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The Pharma Microbiology Congress, organized by Pharma Education 
Center, is recognized as one of the most important and appreciated 
European conferences dedicated to sterile manufacturing.

This year, the conference will focus on the transition of sterile manu-
facturing towards a mature model. This evolution will address not only 
compliance with regulatory standards, but also the integration of 
advanced technologies and the adoption of proactive quality mana-
gement systems.

The conference will feature interesting keynote presentations on 
regulatory updates, best practices, and emerging technologies 
aimed at sharing the evolution of manufacturing and control of sterile 
medicines towards this mature model.
Participants will have the opportunity to engage with experts from 
regulatory agencies, pharmaceutical companies, consultancies, indu-
stry associations, and innovative technology providers.

INNOVATIVE FORMAT 2025 

October 21-22 | online
A dynamic program featuring key presentations on the latest regulatory 
updates, best practices, and strategies, along with insightful webinars 
on cutting-edge technologies aimed at improving the manufacturing 
and control of sterile medicines.

October 28 | Florence
We will kick off the event with 2 interactive workshops held by CRL and Rapid Micro, in a 
relaxed and engaging atmosphere and we welcome you with an exclusive Cocktail 
Dinner, which will offer a unique opportunity to connect with industry leaders, collea-
gues, speakers and sponsors in a beautiful top-floor space with a wonderful view of 
Florence.

October 29 | Florence
The in-person program will showcase contributions from leading international spea-
kers, emergent technology representatives, key opinion leaders, and representatives 
from EU Regulatory Bodies.

This year the congress will include:
• 1 Key Note Lecture
• 12 Thematic Sessions
• 12 interactives round tables/QA
• 28 technical speeches
• 8 webinars on cutting-edge technologies 
• 20 DEMO Sessions

Florence.
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FEATURED TOPICS

GREAT LOCATION! Palazzo degli Affari- Florence, Italy

A unique exhibition and conference venue in the heart of Florence
• 2 min walk from Florence Santa Maria Novella Train Station

• 30 minutes from the Florence Airport by tramway.
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200 ATTENDEES representing

PMC 2024 IN NUMBERS

200 ATTENDEES representing

OUR AUDIENCE COMMENTS

CONGRESS ORGANISED AND MANAGED VERY WELL!

 Good organization, I appreciated the quality of the congress.

I appreciate that many different topics have 
been discussed in detail with many practical 
examples.

It is very interesting to discuss the 
microbiological world with other experts 
because it is helpful to improve 
your own experience.

The Pharma Microbiology Congress offers:
• An interactive format designed to foster knowledge 

sharing and networking.
• High-quality scientific content, providing attendees 

with the opportunity to learn from renowned interna-
tional SMEs.

• A platform to share strategies, innovative ideas, and 
cutting-edge technologies to face the future of sterile 
manufacturing.

• The connection with pharmaceutical professionals 
including key decision-makers at various career 

70+ COMPANIES 70+ COMPANIES 70+ COMPANIES 
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AGENDA  21 OCTOBER 
all times are UTC +1 Virtual

9.00 Welcome by the Chairperson of the congress
Lucia Costanzo, Senior Conference Manager | PEC

SESSION  1 – Key Note Lecture:
REGULATORY TRENDS: EXPECTATIONS AND FUTURE CHALLENGES FOR THE TRANSI-

TION TOWARDS A MATURE INDUSTRY MODEL
                                                                                      
The transition to a more mature model requires a proactive quality culture across the product lifecycle. 
Regulatory bodies are increasingly expecting manufacturers to demonstrate deep process understanding, 
robust risk assessments, and continuous improvement through data-driven decision-making.
The session brings together regulators and industry voices for offering valuable insights.  

