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Start of the meeting = 10:30 (coffee) and 11:00 (actual start)
Lunch and (quick) coffee around 12:30 and 15:00
End of the meeting = 16:00

1. Introduction on IVDR and the Journey of the EBF since 2020 (ca. 45 min), 
incl. Feedback and take-home messages
a. Philip Timmerman, EBF
b. Matthew Barfield, on behalf of the EBF
c. Learnings from previous roadshows and EBF interactions with regulators

2. Case studies
a. Two Case studies, providing a representative example of the challenges

3. Discussion (integrated in the discussion of the case study) & actions
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Round 1
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Round 2
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The (very) visible Open Symposium, Focus 
Workshops, Training Days, YSS

The (less) visible: internal discussions
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Training

10th YSS    OPEN UP – Explore, Transform, Inovate

16-17 May 2024

9th YSS    It’s the New Dawn

11-12 May 2023

8th YSS    Into the Roaring Twenties

18-19 May 2022

7th YSS    Reconnecting after quarentine

10-11 June 2021

6th YSS    Future-proofing Bioanalysis – Contributing to a sustainable world

24-25 September 2020

5th YSS    To Bioanalysis and Beyond!

21-22 March 2019

4th YSS    The BioA Brain: Embracing new ideas

15-16 March 2018

3rd YSS    In Unity Lies Power; Building a Better Bioanalytical World Together

15-Dec-16

2nd YSS    Future of Bioanalysis… A Bridge between Industry and Academia

17-Nov-15

1st YSS    Unleashing the future

18-Nov-14

2024 Focus Workshop: IVDR – Our next Challenge

Malaga, Spain

2023 Focus Workshop: Challenging the Current Paradigm for ADA Testing

Malaga, Spain

Focus Workshop:

Scientific, Regulatory and Technology Challenges

in the Development of Oligonucleotide and Peptide Drugs

Malaga, Spain

2022 Focus Workshop: Biomarkers/CoU – Sharing Experience through Examples

Malaga, Spain

Focus Workshop: Managing GCP in Regulated Bioanalysis

Malaga, Spain

Focus Workshop: Points to Consider on Cut Points

Cyberspace

2021 Focus Workshop: Peptide/Protein Analysis with LC-MS/MS

Cyberspace

Focus Workshop: Spotlight on (Ligand Binding 

& cell-based Assays and Automation) TECHNOLOGY

Cyberspace

Focus Workshop: Biomarkers/CoU – Case Studies Dissected

Cyberspace

2020 Cell & Gene Therapy Training Day

Cyberspace

Biomarkers in Pharma R&D – A roadmap from Context of Use to Using the data

Cyberspace

2019 Biomarker Assay Validation – Bringing Context of Use into practice

Malaga, Spain

ICH M10 – Public consultation & Industry Feedback 

Towards a Science based Global Bioanalytical Guidline

Barcelona, Spain

2018 Today’s challenges and solutions in assessing immunogenicity in patients 

Lisbon, Portugal

New Modalities and Novel Concepts in Bioanalysis

Lisbon, Portugal

2017 Industry input into ICH M10: 

Experimental data as the cornerstone for a science driven bioanalytical guideline

Lisbon, Portugal

Bioanalytical Strategies for Large Molecules in Modern Drug Development:  

LBA and LC-MS united

Lisbon, Portugal

2016 Current analysis of immunogenicity – Best Practices and Regulatory Hurdles

Lisbon, Portugal

Bringing Assay Validation and Analysis of Biomarkers into Practice

Lisbon, Portugal

2015 The ‘W4’ of Metabolite profiling and quantification strategies in drug R&D:

When, What, Why and Who?

