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Agentic Al in Pharmacovigilance:

From Operator to Supervisor

25-26 May 2027 | 09:00-13:30 CEST | Virtual Live

Overview

Agentic Al has arrived in pharmacovigilance. Systems that read safety correspondence,
build cases, code events and draft assessments are moving from pilots into production,
and the job of the pharmacovigilance professional is changing with them: from
executing the work to supervising the machines that execute it. Supervision is a
different skill from execution, and almost nobody in the field has been trained for it.

This virtual live training course gives pharmacovigilance professionals the
vocabulary, the mental model and the practical tools to oversee Al agents
competently and compliantly.

Participants learn how an agent actually works, where it fails and why those

failures are hard to see, how to review agent output with a defensible sampling and
escalation plan, how to apply credibility assessment and validation thinking to a non-
deterministic system, and what has to change in SOPs, roles and KPIs when the work is
delegated.

The course is hands-on. Every participant works in a browser-based sandbox with a
representative ICSR intake agent, breaks it, supervises it and writes its credibility plan.
It is taught by a physician with direct experience of building and operating agentic
pharmacovigilance systems and of defending them in front of auditors and inspectors.
EU and US regulatory expectations are treated side by side throughout.

Learning Objectives

At the conclusion of this virtual live training course, participants will be able to:

*  Define agent, tool call, trace, guardrail, eval and golden set, and explain how an
agent loop runs

»  Classify pharmacovigilance tasks as delegate, delegate with checkpoint, or keep
human, with reasons

*  Recognise the pharmacovigilance-specific failure modes of Al agents, including
silent omission, and name the control that catches each

*  Review a batch of agent output using thresholds, risk-based sampling and
escalation rules, and measure their own oversight quality

*  Draft a context-of-use statement, model-risk rating and credibility assessment
plan for one pharmacovigilance task, and map it to EU and US expectations

*  Describe the changes to SOPs, roles, KPIs and training records that supervised-
agent workflows require

Who Will Attend

This virtual live training course is designed for Pharmacovigilance professionals whose
roles are shifting towards oversight of Al-assisted or Al-executed processes:

*  Case processors and case-processing leads

e Medical reviewers

* PV quality and compliance staff

*  Local safety officers

*  QPPVs and deputies

* PV system owners and business analysts

No technical background is required; a 20-minute pre-course primer brings
participants with no prior Al exposure to the same starting point.
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Instructor

Jan Petracek
CEO

iVigee Services
Czech Republic

Key Topics

e Agent anatomy: the loop, tools,
memory, traces and non-determinism

¢ Where agents fit in the PV value chain
and where they fail

. Human-in-the-loop, on-the-loop and
out-of-the-loop supervision, human-in-
command concept

. Risk-based sampling, confidence
thresholds, escalation and audit trail

¢ Credibility assessment framework and
validation of non-deterministic systems

«  EMA and FDA expectations side by
side: reflection paper, Al credibility
framework, EU Al Act, CSA, Annex 1
and Part 1

e Agentic architecture patterns and
where the human checkpoint belongs

¢ Change management: SOPs, roles,
KPIs, training records and the
psychology of delegation
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Schedule-At-A-Glance

DAY 1— UNDERSTANDING AGENTS

09:00 WELCOME AND INTRODUCTION

« Course arc: operator today, supervisor tomorrow
» Sandbox check: every participant logs in and runs the agent
once on a sample email

09:30 SESSION 1

WHAT AN AGENT IS AND HOW IT WORKS

* An agent is a language model plus instructions, tools, memory
and a goal, running in a loop: perceive, reason, act, observe

* How agents differ from RPA, rules engines and chatbots

* The ten terms you will hear from engineers: token, context
window, system prompt, tool call, orchestrator, guardrail, trace,
eval, golden set, drift

* Why the same input can give a different output, and why that is
a property to be controlled rather than a defect to be fixed

* Hands-on Lab 1 (breakout rooms): Break the agent. Edit the
agent’s instructions, remove its MedDRA tool, re-run three times,
read the trace and report what varied and what was confidently
wrong

10:45 BREAK

11:00 SESSION 2
WHERE AGENTS FIT IN PV, WHERE THEY FAIL, AND WHAT
REGULATORS SAY

* The PV value chain from intake to aggregate reporting: delegate,
delegate with checkpoint, keep human

A failure taxonomy for PV: hallucination, omission, silent failure,
drift, automation bias, prompt injection, personal-data leakage

* EU and US side by side: EMA reflection paper on Al in the
medicinal product lifecycle and the EU Al Act; FDA framework
for Al credibility in regulatory decision-making and Computer
Software Assurance; Annex 11 and 21 CFR Part 11; GVP Modules
VI and IX, 21 CFR 314.80 and ICH E2B(R3); EMA-FDA joint
principles