9.10  Introduction by the Chairperson 
 Gabriele Gori, Global Compliance and Auditing Head | Chiesi, and Past Chair 
 Science Advisory Board (SAB) | PDA  

9.25  Key Note Lecture: Contamination Control as a Cornerstone of Quality Maturity:  
 Global Expectations and Organizational Responsibility
 Vanessa Figueroa, Microbiology & Sterility Assurance Professional | VVF Science   

10.00 Q&A Session
Moderator: G. Gori
Partecipants: V. Figueroa  

10.15 Coffee break

SESSION 2 - INDUSTRY’S JOURNEY TOWARDS RAPID METHODS: PERSPECTIVES AND 
APPLICATIONS

Rapid Microbiological Methods (RMMs) are becoming a regulatory expectation and a strategic imperative 
for sterile manufacturers, representing essential tools for enhancing the Sterility assurance.
Authorities like the EMA and FDA are encouraging the adoption of RMMs, provided they are properly 
validated. The session will explore the RMM’s journey that industries are addressing among regulatory 
requirements, advanced technologies and culture shift.

10.35 Introduction by the Chairperson 
Alice Le Gatt, Global Change Facilitator | BioPhorum

10.40 Industry’s Journey towards Rapid Microbiological Methods: A BioPhorum 
 Perspective 

Alice Le Gatt, Global Change Facilitator | BioPhorum
Caitlin Cooke, Scientist, Global Product Development, Pharmaceutical Technology  

 and Development | AstraZeneca

11.00 Project Management and Validation Strategy of Growth Direct System for 
 Environmental Monitoring and Water-Bioburden
 Miriam Meinersmann, Expert GMP Compliance and Documentation Microbiology   
 and Monitoring Quality Control | Daiichi Sankyo Europe GmbH, Germany

Franziska Graf, Trainee Microbiology and Monitoring Quality Control | Daiichi    
 Sankyo Europe GmbH, Germany

11.20 Implementation roadmap of OWBA in Pharma, with use-case of implementing   
 enzyme activity-based OWBA on PW/WFI

Sebastian Strandberg Rutell, Associate Process Engineer in PAT | Novo Nordisk

11.40 Regulatory Focus by PEI
Oleg Krut, Head of Microbial Safety Department | Paul-Ehrlich-Institut (PEI)

11.55 Round Table
 Moderator: A. Le Gatt
 Participants: C. Cooke, F. Graf, O. Krut, M. Meinersmann, S. Strandberg Rutell,    
 Johannes Oberdorfer | Rapid Micro Biosystems, Allison Scott | Member of Modern   
 Microbial Methods (M3) Collaboration

12.45 LUNCH & NETWORKING

SESSION 3 – WEBINARS | DISCOVERING CUTTING-EDGE TECHNOLOGIES 

This addition to the plenary agenda, much appreciated over the years, is a combination of innovation, expertise 
and real-time interaction. These webinars offer a unique opportunity to deepen knowledge about innovation as 
sterile manufacturing moves into a new phase of technology-driven compliance.

2.00 Introduction
Sara Morosino, Sponsorship & Event | Pharma Education Center

2.05      Leverage your QC operational efficiency thanks to a comprehensive   
 digitalization of your Environmental monitoring process to meet high 
 standard of compliance and optimize resources allocation.

Ylhem Logon, Global Marketing Manager, Environmental Monitoring | BioMérieux

2.05    The future of green sterilization: HyperPure H2O2 sterilizer
Guido Rovera, Sales & Marketing Director | De Lama
Marco Bianchi, Marketing Manager | De Lama

2.25   Unlocking the Future of Endotoxin Testing: Advantages of Pyro   
 Smart NextGen® Recombinant Cascade Reagent

Matt Stevenson, International Sales Channel Manager | Associates of Cape Cod, Intl, Inc

2.25   Solutions for reducing contamination risk in sterility testing: 
preventing false positives with Hydrogen Peroxide Vapor biodecontamination 

 technologies and isolators 
Denny Lazzari, Business Development Manager | Ecolab

SESSION 4 - ENVIRONMENTAL MONITORING: NEW TECHNOLOGIES & 
VALIDATION APPROACHES  

Environmental Monitoring (EM) is rapidly evolving focusing on data integrity, continuous monitoring, and 
early warning systems. This transformation is leading the industry towards a mature model with a strategic 
vision of EM. The session offers interesting case studies and technical speeches by experts from industry 
aimed at sharing advanced technologies and validation strategies that are reshaping how we monitor and 
control cleanroom environments.