Brussels, Belgium

Optimizing the Pharma CRO scientific interface in bioanalysis

Brussels, Belgium

2012 Hatching

Brussels, Belgium

2011 Large meets Small

Brussels, Belgium

2010 Connecting Strategies on Dried Blood Spots

Brussels, Belgium

16th OS    Science – Winning the Race

15-17 November 2023

ICH M10 Workshop    One year into ICH M10

14-Nov-23

15th OS    The Bioanalytical Compass – Navigating to our True North

16-18 November 2022

ICH M10 Workshop    Towards harmonised implementation of the ICH M10 Guideline

15-Nov-22

14th OS    Science – Our Universal Language

24-26 November 2021

13th OS    Cyberspace – Staying Connected

17-20 November 2020

12th OS    Imagine! – A New Bioanalytical Earthrise

20-22 November 2019

11th OS    Raise the Anchor – Set Sail for Science

21-23 November 2018

10th OS    10 – A New Journey begins

15-17 November 2017

9th OS    Reaching Utopia – The Kaleidoscope of Bioanalysis

16-18 November 2016

8th OS    Into New Territories – Explore, Learn and Apply

18-20 November 2015

7th OS    Beyond the Horizon – Painting a new landscape

19-21 November 2014

6th OS    Moving Forward Together

20-22 November 2013

5th OS    Old Battles and New Horizons

14-16 November 2012

4th OS    Less is More

16-18 November 2011

3rd OS    From Challenges to Solutions

1-3 December 2010

2nd OS    The Broadening Scope of Validation

2-4 December 2009

1st OS    Burning issues in Bioanalysis

1-2 December 2008

2021 Training Day: managing the Practical Aspects of Immunogenicity

Cyberspace

2018 Training day: Critical reagents for LBA

Lisbon, Portugal

2017 Training day: 

Bringing ADC into Practice

Lisbon, Portugal

2014 China Days – Meet the Dragon

Berlin, Germany

YSS OpenSpring Autumn
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Publications

➢ Since 2009, the EBF has published over 100 papers covering virtually all 
strategic and scientific aspects of regulated bioanalysis.

➢ Often ahead of the curve, EBF publications have provided a safe, collaborative 
space for early discussions on topics such as harmonisation, CoU for 
biomarkers, microsampling, ADA and ISR, metabolite quantification, lean 
validation, and the e-environment for bioanalysis.

➢ As an independent, peer-driven forum, free from single-company or regulatory 
bias, the EBF ensures most papers are made freely available.

 Full list: https://e-b-f.eu/wp-content/uploads/2024/10/EBF-publication-list-
October-2024.pdf
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TrainingPublications
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EBF has always been at the forefront of industry discussions…

o Value and place of DBS (2008)

o Challenge guideline-scope to focus on science and patient needs (2008)

o ADA guidelines (2009)

o Hybrid assays (2010)

o GCP for Bioanalysis (2011)

o Harmonisation of guidelines / ICH M10 (2011)

o BM Assay Validation & Contect of Use (2011)

o E-environment (2014)

o IVDR for Bioanalysis (2023, 2025)

o …

14

Publications Training



EBF Publication list – updated November 2024

96 Moving into the cloud: a summary from a European Bioanalysis forum workshop on introducing cloud applications in bioanalytical laboratories

Cecilia Arfvidsson, Katja Zeiser, Lars-Ole Andresen, David Van Bedaf, Harm Buddiger, Christopher Jones, Werner 

Schauerte, Jens Sigh, Milan Vagaday & Philip Timmerman

Bioanalysis
Meeting Report | Published Online: 30 Oct 2024 | Views: 309

95 Perspective on LC-MS(/MS) for biotherapeutic and biomarker proteins in research and regulated Bioanalysis: a consolidation of more than a 
decade of experience across the European Bioanalysis Forum community (Part 1: “The What”)

Amanda Wilson, Mark Jean Gnoth, Nico van de Merbel, Peter Blattmann, Benno Ingelse, Gregor Jordan, Fabrizia 

Fusetti, Michael Blackburn, Sune Hove Sporring, Iain Love, Stephane Muccio, Matthew Barfield, Rob 

Wheller & Philip TimmermanBioanalysis
Comment | Published Online: 06 Nov 2024 | Views: 283

94 Perspective on LC-MS(/MS) for biotherapeutic and biomarker proteins in research and regulated Bioanalysis: a consolidation of more than a 
decade of experience across the European Bioanalysis Forum community (Part 2: “The How”)

Nico van de Merbel, Mark Jean Gnoth, Amanda Wilson, Peter Blattmann, Benno Ingelse, Gregor Jordan, Fabrizia 

Fusetti, Michael Blackburn, Sune Hove Sporring, Iain Love, Stephane Muccio, Matthew Barfield, Rob 

