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Time Time
24 November 2025
6th International Mycoplasma gPCR Testing User Day Quality Control of mMRNA/LNP Products
11:00 h 11:00 h
11:15h Registration, Coffee and Snacks 11:15h
Registration, Coffee and Snacks
11:30 h 11:30 h
) Welcome )
11:45h Julian Mochayedi, Alexander Bartes, Roche 11:45h
Welcome
12:00 h [ Mycoplasma Testing — Authorities Experiences and New 12:00 h
Developments
1215 h Jan Oliver Karo, Paul-Ehrlich Institut, German Federal Institute for 1215 h
: Vaccines and Biomedicines Microbiological Insights into the Analytical Life Cycle of mRNA- |
based Therapeutics
] Nucleic Acid Testing for Mycoplasma detection: From Dr Stefanie Bayer, Labor LS )
12:30h regulatory requirements to GMP implementation 12:30h
Dr Marc Meichenin, Clean Cells; Dr Caroline Kassim Houssenaly,
12:45 1 [ 12:45h
Building Consensus, Standards, and Tools to Support mRNA
. . lit
13:00 h|Detection of Mycoplasma and related Mollicutes by Droplet Quality . o 13:00 h
Digital PCR - A transition from qPCR to ddPCR Dr Dipankar Das, Senior Director Biologics, USP
13:15 h|Denise Teber, Charles River Laboratories 13:15h
13:30 h|Break Building a Robust CMC Framework for mRNA Therapeutics: 13:30h
- - - - From Raw Materials to Drug Product Release
13:45 h | Leveraging the capabilities of qPCR in rapid mycoplasma Dr Mohamad Toutounji, Molgenium 13:45h
validation study design and execution including a case study
] an application in investigation of a contamination event .
14:00 h | Michel Brewer, Thermo Fisher Scientific Break 14:00 h
1415 h . . . CMC Strategies for saRNA Therapeutics: Optimizing T7 1415 h
5 Reference Standard strains used as positive controls in the NAT | pojymerase, IVT Processes, and Quality Control to Accelerate :
based methods Clinical Translation
14:30 h| Yoann Mainguy, Merck Menggian Mao, Novoprotein 14:30 h
14:45h (EEEl Setting up Specifications: Considerations and Approaches gl
15:00 h | Optimization and Implementation of the MycoSEQ SYBR and Drt.Jan /M. [Falcke, BioNTech 15:00 h
TagMan Kits for Lot Release
15:15 h|Joleen Simpson, Lilly Homing In on Fit-for-Purpose Biophysical Techniques for 15:15h
mRNA and LNP Characterization
15:30 h Update on Implementing a New Positive Control Dr Natalia Markova, BioGardia 15:30 h
15:45 h | Break 15:45h
16:00 h|Break 16:00 h
Endotoxin Detection via a Low-Cost Electrochemical Test Strip
16:15 h|Bridging Speed and Sensitivity: Validation of a Hybrid ;ndfllgeager Appgoac.h A DX 16:15h
Mycoplasma Detection Method for Complex Product Matrices ror Ur Yamion L-orrigan, Aureum
16:30 h|Dr Lori Daane, Bionique Testing Laboratories Case studies for mRNA Therapeutics — Developing Reliable and | 16:30 h
Robust Potency Methods
16:45h . . Dr Frances Reichert, Eurofins 16:45h
Summary and Plenum Discussion
17:00 h Julian Mochayedi, Alexander Bartes, Roche mRNA Products as ATMP and as Vaccine - Same Technology 17:00 h
but Different Requirements
17:15h Dr Sabine Hauck, dequra 17:15h
17:30 h Summary/Discussion 17:30 h
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0900h|

Welcome and Introduction (a the Plenu)

0951
0930h)
95|

KEVYNOTE: A in Pharma: The Hype, The Hope, The How

10:00h|

1145h]

1200h]

|Update on ATMPs in the Ph. Eur.
Dr Soléne Le Maux, EDOM

[srategyfor Potency Determination of Gene Therapy
D Uinke Herbrand, Charles River Laboratories

|ArHistory in a Nutshell

1215h
1230h
1245h
1300
1315h
1330h

1445h|
1500h|

|Celland Gene Therapy CQA Analysis using Mass
b1 Daniel WalderaLupa, Protagene

Dr Kark Heinz Bauer Training - Beratung -Coaching

Coffee break / Conference Extibition

ke
Dr Sonja Kingelhofer, Richter Bioogics.