2.45 Introduction by the Chairperson 
Francesco Boschi, Microbiology and Aseptic Support – Internal Manufacturing   

 Operational Quality | Pfizer Global Supply

2.55 Environmental Monitoring Performance Qualification in New Facilities: 
 Overview and application of an industry-harmonized approach

Anna Campanella, Global Aseptic Processing & Sterility Assurance Lead | Takeda

3.20 Environmental Monitoring Performance Qualification: Understanding your  
 Microbiota

Duncan Barlow, Microbiologist Expert | Charles River Laboratoires

3.40 Case Study - Particle and microbiological trends: approach to the review of  
 data and management of outliers 

Beatrice Baldon, Sterility Assurance Lead | Thermofisher

4.00 Round Table
Moderator: F. Boschi
Participants: D. Barlow, B. Baldon, A. Campanella

SESSION 5 – IMPROVING QUALITY CONTROL BY ALTERNATIVE METHODS
                                                                                  
The session will conclude today's journey among emerging technologies by exploring alternative 
methods in microbiological controls that reflect the evolving future scenario of microbiological testing.

4.30 Introduction by the Chairperson 
Lucia Ceresa, Freelance Pharmaceutical Consultant & PDA Italy Chapter Board

4.40 A comprehensive overview: update on the regulatory framework for recom 
 binant technologies following the release of USP <86> for Bacterial Endo  
 toxin Testing

Veronika Wills, Director, Global Technical Services| Associates of Cape Cod, Intl, Inc

5.00 Q&A Session
L. Ceresa, V. Wills

SESSION 6 – KEY CONSIDERATIONS - Regulatory requirements for Alternative 
Methods: adoption & implementation

This concluding focus will provide an overview of the regulatory landscape for alternative methods, offering an 
opportunity to delve into the expectations of authorities for the implementation of these new technologies.

5.10 Focus on Ph. Eur. 5.1.6. commenting phase and USP <1071>, <72> and <73>  
 updated release

Lucia Ceresa, Freelance Pharmaceutical Consultant & PDA Italy Chapter Board

5.30 Q&A Time 
Lucia Costanzo, Senior Conference Manager | PEC & Pharma Microbiology Congress  

 Chairperson
Lucia Ceresa, Freelance Pharmaceutical Consultant & PDA Italy Chapter Board 

5.45 Closure of the first day
 Lucia Costanzo, Senior Conference Manager | PEC & Pharma Microbiology Congress  
 Chairperson
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control cleanroom environments.

2.45 Introduction by the Chairperson 
Francesco Boschi, Microbiology and Aseptic Support – Internal Manufacturing   

 Operational Quality | Pfizer Global Supply

2.55 Environmental Monitoring Performance Qualification in New Facilities: 
 Overview and application of an industry-harmonized approach

Anna Campanella, Global Aseptic Processing & Sterility Assurance Lead | Takeda

3.20 Environmental Monitoring Performance Qualification: Understanding your  
 Microbiota

Duncan Barlow, Microbiologist Expert | Charles River Laboratoires

3.40 Case Study - Particle and microbiological trends: approach to the review of  
 data and management of outliers 

Beatrice Baldon, Sterility Assurance Lead | Thermofisher

4.00 Round Table
Moderator: F. Boschi
Participants: D. Barlow, B. Baldon, A. Campanella

SESSION 5 – IMPROVING QUALITY CONTROL BY ALTERNATIVE METHODS
                                                                                  
The session will conclude today's journey among emerging technologies by exploring alternative 
methods in microbiological controls that reflect the evolving future scenario of microbiological testing.

4.30 Introduction by the Chairperson 
Lucia Ceresa, Freelance Pharmaceutical Consultant & PDA Italy Chapter Board

4.40 A comprehensive overview: update on the regulatory framework for recom 
 binant technologies following the release of USP <86> for Bacterial Endo  
 toxin Testing

Veronika Wills, Director, Global Technical Services| Associates of Cape Cod, Intl, Inc

5.00 Q&A Session
L. Ceresa, V. Wills

SESSION 6 – KEY CONSIDERATIONS - Regulatory requirements for Alternative 
Methods: adoption & implementation

This concluding focus will provide an overview of the regulatory landscape for alternative methods, offering an 
opportunity to delve into the expectations of authorities for the implementation of these new technologies.