Wheller & Philip TimmermanBioanalysis
Comment | Published Online: 06 Nov 2024 | Views: 330

93 The use of surrogate matrices in bioanalytical preclinical safety testing using chromatographic methods: a recommendation from the 
European Bioanalysis forum

Lee Goodwin, Stuart McDougall, Mark Jean Gnoth, Daniel Mascher, Luca Ferrari, Robert Wheller, Hayley 

Hawthorne, Josep-Maria Jansat, Joerg Faber, Peter Huber, Alessandro Greco, Lars F Eggers, Matthias Sury, Jens-

Jakob Karlsson, Sune Hove Sporring, Susanne Globig, Nico van de Merbel & Philip Timmerman

Bioanalysis
Report | Published Online: 23 Oct 2024 | Views: 818

92 Re-thinking the current paradigm for clinical immunogenicity assessment: an update from the discussion in the 

European Bioanalysis Forum

Joanne Goodman, Kyra J Cowan, Michaela Golob, Robert Nelson, Daniel Baltrukonis, Karien Bloem, Brendy Van 

Butsel, Lysie Champion, John Cook, Minh Dang, Desislava Galeva, Davide Guerrieri, Gregor Jordan, Carsten 

Krantz, Ching-Hai Lai, Toralf Roch, Adriano Luis Soares de Souza, Lauren Stevenson, Luis Perez Tosar, Foka 

Venema, Hanna Widmaier & Philip Timmerman

Bioanalysis

Report | Published Online: 09 Aug 2024 | Views: 2900 | Citations: 2

91 A European Bioanalysis Forum recommendation for requiring a context-of-use statement for successful development 

and validation of biomarker assays

Kyra J Cowan, Ulrich Kunz, Peter Blattmann, Pratiksha Gulati, Richard Hughes, Lene Andersen, Joanne 

Goodman, Frazer Lambert, James Lawrence, Daniel Thwaites, Michaela Golob, Robert Nelson & Philip Timmerman

Bioanalysis, Volume 16, 2024 - Issue 16

Report | Published Online: 05 Aug 2024 | Views: 1738 | Citations: 1

90 The European Bioanalysis Forum recommendation on establishing appropriate drug tolerance levels in antidrug 

antibody assays
Kyra J Cowan, Lysie Champion, Daniel Dyer, Morten Funch Carlsen, Laura Geary, Jean-Christophe Genin, Michaela 

Golob, Joanne Goodman, Arno Kromminga, Rob Nelson, Heather Revell, Martin Rieger, Ortwin Van de Vyver, Foka 

Venema & Philip TimmermanBioanalysis

Report | Published Online: 05 Aug 2024 | Views: 1295

89 Feedback from the Science Café roundtables at the ninth European Bioanalysis Forum Young Scientist Symposium: 

optimizing the work–life balance in a bioanalytical laboratory

Eva Hanckmann, Paul Heads, Kyriel Pineault, Claire Szuster, Katja Zeiser, James Beecroft, Mariana Carneiro Da 

Cunha, Brian Dan, Liesl Heughebaert, Dean Hogan, Cathy Jacobs, Juel Maalouli Schaar, Lorenzo Marincich, Francesca 

Minelli, Bodrul Noor, Marie Reille-Seroussi, Amelia Roberts, Lisa Seavers, Manca Spendal, Harriet Thomas, Joury van't 

Klooster, Elien Van Nuffel, Lisa Wolter & Philip Timmerman

Bioanalysis, Volume 16, 2024 - Issue 12

Report | Published Online: 09 May 2024 | Views: 600

88 The challenges for implementing Good Clinical Practices in the bioanalytical laboratory: a discussion paper from the 

European Bioanalysis Forum

Philip Timmerman, Tsvetelina Ivanova, Cecilia Arfvidsson, Matthew Barfield, Floris Bove, Lea Dalby Brown, Jo 

Goodman, Stuart McDougall, Lee Monk & Steve White

Bioanalysis, Volume 16, 2024 - Issue 13

Report | Published Online: 26 Mar 2024 | Views: 2269

87 Recommendations and Feedback from the European Bioanalysis Forum Workshop: 1 Year Into ICH M10 – Keeping Our 

Finger on the Pulse

Philip Timmerman, Matthew Barfield, Enric Bertran Portabella, Salvatore Calogero, Kyra Cowan, Jörg Faber, Luca 

