Benefits and Risks of Agentic Al

iIn CMC and Non-clinical
Statistics



Where do you currently see the greatest impact of agentic Al? Type: Single choice
49 responses

@ Document creation and knowledge
retrieval

@ Coding, data preparation, and
automation

() Statistical analysis and interpretation

@® CMC development and process
optimization

@ Manufacturing and operational decision
support

@ No significant impact yet




What does “agentic Al” mean to you? Type: Single choice
49 responses

@ A tool that automates repetitive tasks

@ An assistant that performs multi-step
workflows

) A collaborator that proposes
recommendations

@ A decision-support system influencing
scientific decisions

@ A largely autonomous decision-maker
@ Not sure how it differs from traditional Al




What is the biggest barrier to adopting agentic Al in regulated environments? Type: Select up to 2

49 responses

Reliability and hallucinations 32 (65.3%)

Validation and reproducibility 27 (55.1%)

Transparency and explainability 9 (18.4%)

Regulatory uncertainty

Data privacy and security 18 (36.7%)

User overreliance and loss of

. 8 (16.3%)
expertise



How should trust in agentic Al be established? Type: Select up to 2

49 responses

Human review and approval

Formal validation against
benchmarks

Guardrails and automated policy
checks

8 (16.3%)

14 (28.6%)

Full traceability and audit trails

Independent verification of
outputs

Continuous monitoring of
performance
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Who should remain accountable for Al-assisted decisions? Type: single choice
48 responses

@ |ndividual scientist/statistician

@ Study or process owner

€ Functional management

@ Cross-functional governance board

@ Shared accountability between human
and organization

@ Unsure




How should agentic Al handle uncertainty? Type: single choice

49 responses

@ Escalate to a human expert

@ Request additional information
€ Present multiple alternatives

@ Quantify uncertainty/confidence
@ Stop and flag the issue

@ Depends on the risk level



When will agentic Al become routinely used in CMC and nonclinical statistics? Type: single choice
49 responses

@ Already today
@ Within 1-2 years
€ Within 3-5 years
@® Within 5-10 years
A @ More than 10 years away

@ Never for critical decisions




Looking ahead 5-10 years, what will be the most valuable skill for scientists working with agentic
Al? Type: single choice

48 responses

@ Statistical/modeling expertise
@ Experimental and study design
) Al validation and verification

@ Decision governance and risk
management

@ Critical scientific judgment
@ Regulatory and compliance expertise
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