5.10 Focus on Ph. Eur. 5.1.6. commenting phase and USP <1071>, <72> and <73>  
 updated release

Lucia Ceresa, Freelance Pharmaceutical Consultant & PDA Italy Chapter Board

5.30 Q&A Time 
Lucia Costanzo, Senior Conference Manager | PEC & Pharma Microbiology Congress  

 Chairperson
Lucia Ceresa, Freelance Pharmaceutical Consultant & PDA Italy Chapter Board 

5.45 Closure of the first day
 Lucia Costanzo, Senior Conference Manager | PEC & Pharma Microbiology Congress  
 Chairperson



AGENDA  22 OCTOBER 
all times are UTC +1 Virtual

9.00 Welcome by the Chairperson of the congress
Lucia Costanzo, Senior Conference Manager | PEC

SESSION 7 – REVOLUTIONING STERILE MANUFACTURING AND CONTROLS 
THROUGH DIGITAL TRASFORMATION

The digital transformation is truly revolutionizing sterile manufacturing by enhancing the process knowled-
ge through the real -time monitoring.
Digital systems enhance traceability throughout the manufacturing process, making it easier to track and 
verify compliance with regulations and quality standards, providing manufacturers with a robust control  of 
their operations, enabling them to better manage the overall process and adhere to regulatory require-
ments. 
The session will face the applications of digitalization enabling a transformation of Lab activities and manu-
facturing.

9.10 Introduction by the Chairperson 
 Alicia Ruiz Mahillo, Group Quality Manager | COMPASS by FAMAR

9.25 Advanced Machine Vision for Quality Control and Inspection in GMP-Compliant  
 Aseptic Fill & Finish Processes

Arndt Neues, Industry Sales Manager Medical & Pharma | Omron

9.45 Smart Lab: Transforming Microbiology through Digital Innovation
Barbara Scolaro, System Integration & Testing Senior Engineer | C&P Engineering,  

 a Product Life Group Company

10.05 Innovation and Traceability in QC Laboratories: Towards Automated Management  
 of Bacterial Contamination 

Matteo Viganò, European Food & Industry Microbiology Sales Representative |   
 Bruker

10.25 Round table
 Moderator: A. Ruiz Mahillo
 Participants: A. Neues, B. Scolaro, M. Viganò

11.00 COFFEE BREAK

SESSION 8 – TECHNOLOGY INNOVATIONS AND BEST PRACTICES IN MODERN
MANUFACTURING

Sterile manufacturing is evolving toward a mature model in which risk management and technology drive 
every decision. 
This session will offer interesting case studies and insights.

11.20 Introduction by the Chairperson
Patrizia Muscas, Director Sterility Assurance, Global TS/MS (SAT) | Eli Lilly

11.30 Quality Risk Management Concepts Applied to Aseptic Interventions Design: A  
 Case Study

Enrica Mantovani, Global MSAT Drug Product Sterility Assurance and Cleaning   
 Validation Lead | Lonza

12.00 Case Study - Indirect product contact parts assembly and set up in isolator   
 lines: a risk based approach to improve contamination control

Carlo Casalino, Production Process & Documentation Supervisor | Merck KGaA
Daniela Maggiulli, Aseptic Operations Specialist | Merck KGaA

12.25 Round table
Moderator: P. Muscas

 Participants: J. Drinkwater, C. Casalino, D. Maggiulli, E. Mantovani

1.00 LUNCH & NETWORKING

SESSION 9- WEBINARS | DISCOVERING CUTTING-EDGE TECHNOLOGIES

This addition to the plenary agenda, much appreciated over the years, is a combination of innovation, 
expertise and real-time interaction. These webinars offer a unique opportunity to deepen knowledge 
about innovation as sterile manufacturing moves into a new phase of technology-driven compliance.