Ferrari, Michaela Golob, Jo Goodman, Lee Goodwin, Mark Jean Gnoth, Richard Hughes, Tsvetelina Ivanova, Gregor 

Jordan, Anna Laurén, Delphine Maux, Stuart McDougall, Petya Milushewa, Robert Nelson, Gwenda Pynaert, Kamil 

Sklodowski, Rebecca Sleigh, Petra Struwe, Tom Verhaeghe, Robert Wheller, Steve White & Katja Zeiser

Bioanalysis, Volume 16, 2024 - Issue 5

Discussion | Published Online: 05 Feb 2024 | Views: 3025

86 Finding our way in the In Vitro Diagnostic Medical Devices Regulation: A Discussion Paper from the European 

Bioanalysis ForumPhilip Timmerman, Anna Laurén, Robert Nelson & Matthew Barfield

Bioanalysis, Volume 16, 2024 - Issue 3

Editorial | Published Online: 10 Jan 2024 | Views: 1088

85 Immunocapture LC–MS(/MS) Assays for Biotherapeutic and Biomarker Proteins: The European Bioanalysis Forum 

Continuing Discussions on Scientific and Regulatory Challenges

Matthew Barfield, Michael Blackburn, Peter Blattmann, Benno Ingelse, Gregor Jordan, Fabrizia Fusetti, Mark J 

Gnoth, Sune H Sporring, Iain Love, Stephane Muccio, Nico van de Merbel, Rob Wheller, Amanda Wilson & Philip 

TimmermanBioanalysis, Volume 15, 2023 - Issue 9

Discussion | Published Online: 15 Jun 2023 | Views: 1451

84 Feedback from the 8th European Bioanalysis Forum Young Scientist Symposium

Liesl Heughebaert, Adam Williams, Amelia Roberts, Cathy Jacobs, Claire Szuster, Connor Walker, Elien Van 

Nuffel, Esme Atkin, Francesca Minelli, Kate Groves, Katherine Sime, Katia Zeiser, Michele Protti, Lea Wagmann, Oscar 

Knight, Robert Stewart, Rosie Penford, Salvatore Calogero & Philip Timmerman

Bioanalysis, Volume 14, 2022 - Issue 23

Meeting Report | Published Online: 03 Feb 2023 | Views: 832

83 Conference Report from the European Bioanalysis Forum Workshop: toward harmonized implementation of the ICH M10 

guideline
Philip Timmerman, Matthew Barfield, Kyra Cowan, Luca Ferrari, Michaela Golob, Joanne Goodman, Morten Kall, Anna 

Laurén, Iain Love, Stuart McDougall, Robert Nelson, Gwenda Pynaert, Roland F Staack, Tom Verhaeghe & Steve White

Bioanalysis, Volume 14, 2022 - Issue 22

Meeting Report | Published Online: 27 Jan 2023 | Views: 1393 | Citations: 2

82 Quantitative polymerase chain reaction in the bioanalytical laboratory and technical and scientific considerations for 

nonclinical and clinical assay characterization, validation and sample analysis

Anna Laurén, Manuela Braun, Chiara Cazzin, Kelly Colleti, Chris Cox, Lisa Dietz, Thomas Emrich, Kristin Geddes, Kate 

Herr, Tracy Iles, Alexandra Rogue, Yvan Verlinden & Philip Timmerman

Bioanalysis, Volume 14, 2022 - Issue 16

Discussion | Published Online: 20 Sep 2022 | Views: 2110

81 Biomarker Context-Of-Use: How Organizational Design Can Impact the Implementation of the Appropriate Biomarker 

Assay Strategy
Kyra J Cowan, Michaela Golob, Joanne Goodman, Anna Laurén, Lene Andersen, Philip De Decker, Lien 

Dejager, Marianne Scheel Fjording, Peter Groenen, Renaud Jasnowski, Nicole Justies, Matti Kimberg, Ulrich 

Kunz, James Lawrence, Mario Richter, Laetitia Sordé, Radboud van Trigt, Laurent Vermet, Alessandra Vitaliti, Michael 