* Group exercise (shared whiteboard): sort the tasks of a case-
processing flow into the three columns and defend the reasons

1210 BREAK

12:20 SESSION 3

THE SUPERVISOR’S TOOLKIT

* Human-in-the-loop, on-the-loop and out-of-the-loop, human-
in-command, and how the right mode shifts with task risk and
system maturity

* Reading a trace: what to look for, what to ignore

» Confidence thresholds, escalation rules and risk-based sampling
instead of 100% review

* Metrics a supervisor owns: field-level accuracy, recall and
coverage, hallucination rate, escalation rate, turnaround

* Feedback loops and the audit trail: who signed, what was
recorded, what an inspector reconstructs

13:00 DISCUSSION AND Q&A

* Bridge assignment for Day 2: observe one of your own working
days, note three tasks you would delegate and one you would
never delegate, and bring one decision you found hard to make
because you did not trust an input

13:30 END OF DAY 1

DAY 2 — SUPERVISING AGENTS

09:00 RECAP AND BRIDGE-ASSIGNMENT DEBRIEF

* The agent loop, the failure taxonomy and the supervisor’s
toolkit in ten minutes

* Quick round: which tasks the group would delegate and why
the answers differ

09:15 SESSION 4

HANDS-ON LAB 2 — SUPERVISE A SHIFT

» Each participant receives a queue of ten agent-processed
synthetic cases with source documents and a time budget;
five contain planted errors

* Decide accept, correct or escalate for every case; decisions
are scored for precision and recall as a supervisor

* Debrief: what most participants missed, the sampling plan
that would have caught it, and what the agent’s confidence
scores did and did not signal

10:05 BREAK

10:15 SESSION 5

CREDIBILITY ASSESSMENT AND VALIDATION

* The credibility framework step by step: question of interest,
context of use, model risk as influence x consequence,
credibility assessment plan, execution, adequacy judgment;
roots in ASME V&V 40

* Mapping it onto CSV and CSA, the GAMP 5 Al appendix and
Annex 11

 Validating a non-deterministic system: golden datasets,
acceptance criteria, performance qualification that never
ends, change control for model and prompt changes,
continuous monitoring

* The five questions an inspector will ask

* Hands-on Lab 3 (breakout rooms): draft a question of interest,
context-of-use statement, model-risk rating and evidence list
for the sandbox agent, then compare it with the evidence the
sandbox actually provides

11:25 BREAK

11:40 SESSION 6
DESIGN STRUCTURES AND CHANGE MANAGEMENT

» Architecture patterns in plain language: single agent,
orchestrator and workers, evaluator and optimiser, human
checkpoints as design elements

* Role redesign and a competency framework for supervisors;
rewriting SOPs so that “verify” means something specific

* KPIs that measure quality of oversight rather than cases per
day; training records; the psychology of delegation: anxiety,
over-trust, under-trust, deskilling

* Group exercise (breakout rooms): rewrite three steps of a
case-processing SOP for a supervised-agent workflow

12:20 DISCUSSION, Q&A AND COURSE CLOSE

* Open questions from both days
* Taking it home: one thing to learn, one process to change, one
conversation to have

13:30 END OF THE VIRTUAL LIVE TRAINING COURSE

Unless otherwise disclosed, DIA acknowledges that the statements made by speakers are their own opinion and not necessarily that of the organisation they represent, or that of the
DIA. Speakers and agenda are subject to change without notice. Recording during DIA sessions is strictly prohibited without prior written consent from DIA.
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Group Discounts

Register 3 individuals from the same company for the same course and receive complimentary registration
for a 4th!*

To take advantage of this offer, please print the registration form for EACH of the four registrants from your company.
Include the names of all four group registrants on each of the forms and return them together via email to

basel@diaglobal.org.

*Terms and Conditions apply. Please contact DIA EMEA office for more information.

Customized Professional Development for Your Team

Get a customized training for your department (or even across different departments!) and benefit from increased:
* Knowledge of a topic of your choice

© O

* Flexibility & Convenience
» Cost Effectiveness
Or explore eLearning to allow self-paced learning.
For more information please contact basel@diaglobal.org

About DIA

DIA is the global connector in the life sciences product development process. Our association of more than 18,000
members builds productive relationships by bringing together regulators, innovators, and influencers to exchange
knowledge and collaborate in an impartial setting. DIA’s network creates unparalleled opportunities for exchange of
knowledge and has the inter-disciplinary experience to prepare for future developments.

©

The dedicated efforts of DIA staff, members and speakers enable DIA to provide a comprehensive catalogue of
conferences, workshops, training courses, scientific publications and educational materials. DIA is a global community
representing thousands of stakeholders working together to bring safe and effective products to patients.