2.00 Introduction
Sara Morosino, Sponsorship & Event | Pharma Education Center

2.05          SherpaPharma: Digital Solutions for Environmental Monitoring  
 in the Pharmaceutical Industry

Andrei Ihnatsenka, International Sales Manager | SherpaPharma

2.05        Biological Indicators in Ethylene Oxide Sterilization: From   
 Cycle Development to Routine Monitoring

Laurent Berliet, Technical Support Specialist – Europe | MesaLabs

2.25        MBT Pathfinder: Enhancing Traceability in the New MALDI Biotyper®  
 Workflow

Hana Dvorackova, Global Product Manager | Bruker

2.25        Improving Safety and Efficiency of Environmental Monitoring in 
 Isolators

Scott Six, Microbiologist Research & Development (R&D) | BD Life Sciences

SESSION 10 – STERILIZATION & DECONTAMINATION: VALIDATION 
APPROACHES & TRENDS

The future of sterile manufacturing depends on advances in sterilization and decontamination technolo-
gies. These advances aim to improve the safety, efficiency and sustainability of sterile manufacturing envi-
ronments, particularly for pharmaceuticals and medical devices. Key trends include the development of 
more effective and faster sterilization and decontamination methods, shared by experts in this session. 

2.45 Introduction by Chairperson 
Maria Paola Baini, Global Quality engineering front-end Lead | Lonza

2.55 Revolutionizing Sterilization: HyPerPure's H202 Cycle
Federica Baldin, R&D Manager | De Lama

3.15 VHP-Based Material Transfer into Isolators: Rapid Decontamination & No-Touch  
 Systems in Modern Sterile Manufacturing
 Varadharaj Vijayakumar, Associate Director (Aseptic Processing) | Wuxi Biologic

3.45 A comparison of hydrogen peroxide bio-decontamination technologies
Chris Berridge, Global Technical consultant, Bio-decontamination specialist |   

 Ecolab

4.05 An overview of Enzyme Indicators usage in the development and validation of  
 vapor phased hydrogen peroxide biodecontamination processes used in filling  
 isolators

Terrence Hollis, Sr. Manager, Global Technology Engineering & Launch | Pfizer

4.25 Round table
Moderator: M.P. Baini

 Participants: F. Baldin, C. Berridge, T. Hollis, V. Vijayakumar, F. Boschi | Pfizer

SESSION 11 - APS: NEW TRENDS & BEST PRACTICES

The session will address the important topic of process validation in aseptic manufacturing, with a focus 
on the latest regulatory trends and improved process understanding that ensures robust validation.

5.00 Introduction by the Chairperson
Isabelle Hoenen, Senior Advisor Quality | Lilly France S.A.S. 

5.10 PDA TR 22 (rev 2025): Process Simulation for Aseptically Filled Products
Patrizia Muscas, Director Sterility Assurance, Global TS/MS (SAT) | Eli Lilly

5.40  Q&A Time 
 I. Hoenen, P. Muscas, M.P. Baini | Lonza

6.00 Closure of the second day
Lucia Costanzo, Senior Conference Manager | PEC & Pharma Microbiology 

 Congress Chairperson
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AGENDA  29 OCTOBER 
Florence all times are UTC +1 Virtual

8.30 WELCOME COFFEE and registration of attendees

SESSION 12 - REGULATORY BODIES: STRATEGIES FOR LEADING COMPLIANCE AND 
ACCELERATING INNOVATION IN STERILE MANUFACTURING

                                                                                        
The opening session of the last day of the congress in Florence gives the floor to representatives from Euro-
pean regulatory agencies and representatives of Industry, addressing the important topic of innovation 
drive and regulatory compliance.

9.20  Welcome & Introduction
Lucia Costanzo, Senior Conference Manager | PEC & Pharma Microbiology

 Congress Chairperson

9.30   Observed challenges in the pharmaceutical industry for full compliance with Annex 1
Jesùs Chesa Jiménez, Head of GMP Inspection Area, Inspection Area 

 Pharmaceutical Inspection and Enforcement Department | AEMPS

9.55   The new Annex 1 stifles innovation, or does it?
 Andrew Hopkins, Senior Director of Compliance /Lachman Consultants and former  
 MHRA Expert GMP inspector

10:20 Round Table
Moderator: Alan Moon, Director of AM GMP Limited and former Lead Senior   

 GMDP Inspector at MHRA
Participants: A. Hopkins, J. C. Jimenez, G. Gori, Global Compliance and Auditing  

 Head | Chiesi, and Past Chair Science Advisory Board (SAB) | PDA,

SESSION 13 - APPLYING CUTTING-EDGE TECHNOLOGIES IN STERILE PRODUCTION & 
CONTROLS

This session is dedicated to exploring technology innovations in manufacturing and controls; experts will 
share interesting technology applications enhancing the sterility assurance of manufacturing process.

