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   LEARNING OBJECTIVES

   WHO SHOULD ATTEND

By attending you will gain a complete overview of how analytical
science supports the evolution from small molecules to mAbs,
viral vectors, and advanced therapies — covering release testing,
critical quality attributes, raw material control, method lifecycle
management, real case studies, and the future of analytical
expectations.

THIS WORKSHOP IS RELEVANT FOR:

Analytical & QC Scientists
CMC & Regulatory Affairs Professionals
Process Development & Tech Transfer Teams
Quality Assurance Leaders
Biologics & ATMP Project Managers

   INTRODUCTION

The evolution from small molecules to biologics and
advanced therapies has transformed the pharmaceutical
landscape but it has also introduced unprecedented
analytical complexity.

Join us for a full‑day scientific workshop exploring the
evolution from small molecules to biologics and advanced
therapies — and the analytical challenges that have shaped
each step of this transformation. 

Through expert-led sessions and real-world case studies, you
will gain a comprehensive understanding of how analytical
science underpins product quality, regulatory compliance,
and patient safety across modern therapeutic platforms.
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   AGENDA 

From the origins to today: 
      The journey from small molecules to biologics and advanced
       therapies

Analytics as an enabler: 
      Why analytical science is the cornerstone of quality and
      compliance

Workshop objectives: 
      Understanding analytical challenges throughout this evolution

SESSION 1
9.30 AM - 11.15 AM

MONOCLONAL ANTIBODIES (MABS)
The era of mAbs: 

       The first major leap from small molecules to biologics
Analytical release panel for mAbs: 

      Key tests and regulatory expectations
Characterisation and stability challenges: 

      Lessons learned over time
Viral clearance: 

      A critical step in mAbs manufacturing
Case studies: 

      Real-world examples of analytical hurdles and solutions

SESSION 2
11.30 AM - O1.00 PM

NON-ENVELOPED VIRAL VECTORS
From biologics to gene therapy: 

      The evolution toward complex products
Analytical release panel for AAV & AdV based products: 

      Critical quality attributes
Testing across complex matrices: 

       New challenges compared to mAbs
Viral clearance:

      The evolution of the concept, from traditional clearance in mAbs
      to innovative approaches in advanced therapies

Case studies: 
      Overcoming analytical complexity in advanced therapies

OPENING SESSION
9.00 AM - 9.30 AM

WELCOME AND INTRODUCTION
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11.15 AM - 11.30 AM COFFEE BREAK
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   AGENDA 

SESSION 3
02.00 PM - 03.00 PM

BIOLOGICAL RAW MATERIALS
The role of raw materials over time: 

      From secondary components to critical factors
Analytical scrutiny: 

      Why variability impacts product integrity
Analytical strategies: 

      Ensuring consistency and compliance

01.00 AM - 02.00 PM NETWORKING LUNCH
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SESSION 4
03.00 PM - 03.45 PM

MANAGING ANALYTICAL METHODS THROUGH TECH TRANSFERS AND
VALIDATION

From pioneering phases to standardisation: 
      How method transfer and validation evolved

Best practices: 
      Avoiding common pitfalls

Validation pillars: 
      Current requirements and future trends

WRAP-UP & Q&A
03.45 PM - 04.15 PM

Key takeaways: 
      What we learned from the evolution of biologics

Open discussion and next steps: 
      Addressing future analytical challenges
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   SPEAKERS

GIULIA MANCINI

Giulia Mancini works as Cluster Manager for the Bioassay and Cell & Gene Therapy
team in Biologics division, where she leads two cross-functional teams focused on
the development and validation of advanced analytical platforms for biologics and
ATMPs. 
With a PhD in Biochemical Sciences and an MBA from POLIMI Graduate School of
Management, she blends deep scientific expertise with strategic leadership. Her
role spans technical innovation, operational excellence, and business-driven
decision-making, leading and developing high-performing teams, and ensuring
efficient workflow and compliance with GMP standards, with a focus on
collaboration and delivering quality bioassay solutions that support organisational
goals and regulatory expectations.

