE

3 TEST & VALIDATE

4 MEASURE VALUE

5 GOVERN & MONITOR

(6 SCALE, MODIFY OR STOP
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Al should scale when it demonstrates value within a controlled,
fit-for-purpose workflow.
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Sitero is your Next-Generation Clinical Trial Solutions provider. Accelerate your clinical trial, drive compliance
and safety, and unlock innovation with access to powerful technology and world-class services.
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