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Mérieux NutriSciences is a valued partner to the global healthcare industry, offering R&D and quality 
control testing of pharmaceutical products and medical devices.
Our fully equipped, state-of-the-art laboratories offer comprehensive testing services in compliance 
with euGMP/cGMP. Investigation studies and contract research services are provided according to 
customer specifications. Dedicated GMP/GLP area of about 2800 sqm.
3 independent laboratories and huge storage capacity in the same facility:
- R&D Lab
- Chemical Lab
- Microbiological Lab (equipped with 2 Cleanrooms)

PARTNER

Presented by:

Waters Nitrosamines and 
Impurities Resource Kit

From the everyday consumer to scientists in the laboratory, we all rely on accurate 
information to make critical decisions. Waters Corporation is the world's leading 
specialty measurement company focused on improving human health and well-being 
through the application of high-value analytical technologies and industry leading 
scientific expertise. Learn more at www.waters.com

Sergio Fasan
Business Director – Pharma, 
Healthcare & Cosmetics
Mérieux NutriSciences
Italy, IT

Emiliano De Dominicis
Chemistry Research Director
Mérieux NutriSciences
Italy, IT

Antonia Wierzbicki
Principal Pharma Market 
Development Manager EMEA
Waters Corporation, UK

[Application Note] High 
Sensitivity Quantification of 
Nitrosamines in Metformin

[Application Note] High 
Sensitivity Analysis of Potential 
Mutagenic Boronic Acids

MARCH 9-10, 2023

GENOTOXIC IMPURITIES SUMMIT
IN PHARMACEUTICALS
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10:00 - 19:30 CET (Prague - UTC/GMT +1 hour)
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Automated Total Nitrosamine 
Analyser

Ellutia is a leading independent manufacturer of innovative chromatography and 
nitrosamine detection instruments.  We understand the challenges and requirements 
of nitrosamine testing and have helped customers across world solve their nitrosamine 
testing challenges.  Our approach uses unique detections techniques that are sensitive 
and selective specifically for nitrosamine compounds. Arrange a meeting to discuss 
how our unique solutions would benefit you.

Book a call to discuss your 
nitrosamine testing needs

Jonathan Angove
Senior Applications chemist
Ellutia Limited, UK
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Intertek_
Schweiz_Particle 
Characterization

Helping our clients achieve Total Quality Assurance through custom, flexible, contract services, we provide regulatory-driven, phase-appropriate laboratory services in support of 
CMC programs for both small molecules and biologics from our GLP / GCP / GMP laboratory network. Services include method development and validation, analysis, stability 
studies, extractables and leachables, cGMP quality control testing, cGMP batch release testing and formulation development. Our teams have specialist drug development 
experience for complex medicines such as biologic therapeutics or vaccines and drug delivery systems such as inhaled or nasal drug products. Over the last 30 years, we have 
helped some of the World’s largest and most innovative pharmaceutical companies navigate the challenges of drug development. Now, our scientists at our newly expanded 
European Centres of Excellence are ready to work with you to enable and accelerate your product development. 
Intertek's Switzerland testing laboratory, located in Reinach / Basel-Area, is an advanced analytical testing facility, providing comprehensive pharmaceutical testing, materials 
analysis and chemical testing to clients in the pharmaceutical, medical device, drug delivery, chemical, packaging, polymers and consumer healthcare sectors across Europe 
and the world. Our laboratory is equipped with state-of-the-art instrumentation, capable of performing chemical trace analysis, reverse engineering, complex analyses, substance 
identification and a wide range of other applications. With a significant corporate research heritage, the Intertek Reinach testing laboratory is staffed by highly trained and 
experienced scientists with many years of industry knowledge. Our flexible approach includes project and study-oriented work to support customers at various stages of their 
product life cycle – from research and development, registration, to ongoing production or post-market failure or complaints. We also provide a range of routine testing services 
to meet our client's current needs.
The laboratory provides analytical testing to Good Laboratory Practice (GLP) compliant requirements and is on the WHO list of Prequalified Quality Control Laboratories (since 
2014). The laboratory has ISO 17025 and ISO 9001 certification and holds Good Manufacturing Practice Compliant (GMP) certification and is FDA inspected
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Analytical Approaches 
For Control of 
Genotoxic Impurities

Identification and 
Quantification of Potential 
Epoxide Genotoxic impurities

From Risk Assessment to Analytical Monitoring: A 
Journey for Risk Mitigation of Genotoxic Impurities in 
Pharmaceutical Products   
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GENOTOXIC IMPURITIES
in PHARMACEUTICALS

3rd Annual 

VIRTUAL SUMMIT - 2023

SERGIO FASAN
Business Director

EMILIANO DE DOMINICIS
Chemistry Research Director

will present a speech on Nitrosamines impurities in pharmaneuticals

Enhancing nitrosamines analysis: a focus on complex nitrosamines
(NDSRIs or NO-APIs)

Friday, 10 March 2023
1:30 - 2:30 pm (CET)

cl
ic

k 
or

 s
ca

n
to

 r
eg

is
te

r

W
H

O
 YO

U W
ILL M

EET
BIO

G
RAPH

IES
REG

ISTRATIO
N

AG
EN

DA
W

ELCO
M

E
PARTN

ERSH
IP

SPEAKERS
CALEN

DAR🌎 www.qepler.com    📞 +420 608 030 490    📧 register@qepler.com	 			                  © All rights reserved Qepler s.r.o. 2023

https://qepler.com/events/4th-annual-highly-potent-apis-summit.html
tel:+420608030490
mailto:register%40qepler.com?subject=4th%20Annual%20Highly%20Potent%20APIs%20Virtual%20Summit%202024


Achieve Absolute Power to confidently
quantitate your most challenging 
compounds and make decisions fast. 
Discover more about how the new 
Xevo™ TQ Absolute provides the perfect 
combination of performance, efficiency, 
confidence, and productivity. 

waters.com/TQAbsolute 

TM

T Q  A B S O L U T E

Waters, The Science of What’s Possible, and Xevo are trademarks of Waters Corporation.
All other trademarks are the property of their respective owners.
 
©2022 Waters Corporation. March 2022
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Jonathan Angove
Senior Applications Chemist

The Need for a 
Non-targeted
Screening Approach 
to Nitrosamine Analysis

March 9 • 10:30-11:10 CET

Issues with targeted Nitrosamine analysis
* Time consuming due to number of different samples

* Costly due to equipment and resource requirements

* Concern that not all nitrosamines present are being detected

scan to learn more 
about automated

nitrosamine analysis
or visit: https://bit.ly/ATNA-Ellutia

scan to book a 
meeting to discuss your
nitrosamine problems

or visit: https://bit.ly/Ellutia-Book

www.ellutia.com
+44(0)1353669916
info@ellutia.com

Are you confident in your risk assessment?
If you’re only searching for

known nitrosamines?
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The challenge 
Pharmaceutical impurity testing, 
identification, quantification and analytical 
control strategies are key to optimizing 
purity, safety and control over the quality 
for either drug substances or finished drug 
products. Impurities can arise from many 
sources and include starting materials and 
their contaminants, reagents, catalysts, 
solvents, intermediates, excipients and their 
contaminants, leachables and degradation 
products. They can be organic impurities, 
both process and drug-related, inorganic 
or elemental impurities. These impurities 
are often present at very low or trace 
levels in highly complex sample matrices, 
and consequently, highly sensitive and 
specific analytical methods are required 
to determine the levels of the impurity to 
collect the data required to complete relevant 
risk assessments or to support submission 
requirements. Current key examples are 
nitrosamine-related impurities such as NDMA 
that have been highlighted by the US FDA as 
a concern and are thought to be a result of 
the manufacturing process.

Our pharmaceutical impurity analysis 
and identification testing expertise
Our GMP compliant laboratories provide 
pharmaceutical impurity testing for new drug 
substances (ICH Q3A(R2)), new drug products 
(ICH Q3B(R2)) and control of mutagenic 
impurities (ICH M7) to support your product 
development from an early stage and across 
the lifecycle of your drug product.

Our scientists, who are adept at method 
development and validation of suitable 

analytical procedures, routinely overcome 
the challenges of low detection levels and 
difficult matrices, providing analysis expertise 
for resolving extractables and leachables, 
elemental impurities testing, residual solvents 
(OVI or VOC) analysis or process-related 
impurities.