11.10 Introduction
Sara Morosino, Sponsorship & Event | Pharma Education Center

11.15 Microbiological Online Monitoring in Ultrapure Water Systems: Practical 
 Experience with Enzyme-Based Measurement Systems

Reinhold Keller, Founder | Sagamo AG
Gilberto Dalmaso, CEO and Senior Pharma Advisor | GDM Pharma Consulting Srl

11.35 AI and automation in Microbiological Environmental Monitoring for business 
 efficiency and compliance 

Cristiano Sabelli, Scientific and Medical Affairs Director | Copan Group
Devis Lamberti, Quality Unit Head & Qualified Person | Recipharm

11.55 A Science-Based Approach to APS: Using Headspace Analysis for Automated   
 Analytical Media Fill Inspection

Francesca Caprioli, Laboratory Director | Lighthouse Instruments

12.15 Robotics as a Key Driver of Innovation in Aseptic Manufacturing
Martina Cavenaghi, Sales Engineer – Lifesciences and Food | Staubli Robotics Italy
Matteo Tagliabue, Products Processes Manager | Steriline 

12.35 Q&A Time

SESSION 14 - LUNCH & DEMO SESSIONS IN THE EXHIBITION AREA
1.00 – 2.45 

This session will provide an opportunity to network and learn more about technologies.
The 20 technology exhibitors will meet you in the exhibition area in Palazzo Affari showcasing their inno-
vations during scheduled demonstrations (DEMO’s agenda will come soon).

SESSION 15 - THE FUTURE OF STERILE INDUSTRY

The sterile pharmaceuticals market is projected to significantly grow in the next future. The experts 
leading this final session will summarize the major challenges and insights collected along these 3 day 
congress offering a final strategic Roadmap overview for the future of Sterile manufacturing.

2.45 Introduction by the Chairperson
James Drinkwater, Head of PHSS Aseptic Processing and Containment Special   

 Interest Group and Franz Ziel Head of GMP compliance and Aseptic Processing  
 support

3.00   Working smarter not harder...  How to navigate the new guidelines for your  
 own benefit (Annex 1, ICH Q9 r2, Chapter 4.1 and Annex 11)
 Tracy Moore, CEO at TM Pharma Group Ltd and former MHRA Expert EU GMDP  
 inspector

3.20 Leading the Future of Sterile Manufacturing through Operational Readiness
Elena Salsi, Operational Quality Director – B&D (Biopharm and Device Division) | GSK

3.40 Round table 
 Moderator: J. Drinkwater
 Participants: T. Moore, E. Salsi, F. Boschi | Pfizer Global Supply, Fernanda Ferrazzin  
 | Life Science Expert, M. Meinersmann | Daiichi Sankyo Europe GmbH

SESSION 16 - OPEN EXHIBITION & DEMO SESSIONS
4.10 – 6.00 

In the exclusive area of the Palazzo Affari, the numerous exhibitors of technologies will showcase technolo-
gical innovations through videos and demonstrations.
The exhibition area will be open from 4:10 pm onwards for everyone: representatives of non-registered 
companies are welcome to visit with free admission!

6.00 Closure of the congress
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11.35 AI and automation in Microbiological Environmental Monitoring for business 
 efficiency and compliance 

Cristiano Sabelli, Scientific and Medical Affairs Director | Copan Group
Devis Lamberti, Quality Unit Head & Qualified Person | Recipharm

11.55 A Science-Based Approach to APS: Using Headspace Analysis for Automated   
 Analytical Media Fill Inspection

Francesca Caprioli, Laboratory Director | Lighthouse Instruments

12.15 Robotics as a Key Driver of Innovation in Aseptic Manufacturing
Martina Cavenaghi, Sales Engineer – Lifesciences and Food | Staubli Robotics Italy
Matteo Tagliabue, Products Processes Manager | Steriline 

12.35 Q&A Time

SESSION 14 - LUNCH & DEMO SESSIONS IN THE EXHIBITION AREA
1.00 – 2.45 

This session will provide an opportunity to network and learn more about technologies.
The 20 technology exhibitors will meet you in the exhibition area in Palazzo Affari showcasing their inno-
vations during scheduled demonstrations (DEMO’s agenda will come soon).