Wright & Philip Timmerman
Bioanalysis, Volume 14, 2022 - Issue 13

Discussion | Published Online: 29 Jul 2022 | Views: 2453

80 Applying Contextofuse to Quantitative Polymerase Chain Reaction Method Validation and Analysis: A Recommendation 

From the European Bioanalysis Forum

Anna Laurén, Manuela Braun, Paul Byrne, Chiara Cazzin, Kelly Colletti, Chris Cox, Lisa Dietz, Thomas Emrich, Kristin 

Geddes, Kate Herr, Tracy Iles, Alexandra Rogue, Yvan Verlinden & Philip Timmerman

Bioanalysis, Volume 13, 2021 - Issue 23

Discussion | Published Online: 28 Oct 2021 | Views: 2623

79 Recommendations and Discussion Points on Immunogenicity, Biomarkers, Automation/Technology and Protein–MS 

From the 2021 European Bioanalysis Forum Focus Workshops

Philip Timmerman, Matthew Barfield, Kyra Cowan, Michaela Golob, Joanne Goodman, Ulrich Kunz, Anna Laurén, Iain 

Love, Robert Nelson, Roland F Staack, Johannes Stanta, Nico van de Merbel & Amanda Wilson

Bioanalysis, Volume 13, 2021 - Issue 19

Meeting Report | Published Online: 04 Oct 2021 | Views: 1063

78 Feedback From the Science Café At the 7Th European Bioanalysis Forum Young Scientist Symposium

Coral Munday, Robin Wördenweber, Adam Williams, Connor Walker, Muriel Smet, Laura Schlicksupp, Mathias 

Salger, Michele Protti, Jessica McGregor, Tessa McDonald, Camilla Marasca, Terence Hetzel, Cara Gunning, Liesl 

Heughebaert, Ian Dawson, Salvatore Calogero & Philip Timmerman

Bioanalysis, Volume 13, 2021 - Issue 24

Meeting Report | Published Online: 13 Sep 2021 | Views: 930 | Citations: 1

77 A Brave New World?

Philip Timmerman

Bioanalysis, Volume 13, 2021 - Issue 15

Editorial | Published Online: 06 Aug 2021 | Views: 744 | Citations: 1

76 Feedback from the Sixth European Bioanalysis Forum Young Scientist Symposium

Lisa Delahaye, Salvatore Calogero, Cara Gunning, Terence Hetzel, Tessa McDonald, Coral Munday, Michele 

Protti, Mathias Salger, Laura Schlicksupp, Bas Sleumer, Connor Walker, Adam Williams, Robin Wördenweber & Philip 

TimmermanBioanalysis, Volume 13, 2021 - Issue 9

Meeting Report | Published Online: 15 Apr 2021 | Views: 1034

75 A Strategic Approach to Nonclinical Immunogenicity Assessment: A Recommendation from the European Bioanalysis 

Forum
Anna Laurén, Joanne Goodman, Jonas Blaes, John Cook, Kyra J Cowan, Madeleine Dahlbäck, Joanna Grudzinska-

Goebel, Deborah McManus, Robert Nelson, Susanne Pihl & Philip Timmerman

Bioanalysis, Volume 13, 2021 - Issue 7

Discussion | Published Online: 17 Mar 2021 | Views: 8909 | Citations: 6

74 Feedback from the Science Café from the Sixth European Bioanalysis Forum Young Scientist Symposium

Salvatore Calogero, Lisa Delahaye, Cara Gunning, Terence Hetzel, Tessa McDonald, Coral Munday, Michele 

Protti, Mathias Salger, Laura Schlicksupp, Bas Sleumer, Connor Walker, Adam Williams, Robin Wördenweber & Philip 

Timmerman
Bioanalysis, Volume 13, 2021 - Issue 3

Meeting Report | Published Online: 04 Feb 2021 | Views: 1377

73 Update to the European Bioanalysis Forum Recommendation on Biomarkers Assays; Bringing Context of Use Into 

Practice
Joanne Goodman, Kyra J Cowan, Michaela Golob, Lars Karlsson, Ulrich Kunz, Robert Nelson, Hans Ulrichts, Lauren 

