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About the moderator

MARTIN HEITMANN
Managing Director
MH Consulting & Advisory GmbH
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Bridging Business, Data Science, and
Quality in global pharma

Translating Al ambition into
operational reality

Lead author of industry-defining
Al guidance in GxP

Active engagement with regulatory
bodies and health authorities



Why executive alighment matters

Without alignment, Al remains fragmented and fails to create sustained value in GxP.
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Where organizations struggle in practice

Focus on use cases Misalignment across Late consideration of Uncertainty in
without sufficient Business, Quality, IT, validation and evolving regulatory
foundations and Data/Al compliance expectations

Most challenges emerge when execution meets GxP reality.
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What typically breaks first in GxP Al adoption

Insufficient
integration
with the
guality system

Across organizations in regulated Life Sciences, similar structural patterns emerge.
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Objective of the sprint

>
Establish a shared
understanding of what
Al adoption really
requires in regulated

Life Sciences
environments

N

\

/
Surface tensions,

structural gaps, and
hidden dependencies

/
Test the organization’s
posture against real use

case execution in GxP
environments

\ 7

e N

04

Enable decision-making
on priorities and next
steps

N

Create a decision-ready basis under real GxP constraints.
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Engagement flow

e N 7 N\ N 7 )
Discovery 2-day executive Synthesis and Debrief and
conversation alignment report next steps
sprint
\_ AN J O\ J

Move from assumptions to decision-ready clarity under real-world constraints.
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Executive Al Alignment Sprint method

Reality Alignment | Decision

Framing Exposure

A structured process to reveal constraints and enable decision-ready Al adoption in GxP.
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2-day sprint overview

Day 1 - Reality & Exposure Day 2 — Stress Test & Decisions

[
Understand Al in GxP context b Apply structured use case-based stress testing

Map initiatives and landscape Identify structural gaps

Surface tensions and challenges Define priorities and next steps
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Use case-based stress testing
Walk through real execution conditions in GxP-regulated environments

/ Strategy

Assessment \

° °
Dimensions
Technology & Business
Capabilities
Culture & Quality
People R Management

This exercise makes structural gaps visible before they lead to delay, rework, or failure.
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Outcomes and deliverables

‘ Structured initiative landscape

‘ Clear view on gaps and risks

‘ Alignment on priority areas

‘ Concise executive summary report

‘ Clear direction for immediate next actions

The sprint provides a decision-ready basis for how to proceed with Al adoption.
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What this sprint is —and is not

* Not a generic strategy
workshop

* Not a technical or prompt
engineering session

* A focused executive
format to align decisions
under real GxP
constraints
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Next step

~ SRR gt Discovery

. - discussion to align
on scope, focus
areas, and
participants.
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Looking forward to
working with you!

Consulting
Managing Director @ & AdVISory

Martin Heitmann

tin.b.heitmann@mh-ca.com
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