Our experience extends across all dosage 
forms, product classes and drug delivery 
technologies, including inhaled drug product 
development. As part of our comprehensive 
stability study capability, we examine 
degradation products under stressed 
conditions to help establish degradation 
pathways and track/trend stability data. 
Additionally, we offer highly sensitive and 
specific method development and validation 
expertise to address the determination 
of, and control over, genotoxic impurities 
such as nitrosamines. The insight we bring 
from robust analytical studies can support 
your corrective and preventive action plans, 
accelerate your drug development program 
and simplify production impurity monitoring. 
For biologic therapeutics, we provide 
comprehensive services for the determination 
of bioprocess residuals or biopharmaceutical 
product-related impurities. 

Impurity Toxicological Risk Assessments
With many years of experience in toxicological 
risk assessments, our consultants conduct 
risk assessments to address the issues 
associated with exposure to residual solvents, 
process impurities, extractables & leachables, 
elemental impurities (ICH Q3D) and other 
substances that may find their way into a 
pharmaceutical product.

FACT SHEET

GMP PHARMACEUTICAL IMPURITY TESTING, 
ANALYSIS AND IDENTIFICATION
GMP pharmaceutical impurity testing, analysis and identification 

business.support@intertek.com

EMEA: +41 (61) 686 48 56

FOR MORE INFORMATION

Total Quality Assurance
Pharmaceutical impurity testing is one 
aspect of our global GMP and CMC 
laboratory services solutions which include 
pharmaceutical analysis, stability testing, 
quality control (QC) and batch release testing. 
Bringing quality and safety to life, we offer 
Total Quality Assurance expertise to help 
you to meet and exceed quality, safety and 
regulatory standards. Contact our expert 
team to discover more about how we can help 
you ensure the quality and safety of  
your products.

Meeting ICH Q3A, Q3B 
and ICH M7 Guideline 
requirements, services for 
drug process impurities, 
residual solvents, genotoxic 
impurities, elemental 
impurities, contaminants or 
extractables/leachables 

•  Elemental Impurities and Trace 
Metal Impurities

•  Organic impurities
•  Residual Solvents
•  Extractables / Leachables
•  Biopharmaceutical product 

impurities

Intertek (Schweiz) AG 
TechCenter Reinach 
Kägenstrasse, 18
CH-4153 Reinach, Switzerland
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March 9 , 2023 | 1st DAY
Central European Time (CET, Prague, UTC/GMT +1 hour)

10:20		  Opening Address
________________________________________________________________________________________________________________________

 PRESENTER
	
10:30		  The Need for a Non-targeted Screening Approach to Nitrosamine Analysis

		  •   A look at the issues customers are reporting with the current targeted approach to nitrosamine testing.
			   - Time consuming due to the number of different samples and sample types.
			   - Costly due to equipment and resources needed.
			   - Concerns that not all nitrosamines present are being detected, only the specific ones targeted.
		  •   An overview of the TEA detector and Total nitrosamine analysis
		  •   Performance of the latest versions of the automated total nitrosamine analyser.
		  •  How the system can also be used to screen for nitrating agents
		
		  Jonathan Angove  |  Senior Applications chemist  |  Ellutia Limited, UK  
______________________________________________________________________________________________________________________________________________________

11:10		  N Nitrosamines – Complex – API like N Nitrosamines – current realities and threats [ REC ] [ SLIDES ]

		  •   Brief outline of the evolution of issue of N Nitrosamines 
			   - Why the current challenges are very different and more significant than original challenges – the shift from synthesis risk to 	
			   formulation risk
		  •   Current challenges 
			   - Defining acceptable intakes – a process or roulette ? 
			   - Status of the Ames test / other options 
			   - Controlling levels of API like Nitrosamines – we can shift the bar but not move a mountain – the harsh realities 
			   - Analytical challenges – technical risks and capacity
		  •   The near future – the choices and implications for all concerned 
		
		  Dr. Andrew Teasdale  |  Senior Principal Scientist / 
		  Head of Impurity Management & CMC Strategy  |  AstraZeneca, UK
________________________________________________________________________________________________________________________

 PARTNER
	
11:50		  Analytical approaches to cover potentially harmful Impurities in drug formulations [ REC ] [ SLIDES ]

Despite the guidance about assessment of genotoxic impurities in ICH M7 there are still difficulties when it comes to analytical screening and characterization 
of such compounds.
Frequently, the interference of drug matrix components makes impurity analysis quite difficult. Moreover, in case of presence of substances of the cohort of 
concern the analytical limits are often extremely low and could hardly be reached with current methods or instruments.
In this presentation the following topics will be covered:
		  •   Sources and kind of potential impurities	
		  •   General screening strategies to cover the risks
		  •   Case studies about characterization and quantification of impurities 
		  •   Importance of structure elucidation
		  •   Special considerations for substances of cohort of concern not suitable for TTC approach
		
		  Dr. Tino Otte  |  Head of Sales and Consulting  |  Intertek (Schweiz) AG, CH
______________________________________________________________________________________________________________________________________________________

12:30		  Exploring the scale of potential nitrosamine risk associated with existing approved APIs [ REC ] [ SLIDES ]

		  •   Assessing the true scale of potential impact on pharmaceutical supply using existing drug databases		
		  •   Identifying trends of nitrosamines that may theoretically form
		  •   Provide some context for ongoing activities relating to nitrosamines 

		  Dr. Michael Burns  |  Principal Research Scientist  |  Lhasa Limited, UK
________________________________________________________________________________________________________________________

13:10		  Break
________________________________________________________________________________________________________________________
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March 9, 2023 | 1st DAY
Central European Time (CET, Prague, UTC/GMT +1 hour)

13:30		  Management of N-Nitrosamines and their risk assessment within GSK R&D [ REC ] [ SLIDES ]

		  •   Nitrosamine risk factors and how to assess products for their presence	
		  •   Steps to take if an N-nitrosamine is detected
		  •   Approaches to take for N-nitrosamine remediation within drug products
		  •   Implementation of a pre-clinical N-nitrosamine risk assessment workflow and associated mitigation activities
		
		  Mike Urquhart  |  Scientific Director & GSK Senior Fellow Drug Substance Development,
		  Medicine Development & Supply Pharma R&D |  GSK, UK 
________________________________________________________________________________________________________________________

14:10		  Quantitative analysis of in vivo mutagenicity dose-response data for risk assessment and regulatory 		
		  decision-making: a case study of alkylnitrosamines. [ REC ] [ SLIDES ]

		  •   Nitrosamine impurities are detectable in some pharmaceutical products.		
		  •   Risk assessment of nitrosamine impurities can be carried out using genetic toxicology data.
		  •   Benchmark dose metrics can be calculated from in vivo gene mutation data which are used to calculate permitted daily exposures 		
		  (PDE).
		  •   A threshold mechanism’ must be defined before the PDE can be used. 		
		  •   Adjustment/uncertainty factors used in the PDE may differ when using genetic toxicity data compared to when using cancer bioassay 	
		  data. 
		
		  Dr. George Johnson  |  Associate Professor in the Institute of Life Science |  
		  Swansea University, UK
________________________________________________________________________________________________________________________

  PARTNER
14:50		  Technologies for Optimising Performance, Minimising Risk and preparing for the Future in Trace Impurity 	
		  Quantification  [ REC ] [ SLIDES ]

		  Quantification of GTIs can be challenging particularly when considering the complex and diverse matrices, combined with ever changing 
and extremely low limits of quantification. Continuing with the theme of evaluating risk, I am going to expand this to considering the risk to analytical 
integrity, presenting the methodologies developed to quantify genotoxic impurities including nitrosamines and boronic acids. I’ll discuss a systematic 
approach to quantitative method development, some of the analytical issues that can arise, and share some of the latest waters technologies that are used 
for low level quantification of GTIs and explain how their inclusion in the analytical workflow can help mitigate predicted and unforeseen analytical errors and 
issues.

