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Al INTEGRATION PLAYBOOK
FOR CLINICAL OPERATIONS
LEADERS

This guide outlines a high-level, step-by-step framework to begin evaluating, piloting, and
scaling Al adoption across the clinical trial workflow, aligning with expert insights and real-world

use cases.

STEP 1: ALIGN ON VISION AND READINESS

Objective: Establish organizational clarity, governance, and readiness for Al adoption.

N

@ Convene an Al Steering Committee © Define Governance Policies
Form a multidisciplinary working group Establish policies that promote secure and
that includes clinical operations, IT, responsible Al use, particularly when
compliance, and data science leaders to handling patient data. Decide whether
set the strategy. generative tools like ChatGPT (paid and

configured securely) are permitted for tasks
like safety summaries or internal documents.

© Conduct an Al Usage & Readiness
Assessment
Survey team members to identify current
Al usage patterns and awareness levels
(similar to the webinar poll). Evaluate IT
infrastructure, data availability, and staff
competency.
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STEP 2: IDENTIFY HIGH IMPACT, LOW-RISK USE CASES

Objective: Start with practical, non-disruptive applications of Al that yield measurable wins.

@ Consistency Checks & Document QA © Feasibility Questionnaire Automation
Use Al to cross-verify protocol Prepopulate site demographics using Al,
consistency, detect discrepancies reducing site burden and improving
between endpoints and data collection response quality.

methods, and ensure alignment with
regulatory standards.

@ Protocol & Document Drafting © Chatbots for Patient Engagement
Automate the generation of technical Deploy Al-powered chatbots to educate,
content (protocols, lay summaries, trial screen, and retain patients, improving
brochures) with Al-assisted drafting tools. recruitment and satisfaction.

STEP 3: DESIGN A PILOT PROJECT

Objective: Demonstrate the value of Al with a targeted, measurable pilot.

@ Select a Workflow for the Pilot © Choose the Right Tool
E.g., site selection using ML models to Select whether to build in-house or partner
predict site performance and access to with vendors. Emphasis was placed
patient populations. on long-term efficiency by developing

internal capabilities.

@ Define Success Metrics © Train the Team
Time-to-site-activation, protocol Provide hands-on exposure and sandbox
deviation rates, patient dropout, or environments. Appoint an internal Al
recruitment cycle time. champion for cultural adoption.
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STEP 4: MONITOR, LEARN, & ITERATE

Objective: Ensure pilot success, refine approach, and build stakeholder confidence.

© Adjust Policies & Expand Scope
Use pilot learnings to update governance
policies and expand Al applications into
additional workflows.

©@ Monitor Performance Closely
Evaluate hallucinations, error rates, and
user feedback. Validate outputs manually
in early phases.

© Document Learnings
What worked? What failed? Encourage
transparency to build institutional
memory.

STEP 5: SCALE & INTEGRATE STRATEGICALLY

Objective: Build a unified, enterprise-wide approach to Al in clinical operations.

@ Site Activation & Investigator © Regulatory Submissions & CSR

Training

Automate regulatory document
collection, staff training personalization,
and logistics tracking.

Data Validation & Safety Monitoring
Use Al for real-time monitoring, fraud
detection, and digital twin simulation
for patient outcomes.
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Drafting

Apply natural language processing to draft
Clinical Study Reports, maintain
formatting compliance, and ensure clarity.

© Supply Chain Optimization

Use predictive Al for drug forecasting,
shipment tracking, and demand modeling.
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FINAL RECOMMENDATIONS

@ Centralize Al Oversight © Continue the Dialogue
Avoid fragmented Al deployments; build Clinical trials are evolving rapidly. Reassess
a roadmap just as you would for clinical use cases quarterly, and adapt your strategy
systems integration. accordingly.

© Stay Human-Centric
Use Al to augment—not replace—
clinical judgment and patient
engagement. Be intentional in how Al
tools empower your team.
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