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What this course is not

e Not a coding class
e Not Al hype

e Not replacing regulatory judgement
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Agentic Al risks

e Errors can compound
e It is difficult to oversee

e There is greater unpredictability
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Understanding ‘layers’
of the system

Al-Enhanced Submission Dossier Development: Real-World Systems

Collaborative writing and editing of submission documents.

Dossier Authoring Tools:

Generate summaries, evidence synthesis, tables
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Model / Al Inference:
Clinical Studies
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_Traceability, Monitoring & Logs: | Final Dossier
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Raw Data

Track changes, access logs, metrics, audit trail
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Protect access and data; container orchestration
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Dossier Outputs
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Not everything needs Al!

e |s volume high?
e Is decision pattern-based?
e Is harm low if wrong?

e Is datareliable?

Pilots start here!

|

Low Operational
Value

Low Risk of Harm
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Categories of Al Risk

. A

Data risk Model risk Process risk
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Accountability  Security risk Ethicalrisk
risk
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Day 3 objectives

Use Al to improve Design Al-

risk-based enabled QA/RA

prioritization workflows
responsibly

Plan controlled Al
adoptionin
regulated
organisations

Q) +4212/222001 66 DL info@symm

Select
appropriate
performance
metrics

Lead Al change
without
undermining
governance
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Registration

Sneak Peek

Al Systems in Quality & Regulatory
Affairs

CLICK
HERETO

Mliekarenska 9, 821 09
Bratislava, Slovak Republic
ID: 47 068 124

VAT no: SK2023741973
Office: +421 948 262 346

© 100% Secure payments

Your details are protected and safe with
us. Taxes calculated at the checkout.
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