		
		  Antonia Wierzbicki  |  Principal Pharma Market Development Manager EMEA  |  
		  Waters Corporation, UK
________________________________________________________________________________________________________________________

15:50		  Break

________________________________________________________________________________________________________________________

16:10		  Setting Limits for Complex Nitrosamines (NDSRIs) [ REC ] [ SLIDES ]

		  •   Differences between ICH M7 and nitrosamine guidances
		  •   Setting AIs for NDSRIs using SAR/read-across
		  •   Case studies - De-risking of NDSRIs of drug classes (Ca channel blockers, β-blockers, ACE inhibitors)

		  Raphael Nudelman, Ph.D., ERT   |  Senior Director Impurity Expert  |  
		  Teva Pharmaceutical Industries Ltd., IL
________________________________________________________________________________________________________________________
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March 9, 2023 | 1st DAY
Central European Time (CET, Prague, UTC/GMT +1 hour)

16:50		  Nitrosamines 2.0: The challenge and impact of nitrosamine trace analysis across the  pharmaceutical 		
		  industry

		
		  Mark Harrison  |  Principal Analyst  |  AstraZeneca, UK
________________________________________________________________________________________________________________________

17:30		  Panel Discussion

		  •   The HAs timing on issuing an official Acceptable Daily Intake Limit AI or ADI Limit. 
		  •   Interpretation on the interim limit proposed by eg EMA 178ng/day. Lack of acceptance HAs of the bacterial  reverse mutation test / 		
		  Ames test for mutagenicity.  
		  •   Lack of guidance on alternatives like the Comet Assay or the In-vivo rodent Assay / transgenic rodent assay.
		  •   Use of in vivo mutagenicity testing for impurities and advances in technology.
		  •   The applicability of Ames testing for nitrosamines.
		  •   Best practices deriving SAR for Nitrosamine drug substance related impurities.
		  •   Use of in vivo mutagenicity testing to derive permitted daily exposures.
		  •   Learnings from confirmatory testing outcomes on NDSRIs (nitrosamine drug substance related impurities).
		  •   Current regulatory positions on NDSRIs.
		  •   Assigning limits for NDSRIs.
		  •   What does the future state of pharmaceuticals look like with regards to nitrosamines.

[ Moderator ] Lance Smallshaw BSc(Hons) PhD EurChem CSci CChem FRSC  |  Regulatory Intelligence and External Advocacy (Quality 
Analytical and Pharmacopoeia)  |  UCB Pharma S.A., BE
Olivier Dirat  |  Senior Director  |  Pfizer, UK
Dr. Alexander Amberg  |  Head of In Silico Toxicology  |  Sanofi Aventis Deutschland GmbH, DE
Dr. M. Vijay Reddy  |  Senior Principal Scientist in the department of Genetic Toxicology  |  Merck & Co., Inc., USA
Dr. George Johnson  |  Associate Professor in the Institute of Life Science |  Swansea University, UK
Marina Couva |  QPPV  | Medochemie Ltd, CY
Raphael Nudelman, Ph.D., ERT   |  Senior Director Impurity Expert  |  Teva Pharmaceutical Industries Ltd., IL
Dr. Joel Bercu PhD, MPH, DABT  |  Sr. Director in the Nonclinical Safety and Pathobiology  |  Gilead Sciences, USA

________________________________________________________________________________________________________________________

18:10		  Incorporating Nitrosamine Risk Mitigation Activities Across a Diverse Development Portfolio 

		
		  Jared W. Fennell, Ph.D.   |  Senior Director, Synthetic Molecule Design and Development |  
		  Eli Lilly and Company, USA
________________________________________________________________________________________________________________________

18:50		  Inhibition of Nitrosamine Formation in Drug Products [ REC ] [ SLIDES ]

		  •   Nitrosamine formation in drug products can be mitigated through the use of inhibitors
		  •   Formulation processing can significantly impact the efficiency of inhibitors in OSDs
		  •  Understanding the benefits and limitations of model compounds used in the solid state
		
		  Steven Tignor  |  Senior Scientist   |  Merck & Co., Inc., USA
________________________________________________________________________________________________________________________

19:30		  Closssing remark
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March 10, 2023 | 2nd DAY
Central European Time (CET, Prague, UTC/GMT +1 hour)

10:00		  Opening Address
________________________________________________________________________________________________________________________

10:10		  Impact of different rat or hamster S9 fractions on the metabolic activation of low-molecular-weight 		
		  N-nitrosamines – a comparative analysis  [ REC ] [ SLIDES ]

		  •   Compare metabolic activation of short-chain alkyl nitrosamines at various concentrations of rat or hamster-derived S9 fractions 
		  •   Does the inducing agent (Aroclor vs phenobarbital/beta-naphthoflavone) play a role?
		  •   Comparative Cyp isoform protein expression analysis of various S9 fractions	
		
		  Dr. Stephanie Simon, PhD  |  Scientific Associate Director, Impurities & Registrations  |  
		  Merck Healthcare KGaA DE 
________________________________________________________________________________________________________________________

10:50		  Optimisation of Nitrosamine analysis in pharmaceutical elastomers [ REC ] [ SLIDES ]

		  •   A brief history of Nitrosamine detection in pharmaceutical elastomers
		  •   Example methods of analysis for Nitrosamines (Choice of detector, chromatography & Sample Preparation)
		  •   Example of a development process & potential pitfalls
		  •  Example validation results from an optimised method		
		
		  Jason Creasey  |  Managing Director | Maven E&L Ltd, UK
________________________________________________________________________________________________________________________

11:30		  Break
________________________________________________________________________________________________________________________

11:50		  Case Studies of Nitrosamines in Pharmaceuticals  [ REC ] [ SLIDES ]

		  •   NDMA in Metformin DP
		  •   Analytical challenges
		  •   Some NDSRI(s)
	
		  Dr. Joerg Schlingemann  |  Director, Principal Expert Quality Control Systems  |  
		  Merck Healthcare KGaA DE 
________________________________________________________________________________________________________________________

12:30		  Recent updates on Nitrosamine Impurities by EMA & FDA [ REC ] [ SLIDES ]
		  •   Background on Nitrosamine impurities
		  •   The updates introduced in FDA and EMA regulations
		  •   Risk assessment, Confirmatory Testing and Control Strategy 
		  •   Regulatory considerations
		  •   New frontiers in techniques and technologies in Nitrosamine impurities quantification
		  •   Analytical methods development, validation, and testing – Practical challenges and suggested solutions
		  •   Walkthrough of compendial testing requirements
		  •   Uncertainties, misalignment, investigations, observations, and experiences related to nitrosamine impurities
		  •   How to write comprehensive risk assessment reports?

		  Dr. BM Rao, Ph.D.  |  Partner & C.E.O.  | QDOT Associates IN
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March 10, 2023 | 2nd DAY
Central European Time (CET, Prague, UTC/GMT +1 hour)

13:10		  Break
________________________________________________________________________________________________________________________

  PARTNER
13:30		  Enhancing nitrosamines analysis: a focus on complex nitrosamines (NDSRIs or NO-APIs) - Part 1: 		
		  General considerations and challenges [ REC ] [ SLIDES ]
With more than 15 years’ experience on nitrosamine analysis, Mérieux NutriSciences enjoys sound experience in the implementation and validation of 
nitrosamine impurities target research methods with a special focus on NDSRIs / NO-APIs:
		  •   Nitrosamines global experience in the key industrial sectors and regulatory updates
		  •   Testing strategies and analytical challenges for QC & skip/waiving approaches

		
		  Sergio Fasan  |  Business Director – Pharma, Healthcare & Cosmetics  |  
		  Mérieux NutriSciences Italy, IT
________________________________________________________________________________________________________________________

  PARTNER

13:50		  Enhancing nitrosamines analysis: a focus on complex nitrosamines (NDSRIs or NO-APIs) - Part 2: Case 		
		  studies [ REC ] [ SLIDES ]

Mérieux NutriSciences’ Pharmaceutical and R&D Divisions have quickly established a GMP task force to implement and validate targeted research methods.
Thanks to the long-standing experience in the chemical industries, our experts have been developing various strategies and approaches for the determination 
of simple and complex nitrosamines in pharmaceutical products that will be show during the speech.