Stevenson, Linda Terry & Philip Timmerman

Bioanalysis, Volume 12, 2020 - Issue 20

Discussion | Published Online: 07 Oct 2020 | Views: 4205

72 Improving Data Integrity in Regulated Bioanalysis: Proposal for A Generic Data Transfer Process for LC–MS from the 

European Bioanalysis Forum

Cecilia Arfvidsson, David Van Bedaf, Susanne Globig, Magnus Knutsson, Mark Lewis, Stuart McDougall, Marco 

Michi & Philip Timmerman

Bioanalysis, Volume 12, 2020 - Issue 14

Discussion | Published Online: 24 Jul 2020 | Views: 2732

71 European Bioanalysis Forum Feedback on Draft ICH M10 Guideline on Bioanalytical Method Validation During the Step 

2b Public Consultation Period

Philip Timmerman, Joanne Goodman, Michaela Golob, Tobias Haslberger, Magnus Knutsson, Robert Nelson, Tom 

Verhaeghe & Steve White

Bioanalysis, Volume 12, 2020 - Issue sup6

Published Online: 23 Apr 2020 | Views: 3345

70 European Bioanalysis Forum Recommendation on Singlicate Analysis for Ligand Binding Assays: Time for a New 

Mindset
Matthew Barfield, Joanne Goodman, John Hood & Philip Timmerman

Bioanalysis, Volume 12, 2020 - Issue 5

Discussion | Published Online: 24 Jan 2020 | Views: 3530

69 EBF Recommendation on Practical Management of Critical Reagents for Antidrug Antibody Ligand-Binding Assays

Susanne Pihl, Barry W A van der Strate, Michaela Golob, Janka Ryding, Laurent Vermet, Birgit Jaitner, Joanne 

Goodman & Philip Timmerman

Bioanalysis, Volume 11, 2019 - Issue 19

Discussion | Published Online: 28 Oct 2019 | Views: 4292

68 Feedback from the Fifth European Bioanalysis Forum Young Scientist Symposium

Michele Protti, Toon Babylon, Lisa Delahaye, Jörg Faber, Christopher Fox, Farjana Mahammed, Laura Mercolini, Tessa 

McDonald, Mathias Salger, Alexandra Vantcheva & Philip Timmerman

Bioanalysis, Volume 11, 2019 - Issue 16

Meeting Report | Published Online: 12 Sep 2019 | Views: 1123

67 Data Integrity in Regulated Bioanalysis: A Summary from the European Bioanalysis Forum Workshop in Collaboration 

with the MHRACecilia Arfvidsson, David Van Bedaf, Mira Doig, Susanne Globig, Magnus Knutsson, Mark Lewis, Stuart 

McDougall, Marco Michi, Nathalie Mokrzycki & Philip Timmerman

Bioanalysis, Volume 11, 2019 - Issue 13

Meeting Report | Published Online: 27 Aug 2019 | Views: 2197

66 Microsampling for Quantitative Bioanalysis, an Industry Update: Output from an AAPS/EBF Survey

Shefali R Patel, Peter Bryan, Neil Spooner, Philip Timmerman & Enaksha Wickremsinhe

Bioanalysis, Volume 11, 2019 - Issue 7

Review Article | Published Online: 11 Apr 2019 | Views: 5092 | Citations: 1

65 A Note From the European Bioanalysis Forum (EBF)

Philip Timmerman

Bioanalysis, Volume 11, 2019 - Issue 7

Reply | Published Online: 04 Apr 2019 | Views: 987

64 Feedback From the European Bioanalysis Forum Liquid Microsampling Consortium: Capillary Liquid Microsampling and 

Assessment of Homogeneity of the Resultant Samples

Zoe Cobb, Morten Rohde, Iain Love, Valerie Boutet, Katrin Schroeter, Glen Hawthorne, Lieve Dillen, Matthew 

Barfield, Abdullah Kandira, Marion Kranenborgh, Stephen White & Philip Timmerman

Bioanalysis, Volume 11, 2019 - Issue 6

Review Article | Published Online: 11 Apr 2019 | Views: 1373

63 Feedback from the European Bioanalysis Forum Liquid Microsampling Consortium: Microsampling: Assessing Accuracy 

and Precision of Handheld Pipettes and Capillaries

Glen Hawthorne, Lieve Dillen, Matthew Barfield, Zoe Cobb, Abdullah Kandira, Katrin Schroeter, Steve White, Natasha A 

