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DAMIANO DRAGONE
FACULTY & EXECUTIVE TRAINING OVERVIEW
AI & GenAI in Pharmaceutical Quality  |  Human Oversight  |  AI-Supported Decision Governance

QUALITY-GROUNDED. PRACTITIONER-LED. CASE-BASED. DECISION-FOCUSED.

Senior Pharmaceutical Quality practitioner, trainer and independent advisor with 30+ years of experience across multinational life-
sciences organisations, regulated manufacturing and external supply. My training focuses on the responsible and effective use of 
AI/GenAI in Pharmaceutical Quality and GxP, translating real Quality challenges into practical learning about verification, Human 
Oversight, accountability, evidence, escalation and defensible decisions.

WHAT I TEACH

Four connected learning areas - all focused on AI/GenAI in Pharmaceutical Quality and regulated GxP work.

1  AI & GENAI IN PHARMACEUTICAL QUALITY - 
FOUNDATIONS & RESPONSIBLE USE

• Where AI/GenAI can add value in QA and GxP workflows
• Opportunities, limitations, hallucinations and false confidence
• Appropriate-use boundaries, intended use and fit-for-purpose 

thinking
• Responsible use in regulated professional environments

2  AI-SUPPORTED QUALITY WORKFLOWS - FROM 
OUTPUT TO EVIDENCE

• Prompting as structured inquiry rather than simple content 
generation

• Verification, source validation, fact-checking and critical review
• Applications to investigations, CAPA, change, risk, trends and 

document review
• Traceability, peer review and an evidence trail for AI-supported 

work

3  HUMAN OVERSIGHT & AI-SUPPORTED DECISION 
GOVERNANCE IN GXP

• Decision-point mapping and the boundary of the AI contribution
• Human Oversight, accountability and decision ownership
• Evidence, challenge, uncertainty, stopping rules and escalation
• Decision rationale, reconstructability and inspection defensibility

4  FROM AI EXPERIMENTATION TO CONTROLLED GXP 
ADOPTION

• Use-case selection, readiness and risk-based governance
• Controlled pilots, acceptance criteria and evidence requirements
• Role clarity across Quality, Business and technical stakeholders
• Go / Modify / Stop decisions and transition to controlled use

Quality is the foundation. AI/GenAI is the differentiated extension.
The learning focus is not the tool itself, but how professionals use, challenge and govern it in real Quality decisions.
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HOW I TEACH

Learning designed for experienced professionals who need to move from AI experimentation to responsible, evidence-based use.

PRACTITIONER-LED

Built from real Pharmaceutical 
Quality leadership and 
regulated operations.

CASE-BASED

Uses realistic Quality scenarios 
rather than abstract AI 

demonstrations.

DECISION-FOCUSED

Examines what professionals 
must verify, challenge, 

document and own.

TECHNOLOGY-NEUTRAL

Focuses on judgement, 
governance and evidence 

rather than one AI platform.

ADAPTABLE

Adjusted to audience, maturity, 
function and delivery format.

DELIVERY FORMATS

• Executive masterclasses and conference sessions
• Interactive webinars and half-day workshops
• One-day specialist programmes and multi-session courses
• Corporate / in-company training
• University, Master and executive-education modules

TYPICAL AUDIENCES

• Quality Assurance, Quality Systems and GxP professionals
• Manufacturing, QC, Engineering and Operations leaders
• Digital, Data and AI teams working with regulated functions
• Senior managers accountable for AI-supported decisions and 

transformation
• Training providers, corporate academies and university programmes

APPLICATION CONTEXTS

AI/GenAI is explored through realistic Pharmaceutical Quality work - not as a generic technology topic.

Typical contexts include deviations and investigations, CAPA, change control, Quality Risk Management, trend analysis, supplier / 
external supply Quality, knowledge retrieval, technical writing and document review.

A DISTINCTIVE LEARNING SPACE

30+ YEARS OF PHARMACEUTICAL QUALITY EXPERIENCE  ×  AI/GENAI GOVERNANCE

Training that helps professionals move from using an AI tool to understanding how its output should be verified, challenged, governed 
and translated into accountable decisions in regulated environments.

Available for corporate training, professional education, executive workshops, university programmes and conference 
speaking.
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