		
		  Emiliano De Dominicis  |  Chemistry Research Director  |  
		  Mérieux NutriSciences Italy, IT
________________________________________________________________________________________________________________________

14:30		  How Sanofi scientists streamlined their in silico hazard assessment of potential genotoxic impurities by 	
		  collaborating with Discngine [ REC ] [ SLIDES ]

		  •   Streamlining of the hazard assessment process, leading to a 25% decrease in cycle time
		  •   Covering ICH M7 value chain from early research team to CMC follow-up activities
		  •   Tried and tested approach to delivering impurity management platforms from inception to maintenance

		  Sébastien Conilleau, PhD  |  Customer Success and Delivery Manager | Discngine, FR
________________________________________________________________________________________________________________________

15:10		  Expert Review of In Silico Mutagenicity Predictions [ REC ] [ SLIDES ]

		  •   Case studies demonstrating the different features of review
		  •   Discrepant in silico predictions and results
		  •   Assessment of misclassified, unclassified, and out of domain structures
		  •   Using chemistry rationales for supporting classifications
		  •   Confirming Ames test results when there are potential risks for false positives or false negatives
		
		  Alyssa Musso  |  Senior Scientist, Drug Safety Research and Development, 
		  Global Risk Assessment Services Toxicologist   |  Pfizer, USA 
________________________________________________________________________________________________________________________
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March 10, 2023 | 2nd DAY
Central European Time (CET, Prague, UTC/GMT +1 hour)

15:50		  Break

________________________________________________________________________________________________________________________

16:10		  Development of in silico systems for expert review under ICH M7 guideline: increasing efficiency 		
		  through automated arguments [ REC ] [ SLIDES ]

		  •   Software can provide solutions for all aspects of an ICH M7 workflow
		  •   Expert review is valuable for resolving predictions from 2 (Q)SAR models
		  •   Common arguments used in expert review for recurring prediction scenarios have been published
		  •   Implementation of a semi-automated expert review feature into in silico tools can increase efficiency and consistency of expert review
		
		  Robert Foster  |  Principal Scientist  |  Lhasa Limited, UK
________________________________________________________________________________________________________________________

16:50		  Analytical Strategies for Enhancing Selectivity and Sensitivity of Genotoxic Impurities

		  •   Analytical challenges and strategies including chromatographic and spectroscopic approaches
		  •   Novel interface to enhance sensitivity and selectivity
		  •   Emerging technologies like 2D-LC-MS in GTI analysis
		  •   Case study of Erivedge
		
		  C. J. Venkatramani  |  Distinguished Scientist  |  Genentech, USA
________________________________________________________________________________________________________________________

17:30		  Ongoing Efforts to Optimize the Ames Assay by the HESI-GTTC Mechanism-based Genotoxicity Risk 		
		  Assessment (MGRA) Nitrosamine Subgroup [ REC ] [ SLIDES ]

		  •   WG members and organization
		  •   Key protocol features and rationale
		  •   Proposed test articles and timing
		  •   Solicitation to join and/or help support the project
	
		  Leon F. Stankowski, Jr., PhD   |  Senior Scientific Director, Genetic and 
		  In Vitro Toxicology  |  Charles River Laboratories, USA
________________________________________________________________________________________________________________________

18:10 		  Applications of computational methods in the assessment of extractables and leachables 
		  [ REC ] [ SLIDES ]

		  •   Use of in silico approaches supporting the assessment of Extractables and Leachables (E&L)
		  •   Prevalence of predicted mutagens and potent sensitizers in large representative databases of E&L
		  •   Use of in silico models to assess leachable reactivity with biomolecules
		  •   Biomolecule reactivity in silico workflow
		
		  Dr. Candice Johnson  |  Senior Research Scientist  | Instem, USA
________________________________________________________________________________________________________________________

18:50		  Closssing remark
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Raphael Nudelman, Ph.D., ERT   |  Senior Director Impurity Expert  |  
Teva Pharmaceutical Industries Ltd., IL

Raphael has over 20 years of pharmaceutical industry experience. He has a Ph.D. in organic chemistry from the Weizmann Institute of Science 
in Israel, a post-doctorate at the US Air Force Research Lab in Aberdeen Proving Ground, Maryland, and another post-doctorate at Duke 
University Medical Center, North Carolina. In 2003 Raphael joined the Medicinal Chemistry department at Teva Pharmaceuticals.
In 2010 he established the Chemical & Computational Toxicology group in Teva, and now he is Senior Director Impurity Expert in R&D Operations. 
Raphael’s main topics of expertise are impurity and excipient qualification in drug substances and drug products. Over the past few years he 
has specialized in risk assessment of nitrosamine impurities in pharmaceuticals.
____________________________________________________________________________________________________________________________________

Robert Foster  |  Principal Scientist   |  Lhasa Limited, UK

Rob completed his masters in Chemistry in 2009 at the University of Sheffield before staying on to complete a PhD in organic chemistry, 
investigating novel synthetic routes towards pyrazoles using sydnones in cycloaddition reactions, under the supervision of Professor Joseph 
Harrity. Having completed his PhD in 2012, Rob spent the next 4 years working for a contract research organisation undertaking various 
custom and contract synthesis projects for the pharmaceutical and agrochemical sectors. A move away from the laboratory in 2016 brought 
Rob to Lhasa where he has been involved in the scientific research and development of various Lhasa products. Initially Rob deciphered 
metabolism data for predictions of metabolic fate in Meteor and forced degradation pathways for Zeneth, before moving onto developing 
alerts for multiple toxicity endpoints in Derek and writing AOPs for carcinogenicity in Kaptis. Since 2020, Rob has predominantly focused on 
the development of genotoxicity solutions at Lhasa in his current role as lead scientist for Sarah (Lhasa’s statistical-based tool for mutagenicity 
predictions) and Lhasa’s ICH M7 solution.
____________________________________________________________________________________________________________________________________

Dr. Tino Otte  |  Head of Sales and Consulting  |  Intertek (Schweiz) AG, CH

Tino Otte, Senior Scientific Consultant at Intertek, is an expert for analysis of impurities and contaminations in pharmaceutical products.
He holds a degree in polymer-chemistry from the University of Halle/Saale and a Ph.D. from the Darmstadt Technical University, where he 
graduated in 2010.
He joined Intertek (Schweiz AG) in 2016. Prior to joining Intertek, he worked with different research, development and manufacturing companies 
where he served in several functions in product management and development of analytical services.
He has more than 7 years of experience in GMP regulated environment within multiple areas of product analysis including method development, 
validation and QC.
____________________________________________________________________________________________________________________________________

Leon F. Stankowski, Jr., PhD   |  Senior Scientific Director, Genetic and 
In Vitro Toxicology  |  Charles River Laboratories, USA

Leon F. Stankowski, Jr., PhD, is currently Senior Scientific Director for Genetic and In Vitro Toxicology at Charles River Laboratories in Skokie, IL.
He obtained BS degrees in premedicine and biophysics from The Pennsylvania State University, and received his PhD in biomedical sciences 
(genetics) from the University of Tennessee – Oak Ridge Graduate School of Biomedical Science.
Leon has previously worked at multiple other contract research organizations, and also spent three years managing the genetic toxicology 
group at Johnson & Johnson PRD.
Leon has authored or coauthored dozens of peer-reviewed and invited papers/presentations, and over 100 posters/talks. He served/serves 
on numerous industrial and regulatory workgroups including ASTM, ILSI-HESI GTTC, IWGT and US EPA, and was/is a member of most of the 
expert workgroups that revised and/or drafted OECD genotoxicity test guidelines.
Leon has been a member of the Genetic Toxicology Association (GTA) and the Environmental Mutagenesis and Genomics Society for more 
years than he cares to admit.
He has been an editorial board member for Environmental and Molecular Mutagenesis, and a reviewer for that and multiple other journals.
In GTA, he has served as director, assistant treasurer, meeting coordinator, session and workshop chair, and is presently its treasurer.
____________________________________________________________________________________________________________________________________

Dr. Stephanie Simon, PhD  |  Scientific Associate Director, Impurities & Registrations  |  
Merck Healthcare KGaA DE

Stephanie studied Biology at the Technical University of Darmstadt, Germany, moved then for her masters and doctoral thesis to the laboratory 
of Molecular Toxicology of Merck KGaA and received her Ph.D. in Natural Science from the University of Heidelberg in 2006. In 2006, she was 
awarded with the German Federal Animal Welfare Research Award for the development of animal-free alternative testing methods. Since 2010, 
she is registered as European Registered Toxicologist (ERT) after getting her examination as Certified Toxicologist of the German Society 
of Toxicology. She held positions within the Department of Toxicology of Merck KGaA as Quality Representative, Project Toxicologist, Study 
Director and Laboratory Manager and lead the Genetic Toxicology for almost seven years. Stephanie is member of various internal and cross-
company nitrosamine working groups and initiatives including HESI GTTC. In early 2022 she moved to the Chemical Toxicology group and is 
currently Scientific Associate Director responsible for Impurities & Registrations at Merck Healthcare KGaA, Darmstadt, Germany.
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Mark Harrison  |  Principal Analyst  |  AstraZeneca, UK

I have worked for AstraZeneca for 18 years within Operations, Global Medicines Development.
In my role as a Mass Spectrometry specialist leading pmi analysis and with a focus on extractable and leachable analysis.
My first degree is in Chemistry from Queen Mary University of London, and my I achieved my PhD in Pharmaceutical Chemistry from the The 
School of Pharmacy and Medicine, University of Bradford.
I have a wide range of international publications covering the areas of trace analysis, separation science, extractables and leachables, 
genotoxins analysis and mass spectrometry.
____________________________________________________________________________________________________________________________________