Analytics: Last Chance for Platform Methods?

meNA
D Jan Falcke, BioTech

Bioassay Primer: Model-Based Confidence Interval Effects
D Forian MllerSallanz, Stegmann Systems

Lunch Break / Gonference Extibition

1595h]
1530h]
1545h]

|Validation of VCN Determination by dPCR on a Retrovial
[CAR-T Call Product in Compliance with ICH Q14 and Q2(R2)
Dr Katy Haussman, Charité & Or Daniel Lindemeier, Labor LS

Auton
[Products by means of Microflow Imaging
Dr Mielane Zerla iz Vetler Pharma Ferigung o Chiistan Schiler, Euroins

(HeP:

on RMM inthe Ph. Eur.

Thuy Bourgeois, EDQM.

u
0 Sujan Timilsina, Charles River Laboratories

Requirements.

erry Feldman, formerly FDA

|Anke Hossfeld, Merck Life Science D Erka Fried!, PautEfrlich Instiut, German Federal Institute
i

Virus Detection
o Dominik Meisohle, Boehringer Ingelneim

ologi
—a Case Study with the APAS Independence

[Environmental Monitoring
Dr Steven Gigio, Clever Culture Systems

Coffee Break / Conference Exhibtion

[ Therapeutic Monoclonal Antibody
O Frances Reichet,Eurofing

Discussion Day 1

Rapid,
Validation of a Three-Day P
Symel

o Wilhelm Pauiands

Discussion Day 1

g
rotocol Using the calScreener Platform
9

Introduction to he Track and AQCS
[ Chistopher Burgess, Chairman ECA AQCG

‘Sample Hold
Dr Gertrud Lallinger-Kube, Boehringer Ingelheim
 Overview Instruments and Systems Lifecycle Fitness for

Dr Bob McDowall, R D. McDowall Limited

N - cation of Ana
7" | (R2) & the revision of USP <1225>
Or Shatjahan Shad, GSK D Gerd Jige Board member of ECA AQCS.

o |AQSD and its Impact on the Analytical Procedure Lifecycle
s ion with rCR at Bayer Dr Amanda Guiraldeli Mahr RIC Group and Board member of
andra Wieger, Bayer Echnce

|Update on the Pyrogenicity i the Ph. Eur. Sood Documentton Practiossan Data ety (USP
[t e [ Chistopher Burgess, Chairman ECA AQCG
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1600h|

16:15h|

16:30h)

16:45h|

17.00h)
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17:301)
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12301|
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13001
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13301
13451
14001)

1415 h|

15151)
15301)
15451
16001

1615 h|

1630h|

26 November 2025

Endotoxin and Pyrogen Testing - Pharmacoposial

Time

Welcome and Introduction (at the Plenum)

03001

D1 Frédénque Vievile, CEO, 508D Blotech

09151|
00301
09451

|case Study: Machin
Nour El Ghiazal & Lisa Mallam, bioWiérieus.

| Therapy Products
Dr Steven Braem, 30-Pharmchange

=

[Laboratory?
O Steven van Helden, wega Informatic

| Avoiding Common Steiity Testing Compliance Gaps and
TP Sterilty Testing | Validaion Standards.
sabella Kuner, Boetringer Ingelheim

Coffee break / Conference Exhiition

Advancing Bioassay Technologies with NanoBIT Spit Luciferase
o Jamison Graler, Promega

Lunch Break / Conference Exhibiton

ion nowleds
|0 Martin Spruth, AGES - Ausran Agency for Health and Food Safey.

VS\V-based Therapeuic
|0 Johannes Soizi, Boetringer Ingelheim

Development and Optiization ofthe Infectious Titer Assay (TCIDSO) for
nt ARV
Annemie Welan, UCB

[How to Build a Digitlized End-to-End Process for
Environmental

Moorg o ATUPS Relesse
Wi

| Wl Dullers, Lonza

Coffee Break /Conference Exfibtion

10001
1015h

10301

[Set-up of a QC Laboratory as Part of Greenfield Faclty
vana Hecel, ten23 health

10451)
100h|
s
30|

45|

1200

leus™ Mold Alarm Software Feature:

Evaluation of RMBNucl
br YuWie Shich, Boshringer I

ingehheim

Incs of Survey and Discussions/Podium Discussion
D Ellot Liley, UK National Cente or the Replacement, Refinement & Reduction

onthe Development of a Cell-based Assay.
Morgane Gesquiere, UCB.

|Auditing AuditTrai - QA v ac
|Apostal Todoroveki, GMP Insiders
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