SESSION 15 - THE FUTURE OF STERILE INDUSTRY

The sterile pharmaceuticals market is projected to significantly grow in the next future. The experts 
leading this final session will summarize the major challenges and insights collected along these 3 day 
congress offering a final strategic Roadmap overview for the future of Sterile manufacturing.

2.45 Introduction by the Chairperson
James Drinkwater, Head of PHSS Aseptic Processing and Containment Special   

 Interest Group and Franz Ziel Head of GMP compliance and Aseptic Processing  
 support

3.00   Working smarter not harder...  How to navigate the new guidelines for your  
 own benefit (Annex 1, ICH Q9 r2, Chapter 4.1 and Annex 11)
 Tracy Moore, CEO at TM Pharma Group Ltd and former MHRA Expert EU GMDP  
 inspector

3.20 Leading the Future of Sterile Manufacturing through Operational Readiness
Elena Salsi, Operational Quality Director – B&D (Biopharm and Device Division) | GSK

3.40 Round table 
 Moderator: J. Drinkwater
 Participants: T. Moore, E. Salsi, F. Boschi | Pfizer Global Supply, Fernanda Ferrazzin  
 | Life Science Expert, M. Meinersmann | Daiichi Sankyo Europe GmbH

SESSION 16 - OPEN EXHIBITION & DEMO SESSIONS
4.10 – 6.00 

In the exclusive area of the Palazzo Affari, the numerous exhibitors of technologies will showcase technolo-
gical innovations through videos and demonstrations.
The exhibition area will be open from 4:10 pm onwards for everyone: representatives of non-registered 
companies are welcome to visit with free admission!

6.00 Closure of the congress

MEDIA PARTNERS
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James  Drinkwater
Head of PHSS Aseptic Processing and 
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Microbiology and Aseptic 
Support – Internal Manufactu-
ring Operational Quality | Pfizer 
Global Supply

Gabriele Gori
Global Compliance and Auditing 
Head | Chiesi, and Past Chair 
Science Advisory Board (SAB) | 
PDA

Tracy Moore
Founder and CEO | TM Pharma 
Group Ltd and former MHRA 
Expert EU GMDP Inspector

Alan Moon
Director of AM GMP Limited and 
former Lead Senior GMDP Inspector 
| MHRA

Patrizia Muscas
Sterility Assurance Director, Global 
TS.MS | Eli Lilly and Company

Jesùs Chesa Jiménez
Head of GMP Inspection Area, 
Inspection Area Pharmaceutical 
Inspection and Enforcement Depart-
ment | AEMPS

Alicia Ruiz Mahillo
Group Quality Microbiology and 
Sterility Assurance Manager | COM-
PASS by FAMAR

Oleg Krut
Head of Microbial Safety Depart-
ment | Paul Ehrlich Institut (PEI)

Isabelle Hoenen
Senior Advisor Quality | Eli Lilly 
France

Varadharaj Vijayakumar
Associate Director (Aseptic 
Processing) | Wuxi Biologic

Alice Le Gatt
Global Change Facilitator| Biophorum

Andrew Hopkins
Senior Director of Compliance 
/Lachman Consultants and former 
MHRA GMP Expert | Lachman 

Vanessa Vasadi Figueroa
Founder & Chief Executive 
Microbiologist | VVF Science

Fernanda Ferrazin 
Consultant & Life Science Expert

Marisa Delbò
Former Head of the Italian 
GMP Inspectorate and of GMP 
API Inspection and Manufactu-
ring Authorization Office  

Elena Salsi
Operational Quality Director – B&D 
(Biopharm and Device Division)  | GSK
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Lucia Ceresa
Freelance Pharmaceutical Consultant & 
PDA Italy Chapter Board

Francesca Caprioli
Laboratory  Director | LIGHTHOUSE 
Instruments  

Veronika S. Wills
Associate Director, Global 
Technical Services | Associates 
of Cape Cod, Inc.

Maria Paola Baini
Global Quality Engineering Front 
End Lead | Lonza

Matthew Stevenson
European Sales Manager | 
Associates of Cape Cod, Inc.