Dr. George Johnson  |  Associate Professor in the Institute of Life Science |  
Swansea University, UK

Dr. George Johnson is an Associate Professor in the Institute of Life Science at Swansea University, UK. George is co-chair of the Quantitative 
Workgroup within the Health and Environmental Science Institute (HESI) Genetic Toxicology Technical Committee (GTTC).
Dr. Johnson carries out research and consultancy in the area of quantitative analysis of genetic toxicity and cancer bioassay data, for 
application in human health risk assessment.
____________________________________________________________________________________________________________________________________

Mike Urquhart  |  Scientific Director & GSK Senior Fellow Drug Substance Development,
Medicine Development & Supply Pharma R&D |  GSK, UK

Mike Urquhart (Ph.D.) has over 20 years’ experience within the Pharmaceutical industry, working mainly in process development as a synthetic 
organic chemist.
Since starting at GSK, Mike has had positions of increasing responsibility ranging from lab chemist and team manager through to Chemistry 
Manufacturing and Control (CMC) project manager.
During his GSK career, Mike has led the primary development / delivery of 10 products, spanning early through to late phase development.
Mike’s current roles are GSK CMC Due Diligence lead for small molecules and co-chair of the Genotoxic Risk Assessment (GRA) review team, 
where he is GSK subject matter expert.
Mike also represents GSK on the Lhasa Mirabilis Pharmaceutical Consortium.
____________________________________________________________________________________________________________________________________

Dr. Michael Burns  |  Principal Research Scientist  |  Lhasa Limited, UK

Michael completed his undergraduate studies in 2006 at the University of York, remaining there to complete his PhD, working with Professors 
Fairlamb and Taylor, on a project utilising organometallic catalysis for total synthesis. Upon completion of his PhD, Michael moved to Kent (UK) 
to work for Peakdale Molecular (now Concept Life Sciences). A contract research company who synthesise potential APIs (on various scales) 
for pharmaceutical companies. Following his spell in Kent, Michael returned to York to take up a position at the Centre for Hyperpolarisation 
in Magnetic Resonance (CHyM), investigating the use of isotopically-labelled, biologically relevant molecules within hyperpolarising MRI and 
NMR techniques. The ultimate goal being the creation of biologically inert MRI contrast agents with vastly increased resolution compared to 
gadolinium contrast agents.
Michael joined Lhasa in 2015, initially deciphering metabolism data for Meteor (Metabolic degradation), developing skin sensitisation and 
mutagenicity alerts for Derek (knowledge-based toxicity prediction) and investigating forced degradation pathways for Zeneth. Michael 
quickly moved onto the Mirabilis project, aiding the research and curation of knowledge relevant to understanding the potential for purging of 
mutagenic impurities from drug substance syntheses. In 2017, Michael took over leadership of Mirabilis development and has since worked 
closely with leading members of the purge calculation community to develop Mirabilis and the purge concept, including more recently their 
impact on the ongoing nitrosamine challenges.
____________________________________________________________________________________________________________________________________

Lance Smallshaw BSc(Hons) PhD EurChem CSci CChem FRSC  |  Regulatory Intelligence
and External Advocacy (Quality Analytical and Pharmacopoeia)  |  UCB Pharma S.A., BE

Dr. Lance Smallshaw has 42 years of experience in Pharma and Biopharma (30 years at Eli Lilly and Company) and is currently Head of 
Compendial Affairs and a Global Analytical/QA Expert within the UCB Regulatory Intelligence Network based in the Global Sites Quality 
Operations Team - located at UCB Pharma S.A. Belgium. He is also a contributor developing the company's worldwide policy for new regulatory 
requirements. Lance led development of the company worldwide strategy and oversaw the worldwide implementation of ICH Q3D guideline for 
elemental impurities . Lance was nominated to the Advisory Board and Co-Chairman of the European Compliance Academy (ECA), since 2013  
and  a European Qualified Person (QP) trainer for 14 years and he also chairs the Medicinal Cannabis Working Group for ECA. He currently a 
member of the Efpia working group for N-Nitrosamines.
____________________________________________________________________________________________________________________________________

Dr. Alexander Amberg | Head of In Silico Toxicology | Sanofi Aventis Deutschland GmbH, DE

Alexander Amberg performed his doctoral studies at the department of toxicology and pharmacology at the University of Wuerzburg 
(Germany) and obtained his PhD in biochemical toxicology in 2000. In 2001, he joined the early and exploratory safety group of Sanofi, and in 
this position has been responsible for in silico/computational toxicology analysis globally at Sanofi. Since 2007, he has been registered as a 
European registered toxicologist (ERT) after getting his examination of Fachtoxikologe DGPT from the German Society of Toxicology. His major 
research interests are development of new in silico prediction models for different toxicity endpoints and data management of in-house data 
in combination with publicly available toxicity data, to support drug development in research and development. For this he is also a member of 
different internal expert advisory groups as well as external initiatives, like the IMI eTOX consortium (for toxicity data sharing and development 
of new expert systems for in silico toxicity prediction), the IMI SafeSciMET education program and others. With respect to genotoxic impurities 
(GTIs), he was actively involved in the preparation of the white paper for the use of in silico systems in the scope of ICH M7 and other 
publications regarding GTIs. Internally, he is member of the task force to support the in-house implementation of ICH M7.
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Alyssa Musso  |  Senior Scientist, Drug Safety Research and Development, 
Global Risk Assessment Services Toxicologist   |  Pfizer, USA

I received a B.S. in Forensic Science and a B.S. in Chemistry from the University of New Haven in 2013. In 2016, I received a M.S. in Pharmacology 
and Toxicology from the University of the Sciences in Philadelphia. Following graduate school, I worked as an analytical chemist at Eurofins 
Lancaster Laboratories for two years and then joined the Analytical Research and Development team at Pfizer in Groton, Connecticut in 2018. 
In Analytical Research and Development (ARD), I worked as a chemist and performed analytical testing of active pharmaceutical ingredients 
(APIs), impurities, and intermediates. I also joined a multidisciplinary team in supporting in silico assessments of mutagenic impurities during 
my time in ARD. In 2019, I transferred to Drug Safety Research and Development at Pfizer where I worked in Genetic Toxicology, advancing 
my subject matter expertise in mutagenic impurity assessments and running the exploratory Ames assay. Most recently, in 2022, I began my 
role as a Global Risk Assessment Services Toxicologist within Drug Safety Research and Development at Pfizer. I continue to support in silico 
mutagenic impurity assessments in addition to contributing to the development of nitrosamine risk assessments. 
____________________________________________________________________________________________________________________________________

Dr. Andrew Teasdale  |  Senior Principal Scientist / 
Head of Impurity Management & CMC Strategy  |  AstraZeneca, UK

Andrew Teasdale PhD has 30 years’ experience in the pharmaceutical industry as an analytical chemist and within quality assurance and 
regulatory roles. In his current role he chairs AstraZeneca’s Impurity Advisory Group. Dr Teasdale has published a number of papers relating 
to mutagenic impurities, extractables and leachables, mutagenic impurities and other impurity related matters.  Andrew has also represented 
EFPIA in ICH Q3C, Q3D and Q3E Expert working groups. He has also advanced a number of key scientific advancements in the control of 
impurities as the inventor of the purge factor concept and the instigator of the development of Elemental Impurities database for excipients.  
With over 50 scientific papers, he has also written 3 books:

Genotoxic Impurities – Strategies for Identification and control. Editor A Teasdale. Publisher Wiley. ISBN 978-0-470-49919-1

ICH Quality Guidelines – An Implementation Guide. Editors A Teasdale, D Elder, R W Nims. Publisher Wiley.  ISBN 978-1-118-97111-6.