GIUSEPPE PEDDIO

Giuseppe holds a Chemistry and Pharmaceutical Technology degree and a Ph.D in
Neuroscience from the University of Cagliari. He has a vast experience as
bioanalytical researcher through Chromatography method development and
validation mainly related to pharmacokinetic studies by LC-MS and LC-MS/MS. 
In his previous experiences as GLP Laboratory Manager he has successfully
managed different projects in a wide range of areas and he has been involved in
Studies of Bioequivalence in collaboration with the National Research Council for
drug product and impurities qualitative/quantitative characterisation. 
Since 2017 he has been working at Eurofins BioPharma Product Testing Italy at
first as Project Leader of extractables & leachables studies and for the last seven
years as Manager of a Chemical and Biochemical Laboratory working in GMP
focusing on Biologics products characterisation and analysis.
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ELENA MORELLI

Elena earned a Ph.D. in Molecular Medicine from the European School of Molecular
Medicine (SEMM), IFOM (Milan). She subsequently participated in research
projects as a postdoctoral researcher at IFOM and the University of Milan.
 In 2020, Elena joined Eurofins BioPharma Product Testing Italy as a GLP Study
Director in the Virus Testing Unit Lab. She has been involved in viral disinfection
efficacy tests and viral clearance validation studies on various test materials,
developing solid expertise in viral inactivation.
She is currently focusing on chromatography-based methodologies to ensure
robust and reliable viral clearance validation studies within the Virus Testing Unit
Laboratory.
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WORKSHOP LANGUAGE: ENGLISH

THE REGISTRATION FEE IS PAYABLE IN ADVANCE BY BANK TRANSFER.
FEE INCLUDES: DOCUMENTATION, COFFEE BREAK AND LUNCH.
YOU’LL RECEIVE CONFIRMATION, PAYMENT AND INVOICING DETAILS VIA E-MAIL AFTER SUBMISSION.

PAYMENT DETAILS:
BENEFICIARY: EUROFINS BIOPHARMA PRODUCT TESTING SPAIN SLU
BANK NAME: BANCO SANTANDER
IBAN: ES09 0049 1600 4324 1330 4493
BIC: BSCHESMM
BANK COUNTRY: SPAIN

GENERAL TERMS AND CONDITIONS: 
IF YOU CANNOT ATTEND THE WORKSHOP YOU HAVE TWO OPTIONS:
1. WE ARE HAPPY TO WELCOME A SUBSTITUTE COLLEAGUE AT ANY TIME.
2. IF YOU HAVE TO CANCEL ENTIRELY WE MUST CHARGE THE FOLLOWING PROCESSING FEES:
- BEFORE 1 WEEK PRIOR TO THE WORKSHOP 50% OF THE REGISTRATION FEE WILL BE CHARGED;
- LESS THAN 1 WEEK PRIOR TO THE WORKSHOP FULL REGISTRATION FEE WILL BE CHARGED.

EUROFINS BIOPHARMA PRODUCT TESTING RESERVES THE RIGHT TO CANCEL OR ALTER THE PROGRAMME, THE
SPEAKERS, THE DATE OR VENUE. IF THE EVENT MUST BE CANCELLED, REGISTRANTS WILL BE NOTIFIED AS SOON AS
POSSIBLE AND WILL RECEIVE A FULL REFUND OF FEES PAID. EUROFINS BIOPHARMA PRODUCT TESTING IS NOT
RESPONSIBLE FOR AIRFARE, HOTEL OR OTHER COSTS INCURRED BY REGISTERED DELEGATES. 

TERMS OF PAYMENT: 
THE REGISTRATION FEE IS PAYABLE IN ADVANCE BY BANK TRANSFER. IMPORTANT: THIS IS A BINDING REGISTRATION
AND ABOVE FEES ARE DUE IN CASE OF CANCELLATION OR NON-APPEARANCE. IF YOU CANNOT TAKE PART, YOU HAVE TO
INFORM US IN WRITING. THE CANCELLATION FEE WILL THEN BE CALCULATED ACCORDING TO THE POINT OF TIME AT
WHICH WE RECEIVE YOUR MESSAGE. ONLY AFTER WE HAVE RECEIVED YOUR PAYMENT, YOU ARE ENTITLED TO ATTEND
THE WORKSHOP.

REGISTRATION LINK | HTTPS://EU-SUBMIT.JOTFORM.COM/260201788047456

REGISTRATION FEES: 
EARLY BIRD (VALID UNTIL FEBRUARY 13, 2026): 300 EURO, VAT EXCLUDED
STANDARD (VALID AFTER FEBRUARY 13, 2026): 370 EURO, VAT EXCLUDED
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