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La nuova era dell’intelligenza del rischio10:10 – 10:40

Nuova ICH Q1: product intelligence per un approccio innovativo alla 
stabilità

10:40 - 11:10

ICH Q3E: approccio risk-based integrato per la valutazione di E&L11:10 – 11:35

Il dato come bussola: l’analisi statistica a supporto del rischio11:35 – 12:00

Dalla teoria alla pratica: dalla gestione dello studio di stabilità 
all’analisi dei dati

12:00 – 12:25

Workshop schedule

Risk-based thinking come vera intelligenza per il mondo farmaceutico

Conclusione dei lavori12:25 – 12:30



The new «era» for risk-
based thinking and risk 
intelligence

Francesca Speroni
Managing Consultant – PTM Consulting Srl a Socio Unico
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Introduction: are we still 
talking about risk?

The new «era» for risk-based thinking and risk intelligence
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Any new definition?

The new «era» for risk-based thinking and risk intelligence

Risk Definition

Combination of the probability of 
Occurrence (O) of harm and the 
Severity (S) of that harm.

Risk = fo;s

Harm Cause Effect
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The expectation …

• The current revisions of the EU GMP Guidelines 
place Quality Risk Management (QRM) firmly at the 
centre of pharmaceutical compliance. 
• Risk-based thinking is becoming the decisive 
regulatory expectation across all drafts and concept 
papers. 

The new «era» for risk-based thinking and risk intelligence

GMP Chapter 1

GMP Chapter 4

Annex 11, 15, 22

ICH Q1
ICH Q3E
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… and the reason why 

The new «era» for risk-based thinking and risk intelligence

RISK IS THE ENABLER TO 

INFORMED AND OBJECTIVE DECISION
Let’s stress the difference between: 

PROCESS UNDERSTANDING ALLOW 
to transform Technical information into Quality and Business 

decision

CLEAR COMMUNICATION 
through different level of knowledge

RIGHT DECISION
something that can not be evaluated

until the project end

CORRECT DECISION
best decision you can take with the 

objective and consistent data you have 

in your hands
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Revision expected in 2026

The new «era» for risk-based thinking and risk intelligence
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Eudralex Vol. 4 GMP Chapter 1 «Pharmaceutical Quality 
System» (I/II)

• The revised Chapter 1 reflects the updated ICH guideline on 
Quality Risk Management, ICH Q9(R1), strengthening 
knowledge management and risk management across the 
product lifecycle.
• Alignment with ICH Q9(R1) fosters a proactive, evidence-
based culture that reduces variability in quality 
outcomes. By embedding risk-based decision-making and 
emphasising scientific rationale and proportionality in risk 
assessment, it ensures consistent product quality and 
availability.

The new «era» for risk-based thinking and risk intelligence
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Eudralex Vol. 4 GMP Chapter 1 «Pharmaceutical Quality 
System» (I/II)

•The revision also stresses the importance of proactive 
identification of manufacturing risks to prevent shortages 
and mitigate supply chain vulnerabilities, thereby 
safeguarding patient safety and public health.
• The guideline also clarifies requirements for product 
quality review, particularly regarding product grouping and 
situations where only a limited number of batches were 
manufactured during the review period.

The new «era» for risk-based thinking and risk intelligence
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Chapter 1 Product Quality Review 

Data evidence and 
risk evidence 
represent the key 
element to ensure 
product quality.
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Eudralex Vol. 4 GMP Chapter 4, Annex 11 and 22 

• In light of the rapid advancement of digital technologies 
and the implementation of AI systems in pharmaceutical 
manufacturing, the update of Good Manufacturing Practice 
(GMP) guidelines is essential to ensure that they continue to 
provide clear, practical and relevant guidance for 
manufacturers and national competent authorities.
• The revision of GMP Annex 11 and Chapter 4, along with the 
introduction of a dedicated Annex 22 on Artificial Intelligence 
aim at supporting innovation in the manufacturing of 
medicines and ensuring regulatory harmonisation.

The new «era» for risk-based thinking and risk intelligence
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Eudralex Vol. 4 GMP Chapter 4 «Documentation»

• The term «Risk» appears 54 times in the proposed text (it is 
not mentioned in the original text ). 

The new «era» for risk-based thinking and risk intelligence
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Eudralex Vol. 4 GMP Annex 11 «Computerised 
Systems»

• The term «Risk» appears 37 times in 
the proposed text while in the old it is 
repeated 13 times. 
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Eudralex Vol. 4 GMP Annex 15 «Qualification and 
validation»

The new «era» for risk-based thinking and risk intelligence
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Workshop overview

The new «era» for risk-based thinking and risk intelligence
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The new «era» for risk-based thinking and risk intelligence10:10 – 10:40

New ICH Q1: 
Product Intelligence for an Innovative Approach to Stability

10:40 - 11:10

ICH Q3E: integrated risk-based approach for E&L evaluation11:10 – 11:35

Data as a Compass: Statistical Analysis for Risk Management11:35 – 12:00

From theory to practice: from stability study management up to 
data analysis

12:00 – 12:25

Agenda overview

The new «era» for risk-based thinking and risk intelligence

Workshop Conclusion and Question time12:25 – 12:30



Thanks for 
listening
The new «era» for risk-based thinking and risk intelligence



Any questions?

ptm-consulting.cominfo@ptm-consulting.com  |  +39 0522 472812

Do you need any information?

Via Roma, 24 – 42049 S. Ilario d’Enza (RE) Italia Follow us on LinkedIn
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