📗 Mutagenic Impurities – Strategies for Identification and Control Second Edition.  Editor A Teasdale. Publisher Wiley. 
         ISBN 978-1-119-55121-8
____________________________________________________________________________________________________________________________________

Dr. Joerg Schlingemann  |  Director, Principal Expert Quality Control Systems  |  
Merck Healthcare KGaA DE

Joerg Schlingemann is a director and principal expert for quality control systems within Merck KGaA’s/EMD Serono’s healthcare quality unit. He 
studied molecular biology in Uppsala and Heidelberg, where he completed a doctorate degree at the German Cancer Research Center in 2005. 
He has 14 years of experience in the pharmaceutical industry from various roles within quality control and quality assurance. Since late 2019, 
Joerg has been leading EMD Serono’s analytical activities for N-nitrosamines. Joerg is married and has three children.
____________________________________________________________________________________________________________________________________

Jared W. Fennell, Ph.D.   |  Senior Director, Synthetic Molecule Design and Development |  
Eli Lilly and Company, USA 

Jared completed his doctorate in organic chemistry from Iowa State University of Science and Technology followed by a postdoctoral 
fellowship at the University of Michigan. He has been in the pharmaceutical industry for over 20 years as part of the process development 
group at Eli Lilly. Jared has significant technical contributions and leadership across multiple projects as they prepared for commercialization 
and launch. Jared’s experience spans across both early and late-phase development and includes small molecules, peptides, insulins, and 
antibody drug conjugates. Currently Jared is leading drug substance development on Lilly’s core innovation portfolio as well as heavily involved 
with genotoxic impurity risk assessments and controls, regulatory interactions, and authoring of regulatory documents including the CTD drug 
substance CMC sections.
____________________________________________________________________________________________________________________________________

Jason Creasey | Managing Director | Maven E&L Ltd, UK

Jason Creasey is a graduate analytical chemist. In 2019, he established Maven E&L Ltd, as its Manging Director and Principal Consultant.
Maven E&L was setup to provide advice to clients working in the pharmaceutical industry on all aspects relating to the topic of extractables
and leachables (E&L) and the risks that leachables pose to the quality and safety of drug products. Prior to this, he worked for GSK where he
was the director of their R&D E&L Team.
He has worked in the topic area of E&L since the mid 1990’s on a wide range of modalities and dose forms seeing this area expand and grow in
significance for the pharmaceutical and medical device industries. In addition to running his consultancy, he is a scientific advisor to the ELSIE
consortium. Since setting up Maven E&L; he continues to present, discuss, and write about E&L. He now publishes a regular E&L blog through
LinkedIn and his Website (www.MavenEandL.com), for the exchange of ideas and discussion.
As well as supporting client projects, among recent E&L activity, he is presenting and commenting on risk- based approaches to E&L
requirements within the pharmaceutical industry that he hopes will form part of an ICH guidance in the not-too-distant future and has helped
ELSIE publish and discuss their whitepapers linked to Concepts in Leachable Risk Management and develop their database further.
____________________________________________________________________________________________________________________________________
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Dr. M. Vijay Reddy  |  Senior Principal Scientist in the department of Genetic Toxicology  |  
Merck & Co., Inc., USA

Dr. M. Vijay Reddy is a Senior Principal Scientist in the department of Genetic Toxicology at Merck & Co., Inc., West Point, PA.
Vijay supports QSAR (Quantitative structure-activity relationships) related activities involving derisking molecules for potential genotoxicity.
Dr. Reddy received his Ph.D. in Biochemistry from Indian Institute of Science, Bangalore, with work involving production of antibodies to nucleic 
acids.
He joined Baylor College of Medicine as the Postdoc in Dr. Kurt Randerath’s lab and was one of the original developers of the famous 
32P-postlabeling method for detection of DNA adducts, which was widely used and later featured with their photos on the coverage of Cancer 
Research journal for their original contribution.
He then worked at Mobil Oil Corporation and Covance Labs prior to joining Merck. He was a former GTA president, and has 56 publications and 
42 meeting abstracts to his credit.
____________________________________________________________________________________________________________________________________

Sébastien Conilleau, PhD | Customer Success and Delivery Manager | Discngine, FR

Sébastien Conilleau, Ph.D., is a senior Delivery Manager and Customer Success Manager at Discngine.
Sébastien has over 12 years of experience as an IT consultant in the pharmaceutical industry, during which he participated in delivering more 
than 10 platforms covering various aspects of the drug discovery process. Throughout his career, he has been acting as a developer, scrum 
master, auditor, consultant, and project manager. 
Sebastien is proficient in using agile project management frameworks and modern design approaches. Coupled with his scientific background, 
Sébastien has been a driver in developing Discngine's approach to successfully delivering business process-driven platforms from their 
inception to final product delivery and support.

____________________________________________________________________________________________________________________________________

Dr. Candice Johnson  |  Senior Research Scientist  |  Instem, USA

Dr. Candice Johnson is a Senior Research Scientist at Instem with over 10 years of experience in computational model development. She holds 
a Bachelor of Science degree in Biology, and a Ph.D. in Engineering. Her published work includes peer-reviewed manuscripts, and book chapters 
on procedures to increase confidence in computational evaluations and novel assessment approaches.  

____________________________________________________________________________________________________________________________________

Olivier Dirat  |  Senior Director  |  Pfizer, UK

Olivier Dirat, PhD, is an Associate Research Fellow and Group Leader in Chemical Development Active Pharmaceutical Ingredients. In 2006, he 
joined Pfizer’s Chemical Research and Development Department in Sandwich, UK. He focuses on late stage development projects (from Phase 
2b to commercialization) and is currently a group leader and API project manager involved in route scouting, route development, technology 
transfer, QbD, Science of scale and regulatory submissions. He is also member of Pfizer’s impurities council with a specialization in genotoxic 
impurities. Dr. Dirat has co-authored 19 peer-reviewed publications and three patents.
Dr. Dirat was born in Paris in 1971 and received two degrees, one in Physics and one in Chemistry and a MS degree in Chemistry from ESPCI 
(Paris) in 1996. In 1999, he received a PhD from the Université Paris-Sud (Orsay) under the guidance of Professor Yves Langlois on the topic 
of the application of diastereoselective [3+2] cycloadditions to the synthesis of naturally occurring ß-lactones. He then moved to Stanford 
University for a post doctorate with Professor Barry Trost, where he completed the total synthesis of epi-Hygromycin A and the first total 
synthesis of Callipeltoside A, establishing thereby its relative and absolute stereochemistry. In 2002, Dr. Dirat joined Merck Sharp and Dohme 
at Terlings Park in the UK as team leader in Medicinal Chemistry, where he focused on lead optimization programs in the field of neuroscience.
In 2006, after the Terlings Park site closure, he took the opportunity to change careers and moved to process chemistry.
____________________________________________________________________________________________________________________________________

Steven Tignor  |  Senior Scientist   |  Merck & Co., Inc., USA

Steven Tignor is a Senior Scientist in Analytical Research & Development at Merck. He received his Bachelor's Degree in Chemistry and Physics 
from Rensselaer Polytechnic Institute in 2016 studying material properties and degradation pathways of fuel cell materials and his Ph.D. in 
Chemistry from Princeton University in 2020 studying novel organometallic electrocatalysis mechanisms. Since beginning at Merck in 2020 
he has led several efforts in understanding nitrosamine formation and inhibition within drug products. His research interests range synthetic 
organic chemistry, analytical chemistry, and materials science. Currently, Steven is heavily involved in both drug substance and drug product 
development at Merck, contributing significantly to internal impurity risk assessments, CMC authoring, and regulatory interactions.

____________________________________________________________________________________________________________________________________

Jonathan Angove  |  Senior Applications chemist  |  Ellutia Limited, UK

Jonathan is the senior applications chemist at Ellutia and has over 20 years’ experience working in chromatography and analytical science.
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Dr. BM Rao, Ph.D.  |  Partner & C.E.O.  | QDOT Associates, IN

Dr. BM Rao possess Ph.D. degree in Chemistry from JNTU Hyderabad (Jan,2007) and has about 33 years of experience in Pharmaceutical 
(NCEs, Generic APIs, Formulations including Injectables) - Analytical R&D (18 years) and Quality (15 years in Quality Control & Quality 
Assurance).  He is currently working as Partner & C.E.O at QDOT Associates – a Pharma Consulting Company. Prior to QDOT, he has worked 
with Dr. Reddy’s (almost 14 years), Janssen Pharma (J&J), Novartis, Zydus Cadila, Nicholas Piramal & SOL Pharma. During his professional life, 
he has extensively travelled to USA, EU, UK, Brazil, and China. He has published about 80 scientific publications in reputed reviewed National 
/ International journals. Dr. Rao has successfully guided about 11 Ph.D. students. He is an invited speaker in several national & international 
forums. He has been recognized with Chairman’s excellence award from Dr. Reddy’s (in year 2003 & 2018) and Standards of Leadership award 
from J&J. He is the member of Indian Pharmaceutical Alliance (IPA) and an active contributor in developing the harmonized procedures for 
the pharmaceutical industry. 
____________________________________________________________________________________________________________________________________

Marina Couva |  QPPV  | Medochemie Ltd, CY

Marina Couva has a lot of experience in the pharmaceutical industry in the fields of both quality and safety. She is a pharmacy graduate, a 
registered pharmacist in Cyprus, and also holds a master's degree in management.