CONFIRMED SPEAKERS

Laurent Berliet
Technical Support Specialist – Europe | 
Mesalabs

Duncan Barlow
Scientific Portfolio Specialist 
Microbial Solutions | Charles 
River Laboratories

Andrei Ihnatsenka
International Sales Manager | Sherpa 
Pharma

Caitlin Cooke
Scientist, Global Product Develop-
ment, Pharmaceutical Technology 
and Development | AstraZeneca

Ylhem Logon
Global Marketing Manager, Environ-
mental Monitoring | BioMérieux

Allison Scott
Principal Scientist | BWT Pharma & 
Biotech Inc

Beatrice Baldon
Sterility Assurance Lead | 
Thermofisher

Devis Lamberti
Quality Unit Head & Qualified 
Person | Recipharm

Federica Baldin
R&D Specialist | De Lama

Enrica Mantovani
Global MSAT Drug Product Sterility 
Assurance and Cleaning Validation 
Lead | Lonza

Barbara Scolaro
System Integration & Testing Senior 
Engineer | C&P Engineering, a PLG 
Company

Gilberto Dalmaso
CEO and Senior Pharma Advisor | 
GDM Pharma Consulting Srl

Chris Berridge
Global Technical consultant, Bio-de-
contamination specialist | Ecolab



Matteo Viganó
European Food & Industry Microbio-
logy Sales Representative | Bruker 
Microbiology & Infection Diagnostics

CONFIRMED SPEAKERS

Martina Cavenaghi
Sales Engineer – Lifesciences and 
Food | Staubli Robotics Italy

Guido Rovera
Sales & Marketing Director | De 
Lama

Franziska Graf
Trainee Microbiology and Monito-
ring Quality Control | Daiichi 
Sankyo Europe GmbH, Germany

Hana Dvorackova
Global Product Manager | Bruker Micro-
biology & Infection Diagnostics

Marco Bianchi
Marketing Manager | De Lama

Miriam Meinersmann
Expert GMP Compliance and Docu-
mentation Microbiology and Monito-
ring Quality Control | Daiichi Sankyo 
Europe GmbH, Germany

Sebastian Rutell
Associate Process Engineer in PAT | 
Novo Nordisk

Terrence Hollis
Sr. Manager, Global Technology 
Engineering & Launch | Pfizer

Matteo Tagliabue
Products Processes Manager | 
Steriline

Daniela Maggiulli
Aseptic Operations Specialist | 
Merck KGaA

Reinhold Keller
CEO | Sagamo AG Consultants

Carlo Casalino
Production Process & Documenta-
tion Supervisor | Merck KGaA

Denny Lazzari
Business Development Manager | 
Ecolab

Cristiano Sabelli
Scientific and Medical Affairs 
Director | Copan

Arndt Neues
Industry Sales Manager Medical & 
Pharma | Omron

Johannes Oberdorfer
Field Application Scientist | Rapid 
Micro Biosystems  

Scott Six
Microbiologist Research & 
Development (R&D) | BD Life 
Sciences
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VAT not included

Hospitals, universities and freelance professionals get a 40 % 
discount to be applied to published prices

Discounts are not cumulative

For multiple registrations contact: 
info@pharmaeducationcenter.it REGISTER HERE

ENTRY FEES

For further information and/or further assistance please contact (+39) 055 7224179 or 
email: amministrazione@pharmaeducationcenter.it

EVENT CANCELLATION 
If the minimum number of participants is not reached,  Pharma Education Center reserves the right to cancel or schedule  the event for 
another date. Formal communication will be given within 5 days before the event date. In this case Pharma Education Center will refund 
the registration fee in full and without additional charges. Alternatively, the participant can request a spendable coupon for participa-
ting in another PEC event scheduled in the current year.

CANCELLATION TERMS
In order to cancel enrolment to a event, please email info@pharmaeducationcenter.it within 2 weeks before the starting date of the 
event. Once this term will be expired,  the entire fee will be charged.

ATTENDEE REPLACEMENT
It is possible to replace a participant with another without additional costs, simply by contacting info@pharmaeducationcenter.it. It is 
asked to notify the participant replacement request  within 5 days before the starting date of the event, specifying the full name and 
surname of the enrolled participant as well as the full name and surname of  the substitute.
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