Karp, Iain Love, Valerie Boutet, Morten Rohde, Marion Kranenborgh & Philip Timmerman

Bioanalysis, Volume 11, 2019 - Issue 6

Review Article | Published Online: 11 Apr 2019 | Views: 2545 | Citations: 3

62 European Bioanalysis Forum Recommendation on the Best Practices to Demonstrate Processed Sample Stability

Amanda Wilson, Suzanne Barker, Achim Freisleben, Sirpa Laakso, Ludovicus Staelens, Steve White & Philip 

TimmermanBioanalysis, Volume 11, 2019 - Issue 1

Discussion | Published Online: 26 Nov 2018 | Views: 306

61 Incurred Sample Reproducibility: 10 Years of Experiences: Views and Recommendations from the European Bioanalysis 

Forum
Morten Anders Kall, Marco Michi, Barry van der Strate, Achim Freisleben, Daniela Stoellner & Philip Timmerman

Bioanalysis, Volume 10, 2018 - Issue 21

Discussion | Published Online: 06 Nov 2018 | Views: 4637 | Citations: 1

60 Incurred Sample Reproducibility

Faye Vazvaei & Philip Timmerman

Bioanalysis, Volume 10, 2018 - Issue 21

Introduction | Published Online: 13 Nov 2018 | Views: 981

59 Incurred Sample Reproducibility: What have We Learned and How Can We Build on Our Learnings?

Philip Timmerman

Bioanalysis, Volume 10, 2018 - Issue 21

Editorial | Published Online: 13 Nov 2018 | Views: 181 | Citations: 1

58 Feedback From the Fourth European Bioanalysis Forum Young Scientist Symposium

Sofie Velghe, Laura Mercolini, Ryan McDonagh, Cara Maguire, Farjana Mahammed, Richard Lucey, Ariane 

Kahnt, Godknows Hlatshwayo, Jörg Faber & Philip Timmerman

Bioanalysis, Volume 10, 2018 - Issue 20

Meeting Report | Published Online: 24 Oct 2018 | Views: 761

57 EBF Recommendation on Practical Management of Critical Reagents for PK Ligand-Binding Assays
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Implementation of IVDR has led to misclassification of non-diagnostic PK, 

ADA, and BM-CoU assays used in early clinical research.

EBF has:

➢ Published two papers

1️⃣ Finding our way in the IVDR (2023, discussion paper)
2️⃣ Navigating IVDR Challenges for PK, ADA, and BM assays… (2025, 
recommendation paper)

➢ Conducted a Focus Workshop (Málaga 2024) and Roadshows (2024–

2025) (Round 1: Copenhagen, London, Basel and Frankfurt) 

➢ Identified recurring pain points, i.e. over-interpretation, protocol ambiguity, 

inconsistent national implementation, and unclear “health institution” 

definitions.
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Clinical Development



Us…or the area where we struggle
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Clinical Development



The others…for which IVDR may make sense?
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Antwerp & Basel 2025 Roadshows
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Aim: Move beyond discussion toward concrete case 

studies demonstrating why and how misinterpretation happens — and how it 

affects timelines, enrolment, and compliance.

Audience: ~20–25 participants — BioA, QA, Regulatory, Clinical Ops, 
Pharmacologists, CDx experts, and ideally health authority representatives.

Goal: Add “more meat to the bone”  tangible evidence showing:

• Real examples of unintended IVDR scope inclusion,

• Quantified impact (delays, cost, resource load),
• and cross-functional misunderstanding in protocol design or RA handling.



Current EBF position

➢ IVDR intent = patient protection → supported.

➢ Issue = mis/over-interpretation → not the regulation itself.

➢ Proposal:

– Regulatory exemption for early development non-diagnostic assays.

– Clearer guidance on protocol language and health-institution scope.

– Education and harmonization across EU member states.

– Keep EBF as a neutral, science-driven facilitator.
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Direction for Antwerp (20OCT2025)

“When Evidence Speaks”

Demonstrating the Real-World Impact of IVDR Misinterpretation

Objective

➢ Antwerp’s meeting aims to move beyond discussion into evidence and data. 
Building on the Málaga workshop and 2024–2025 roadshows, the focus is 
to show why the problem exists, using real-world case studies that reveal the 
practical impact of IVDR overinterpretation.