She has served in a number of positions in Medochemie Ltd, a generics pharmaceutical company with headquarters in Lemesos (Limassol), 
Cyprus. She is a qualified person and currently holds the role of the QPPV, as well as the position of group quality senior manager, responsible 
for GDP. Her experience spreads across many issues relating to GxP compliance, combining quality and safety.
____________________________________________________________________________________________________________________________________

Dr. Joel Bercu PhD, MPH, DABT  |  Sr. Director in the Nonclinical Safety and Pathobiology  |  Gilead Sciences, USA

Dr. Joel Bercu PhD, MPH, DABT is a Sr. Director in the Nonclinical Safety and Pathobiology group at Gilead Science and has 20 years of public 
health / toxicology experience in pharmaceuticals. His mission while at these positions is to protect the safety of staff, patients, and the 
environment. He leads the Environmental and Occupational Toxicology (EOT) group at Gilead. The EOT group provides expert toxicological 
documentation for occupational health categorizations / occupational exposure limits, permitted / acceptable daily exposures for cleaning 
validation, environmental risk assessments, pharmaceutical impurity assessments (including mutagenic / carcinogenic impurities), QSAR 
assessments of impurities for ICH M7 compliance, deviations, leachables and extractables and excipients. The EOT group is also responsible 
for monitoring and reviewing toxicology tests including ecotoxicology, mutagenicity testing for impurities, and worker safety testing. Prior to 
joining Gilead Sciences he has worked at Eli Lilly and Amgen. He is a member of the Society of Toxicology and the Risk Assessment, Occupational 
and Public Health (where he served as President), and Medical Devices specialty sections. He has had several external committees such as 
chairing the IQ/Drusafe Impurities Working Group and on the board of directors for the Extractables Leachables Safety Information Exchange 
(ELSIE). He received his BS from Texas A&amp;M University, MPH from University of Texas – Houston School of Public Health, PhD from 
Indiana University, and is a Diplomate of the American Board of Toxicology (DABT). He continues to publish and present at national meetings 
in the field of toxicology with a focus on public health and risk assessment.
____________________________________________________________________________________________________________________________________

Sergio Fasan  |  Business Director – Pharma, Healthcare & Cosmetics  |  Mérieux NutriSciences Italy, IT

Sergio Fasan is currently Business Director of the Pharma, Healthcare and Cosmetics Business Unit at Mérieux NutriSciences Italy. He started 
the collaboration with Chelab twenty-two years ago covering different roles during the time, starting as Laboratory Manager, and later as Quality 
Control Manager of the GMP Facility, Director of the GLP Facility and Business Unit Manager of the GxP Division at Mérieux NutriSciences Italy.

____________________________________________________________________________________________________________________________________

Emiliano De Dominicis  |  Chemistry Research Director  |  Mérieux NutriSciences Italy, IT

Emiliano De Dominicis is a researcher with over twenty years of experience in food and pharmaceutical safety, following both private and 
academic sectors, and he is now Director of Chemical Research - Project Manager at Mérieux NutriSciences. With a Research and Development 
in Analytical Chemistry dedicated team, Emiliano is responsible for Mérieux NutriSciences Global Research Projects and Scientific Center. 
Moreover, Emiliano De Dominicis actively participates in funded scientific projects (regional, national and European), scientific congresses as 
speaker, and writes articles published in specialized scientific journals.
____________________________________________________________________________________________________________________________________

Antonia Wierzbicki  |  Principal Pharma Market Development Manager EMEA  |  Waters Corporation, UK

Antonia Wierzbicki is a marketing manager at Waters working in EMEA. Antonia has BSc in Pharmaceutical Science and a MSc in Cancer 
Pharmacology. Following several years working as an analytical chemist in drug development roles within both academic labs and contract 
research organizations, Antonia has more recently spent time working with analytical chemists to provide solutions using cutting edge 
technologies to meet their needs and requirements, with a specific interest in ultra-sensitive quantitation of small molecules. Antonia is 
based in Cambridge UK and keen to connect with like-minded scientists in the field – find her on linkedIN- https://www.linkedin.com/in/
antoniawierzbicki
“I have always been fascinated by science, specifically pharmacology and toxicology. I love seeing how science has evolved during my career 
and the innovation in technology that has driven this field to grow so quickly to benefit patients. It is great to see with the recent regulations 
and work around genotoxic impurities that the pharmaceutical industry continues to refine its practices for the benefit of patient safety. I hope 
in future to also see a similar change to reduce the environmental impact of drug discovery and pharmaceutical manufacturing to greater 
enhance the health and wellbeing of patients”

SPEAKER’S BIOGRAPHIES
W

H
O

 YO
U W

ILL M
EET

BIO
G

RAPH
IES

REG
ISTRATIO

N
AG

EN
DA

W
ELCO

M
E

PARTN
ERSH

IP
SPEAKERS

CALEN
DAR🌎 www.qepler.com    📞 +420 608 030 490    📧 register@qepler.com	 			                  © All rights reserved Qepler s.r.o. 2023

https://qepler.com/speakers/bm-rao.html
https://qepler.com/speakers/vijay-reddy.html
https://qepler.com/speakers/bm-rao.html
https://www.linkedin.com/in/marina-couva/
https://qepler.com/speakers/vijay-reddy.html
https://www.linkedin.com/in/marina-couva/
https://www.linkedin.com/in/joel-bercu-296bb922/
https://qepler.com/speakers/vijay-reddy.html
https://www.linkedin.com/in/joel-bercu-296bb922/
https://www.linkedin.com/in/emiliano-de-dominicis-98b2b72b/
https://qepler.com/speakers/vijay-reddy.html
https://www.linkedin.com/in/emiliano-de-dominicis-98b2b72b/
https://www.linkedin.com/in/sergio-fasan/
https://qepler.com/speakers/vijay-reddy.html
https://www.linkedin.com/in/sergio-fasan/
http://www.merieuxnutrisciences.com/eu
http://www.merieuxnutrisciences.com/eu
https://www.waters.com/nextgen/us/en.html
https://www.linkedin.com/in/antoniawierzbicki/
https://qepler.com/speakers/antonia-wierzbicki.html
https://www.linkedin.com/in/antoniawierzbicki/
https://qepler.com/events/4th-annual-highly-potent-apis-summit.html
tel:+420608030490
mailto:register%40qepler.com?subject=4th%20Annual%20Highly%20Potent%20APIs%20Virtual%20Summit%202024


    PARTICIPATION PACKAGES Standard price

      VIRTUAL Ticket      -  2 Days € 445

      VIRTUAL Group     -  2 Days (*2-3 delegates, per person) € 395

      VIRTUAL Group     -  2 Days (*4+ delegates, per person) € 355

      VIRTUAL Ticket      -  2 Days (*NPO/Academic, per person) € 295

      VIRTUAL Ticket      -  2 Days (*Past Attendees, per person) € 295

    RECORDING

      RECORDING only   - Without live summit attendance (*Each ticket already contains this option) € 345

    SPONSORSHIP PACKAGES

PROMO - € 995 PRESENTER - € 1.595 PARTNER - € 2.595

    CONFERENCE MATERIALS:
      All participation packages, already contain complete post-event materials distribution. Including - slide decks, a list of participants,  and video recordings. You don’t need to order additional «Documentation Packages».  
      All materials will be sent to the attendees within 72 hours after the event. The presentation content is subject to the speaker’s company’s approval for distribution.

Title:		   Name:					                          Surname:

Job Title:					   

Direct Phone:			                          Mobile:		                                             Email:

Company:			                           Country:			                      City:		    	                  EU VAT #:

Address:                                                                                                                                                                                                           		                   Postcode:

Payment Method:          Bank Transfer          Credit Card          Pay Pall ✍
 

 

REGISTRATION & PAYMENT:
Upon receiving the signed registration form, we will process your application. The registration confirmation and the invoice will be sent to you within one (1) working day with the relevant payment instructions and terms. The registration fee includes access to all 
sessions and conference materials. Payment is due 14 working days from the invoice date. Payment should be made by Credit Card, Pay Pall or by Bank Transfer. The delegate is responsible for any bank charges/fees associated with the payment.