DIA is an independent, non-profit organisation has its Global Center in Washington, DC, USA with the European office
in Basel, Switzerland, and additional regional offices in Horsham, Pennsylvania, USA; Tokyo, Japan; Mumbai, India; and
Beijing, China

Technical Requirements
To test your system compatibility, please click on the link: https://diaglobal.zoom.us/test

For further information on system requirements, please visit the website:
https://www.diaglobal.org/General/System-Requirements

Continuing Education

All DIA training courses have been awarded a PharmaTrain Centre Recognition.

PharmaTrain Federation is a not for profit organisation that started its activities as an IMI (Innovative Medicines Initiative)
European Project. Its mission is to drive implementation of globally recognized high-level standards for postgraduate
education and training in Medicines Development. To that aim, the Federation is assessing Continuous Professional
Development (CPD) Courses and Course Providers around the world that deserve recognition.

PharmaTrain

BASTERING MEDICIYES DEVELOPSIENT
CEMTEE RECOGRITIOR
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REGISTRATION FORM

Agentic Al in PV | Virtual Live Training Course | # 27547
25-26 May 2027 | 09:00-13:30 CEST
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REGISTRATION FEES

Registration fee includes full admission to virtual course, electronic access to training course materials.
Please note that the full amount must be received by DIA by commencement of the course to get the
electronic access to the material. Please check:

MEMBER

EARLY-BIRD vﬂﬁg‘ﬁiﬁ NON-
valid until Ricitrom, MEMBER
27 Apr 2027 P
INDUSTRY/REPRESENTATIVE £7035000 €115000 0 £7410000
ACADEMIA/CHARITABLE/GOVERNMENT/NON-PROFIT NA €575.000 €835.00 O
(FULL-TIME)

A special discount is available for organisations which are listed in the EMA SME reaqister. Number of discounted seats
are limited.

All registration fees are subject to VAT if applicable.
Please enter your company’s VAT number:

If DIA cannot verify your membership upon receipt of registration form, you will be charged the
non-member fee.

DIA MEMBERSHIP

All nonmember fees include a one year DIA membership, at no additional cost. Explore membership
benefits at DIAglobal.org/Membership.

DIA membership will renew automatically at the end of the complimentary membership term, at
the then current membership rates. You may cancel automatic membership renewal at any time by
accessing your account online at DIAglobal.org. If you would like to decline complimentary membership,
please indicate your preference below.

O 1 would like to decline a one year complimentary DIA membership.
The DIA Contact Centre Team will be pleased to assist you with your registration from Monday to Friday
between 09:00 and 17:00 CE(S)T. Tel. :+4161 225 51 51

Email: Basel@DIAglobal.org Mail: DIA, Kichengasse 16, 4051 Basel, Switzerland
Web: www.DIAglobal.org

TERMS AND CONDITIONS

Cancellation Policy

All cancellations must be made in writing and be

received at the DIA office four weeks prior to the

event start date. Cancellations are subject to an

administrative fee:

« Industry (Member/Non-member) € 200.00

« Academia/Charitable/Government/Non-profit
(Full-time) (Member/Non-member) € 100.00

If you do not cancel four weeks prior to the event start
date and do not attend, you will be responsible for the
full registration fee.

DIA reserves the right to alter the venue and dates
if necessary. If an event is cancelled or postponed,
DIA is not responsible for airfare, hotel or other
costs incurred by registered attendees. Registered
attendees are responsible for cancelling their own
hotel and travel reservations.

Transfer Policy

You may transfer your registration to a colleague
prior to the start of the event but membership is not
transferable. Substitute attendees will be responsible
for the non-member fee, if applicable. Please notify
the DIA office of any such substitutions as soon as
possible.

Event Stream and Recording

If you attend a DIA event, we make video and audio
recordings of events (both face-to-face and online)
that may include your participation in the event,
including your image, questions and comments.

To view our full photography and video recording
policy, click https://www.diaglobal.org/general/
photography-policy.

Privacy Policy

DIA respects the privacy of all of its members and
customers. To view our privacy policy, click
https:/www.diaglobal.org/about-us/privacy-policy.

ATTENDEE DETAILS PAYMENT METHOD

Please complete in block capital letters or attach the attendee’s business

card here. DIA accepts only Credit Card as a payment method.

QPrrof ADr OMs AMr Payments by VISA, Mastercard or AMEX are accepted. Other
types of credit card are not accepted.

Last Name You will receive a payment link in the coming days to complete the
payment.

Eirst Name Please complete payment within 7 days of receipt of the payment
link.

Job Title

company If you have not received your confirmation within five working
days, please contact basel@diaglobal.org.

Address
By signing below, | confirm that | read and agree with DIA’s Terms
and Conditions of booking.

Postal Code . . . S
These are available from the office or online by clicking:
http:/www.diaglobal.org/EUterms

City

Country

Date

Telephone Number

Signature

Attendee email required for course material access
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