CANCELLATION & SUBSTITUTION POLICY:
You may substitute a delegate at any time and at no extra cost. Cancellations must be in a written notice. Cancellations made 14 days or more before the event start date will be refunded with no charges. Cancellations made less than 13-3 days before the event 
start date will be refunded 50% of the registration fees. Cancellations made less than 2 days before the event start date will receive no refund. If you cannot attend an event due to illness or other unforeseen circumstances, you may transfer your delegate pass 
to another upcoming event within one year from original event start date.

EVENT CHANGES & CANCELLATIONS:
While all efforts will be made to adhere to the advertised package, Qepler s.r.o. reserves the right to change event dates, sites, or locations, omit event features or merge the event with another event as it deems necessary without penalty. In such situations, 
refunds,  part refunds or alternative offers will be made upon request. In case that Qepler s.r.o. permanently cancels the event for any reason, and provided that the event is not postponed to a later date nor is merged with another event, you will receive a credit 
note or refund for 100% of the conference fee paid. Please note, Qepler s.r.o. will not be held liable for any accommodation or associated travel costs should the event be canceled or rescheduled.

DATA PROTECTION:
The personal information provided by you will be held in the Qepler database. It may be used to infrom you about other Qepler products and services. Unless you click here  , your details may be made available to third parties for marketing purposes.  
For data update please write to databasemanager@qepler.com.

DATE & SIGNATURE:
«I agree to be bound by Terms and Conditions of registration»

SUMMIT NAME:

INVOICE DETAILS:

TERMS & CONDITIONS:

ATTENDEE DETAILS 1ST ATTENDEE 2ND ATTENDEE 3RD ATTENDEE 4TH ATTENDEE 5TH ATTENDEE 6TH ATTENDEE

Title:

Name:

Surname:

Company:

Country:

Job Title:

Direct phone:

Email:

Special 
Requirenments:
(If you have any special 
dietary requirements or other 
needs that would enhance 
your enjoyment of this 
summit, please specify)

✍

3rd Annual Genotoxic Impurities in Pharmaceuticals Summit | March 9-10, 2023

REGISTRATION FORM
This registration form is editable.  
When you have completed the form - please save and email it to register@qepler.com
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PARTNERSHIP PACKAGES

MARKETING CAMPAIGN:
▸Website  ▸Email Marketing  ▸Digital Advertising  ▸Social Marketing  ▸Press  ▸Direct Sales 

PARTICIPATION FEES:
VIRTUAL - Fees are inclusive of the complete summit materials, online post-event documentation/presentation package, list of 
participants, video recordings, and certificate of participation.  
 
STREAMING:
The online streaming link will be announced and sent to the delegates within a reasonable period, not less than 1 week before the 
summit start date. 

POST-EVENT DOCUMENTATION:
Presentations and other materials will be sent to the attendees within 72 hours after the event. The presentation content is subject 
to the Speaker’s companies approval for distribution. 

DISCOUNTS:
Early booking discounts are not valid in conjunction with any other offers.

PARTNERSHIP PACKAGES:

ONLINE PACKAGES:

If you are unable to attend, you 
may purchase these packages

PACKAGE NAME PRICE

DOCUMENTATION (*if you have no plans to join the live conference) 
Post-event presentations with video records, list of participants and other materials.  
The presentation content is subject to speaker’s companies approval for distribution.

€ 345

BENEFITS
PROMO

 
€ 995

PRESENTER
 

€ 1.595

PARTNER
 

€ 2.595

Included passes 1 2 3

Additional company representatives registration fees € 295 € 245 € 195

Link to Landing Page/White Papers/Webinars trough the live event translation. ● ● ●
Link to Virtual Exhibition Page trough the live event translation ●
Opening keynote presentation (optional) 20 min

Case Study 30 min 30 min

Workshop (optional, replacing Case Study) 40 min 60 min

Recognition in chairman’s opening address ● ● ●
Opening & closing speech (optional) ● ●
Chairman of Day 1 (optional) ●
Chairman of Day 2 (optional) ●
Logo and URL on summit website, agenda and pre/post-summit communication activities ● ● ●
Recognition on Qepler social media channels ● ● ●
Color advert placement on agenda 1/4 Page 1/2 Page 1 Page

Company flyer/brochure included in conference folder (to be provided by sponsor) ● ● ●
Online distribution of your company’s promotional materials to all attendees ● ● ●

🌎 www.qepler.com    📞 +420 608 030 490    📧 register@qepler.com	 			                  © All rights reserved Qepler s.r.o. 2023

W
H

O
 YO

U W
ILL M

EET
BIO

G
RAPH

IES
REG

ISTRATIO
N

AG
EN

DA
W

ELCO
M

E
PARTN

ERSH
IP

SPEAKERS
CALEN

DAR

https://qepler.com/events/4th-annual-highly-potent-apis-summit.html
tel:+420608030490
mailto:register%40qepler.com?subject=4th%20Annual%20Highly%20Potent%20APIs%20Virtual%20Summit%202024


EVENTS
CALENDAR
2023-2024

3rd Annual Highly Potent APIs Summit | February 22-24, 2023 | 🌎 VIRTUAL
🎥 Get Recordings!

🌎 https://qepler.com/events/hpapi23.html
🧾 https://qepler.com/calendar/hpapi23.pdf
____________________________________________________________________________________________________________________ 

3rd Annual Genotoxic Impurities in Pharmaceuticals Summit | March 9-10, 2023 | 🌎 VIRTUAL
🎥 Get Recordings!

🌎 https://qepler.com/events/gti23.html
🧾 https://qepler.com/calendar/gti23.pdf
____________________________________________________________________________________________________________________ 

3rd Annual Extractables & Leachables Summit | October 11-13, 2023 | 🌎 VIRTUAL
✍ Registration is Open Now!

🌎 https://qepler.com/events/el23.html
🧾 https://qepler.com/calendar/el23.pdf
____________________________________________________________________________________________________________________ 

4th Annual Highly Potent APIs Summit | February 21-23, 2024 | 🌎 VIRTUAL
📢 The Call for Speakers is Open Now!

🌎 https://qepler.com/events/hpapi24.html
🧾 https://qepler.com/calendar/hpapi24.pdf 
____________________________________________________________________________________________________________________ 

4th Annual Genotoxic Impurities in Pharmaceuticals Summit | March 13-15, 2024 | 🌎 VIRTUAL
📢 The Call for Speakers is Open Now!

🌎 https://qepler.com/events/gti24.html
🧾 https://qepler.com/calendar/gti24.pdf
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Learn to implement effective  
control measures for mutagenic  
impurities in pharmaceutical development

Andrew Teasdale (Editor)  
ISBN: 978-1-119-55125-6  
Hardcover | February 2022 | 544 Pages

Mutagenic Impurities: 
Strategies for Identification  
and Control

ENABLING DISCOVERY POWERING EDUCATION SHAPING WORKFORCES

In Mutagenic Impurities: Strategies for Identification and Control, distinguished chemist Andrew Teasdale delivers a 
thorough examination of mutagenic impurities and their impact on the pharmaceutical industry. The book incorporates 
the adoption of the ICH M7 guideline and focuses on mutagenic impurities from both a toxicological and analytical 
perspective. 

The editor has created a primary reference for any professional or student studying or working with mutagenic impurities 
and offers readers a definitive narrative of applicable guidelines and practical, tested solutions. It demonstrates the 
development of effective control measures, including chapters on the purge tool for risk assessment. 

The book incorporates a discussion of N-Nitrosamines which was arguably the largest mutagenic impurity issue ever 
faced by the pharmaceutical industry, resulting in the recall of Zantac and similar drugs resulting from N-Nitrosamine 
contamination.
 
Readers will also benfit from the inclusion of: 

Perfect for chemists, analysts, and regulatory professionals, Mutagenic Impurities: Strategies for Identification and 
Control will also earn a place in the libraries of toxicologists and clinical safety scientists seeking a one-stop reference 
on the subject of mutagenic impurity identification and control. 

•  A thorough introduction to the development of regulatory guidelines for mutagenic and genotoxic impurities, 
including a historical perspective on the development of the EMEA guidelines and the ICH M7 guideline 

•  An exploration of in silico assessment of mutagenicity, including use of structure activity relationship evaluation as 
a tool in the evaluation of the genotoxic potential of impurities 

•  A discussion of a toxicological perspective on mutagenic impurities, including the assessment of mutagenicity and 
examining the mutagenic and carcinogenic potential of common synthetic reagents 

Use promo code
CHEM20
off at Wiley.com

20% 
OFF
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