➢ Present and discuss concrete examples of how PK, ADA, and BM-CoU 
assays became unintentionally classified under IVDR, highlighting the resulting 
procedural ambiguity, delays, and inconsistencies across EU member states.

➢ The outcome should be actionable: identify patterns, quantify impact, and 
provide cross-functional validation (QA, RA, Clinical) to strengthen the case 
for regulatory clarification.
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Direction for Basel (230CT2025)

“When Words Bring Assays into Scope”

Theme: “– Preventing IVDR Misclassification through Protocol Clarity”

Objective

➢ Following Antwerp’s evidence-based session (“why we have the problem”), 
Basel aims to tackle the “how to avoid the problem” side — focusing 
on protocol language, cross-functional awareness, and operational 
alignment between BioA, QA, RA, and Clinical functions.

➢ The outcome should be practical: a set of do’s and don’ts, or a guideline 
outline for protocol authors, to reduce accidental IVDR triggers.
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From Antwerp…

➢ New case studies were shared, shedding further light on the issues we face.

➢ We agreed to develop a catalogue of anonymised case studies to illustrate 
these challenges:

–1️⃣ Publication → reference on the EBF conference website, where case 
studies can be uploaded.

–2️⃣ Add a “Roadshow” link under Post-meetings.

– Upload case studies or illustrative (“dummy”) examples to help regulators 
better understand the impact of the IVDR on early clinical development in 
the EU.

➢ We already touched on ‘protocol’ challenges, which remain the key topic of 
today’s discussion.
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“If not in scope, don’t bring it in scope”



Leading to…

➢ An EBF IVDR Team preparing a Focus Workshop to gauge deeper..
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Discussions @ the FW…
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3 pages of 

comments and 
suggestions

Topline summary 

on next slide



Discussion during the round tables – 
Small groups of 6-8 moderated around targetted questions
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Short description of 

the Issue

Impact  in the lab

e.g. on timelines, 

resources

Resolut ion 

e.g. suggest rewording of a 

paragraph in IVDR guideline, 

clarification via Q&A…

Gain 

Tangible gain in addition to cost 

savings.

Impact on (patient) safety 

Round table 1: Impact of IVDR on lab activities

Round table 2: Impact of IVDR on clinical programs
Short description of 

the Issue

Impact  in the lab

e.g. on timelines, 

resources

Resolut ion 

e.g. suggest rewording of a 

paragraph in IVDR guideline, 

clarification via Q&A…

Gain 

Tangible gain  in addition to cost 

savings.

Impact on (patient) safe ty 

14 pages of comments and suggestions



Key Learnings – Málaga Focus Workshop (2024)

1️⃣ Ambiguous protocol language

→ Terms like “supporting clinical decisions” or “assessing eligibility” unintentionally suggest 

diagnostic intent, bringing assays into IVDR scope.

2️⃣ Delays in clinical trials

→ Misinterpretation of scope caused protocol revisions and slow study start-ups, especially in 

oncology and early development.

3️⃣ Limited cross-functional awareness

→ QA, RA, and clinical teams often misunderstood PK, ADA, and BM-CoU assays — 

assuming diagnostic or kit-based intent.

4️⃣ Procedural uncertainty

→ Even when assays were legitimately in scope, labs lacked clear guidance on how to align 

ICH M10 or immunogenicity frameworks with IVDR.

5️⃣ Inconsistent national interpretation

→ Divergent implementation across EU Member States created administrative burden and 

loss of harmonization.
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Leading to EBF Roadshows
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Leading to Publication 2 
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EBF Roadshows – Turning Insight into Action (2024–2025)

1️⃣ Clarify scope through protocol awareness

→ Develop cross-functional guidance on wording and intent in clinical 
protocols.

→ Avoid language that implies patient-management or diagnostic use.

→ Plan a hands-on workshop (Basel) to translate these learnings into practical 
examples.

2️⃣ Engage regulators for proportional application

→ Advocate for a regulatory exemption for non-diagnostic PK, ADA, and BM-
CoU assays used in early clinical development.

→ Promote harmonized interpretation across EU Member States.

→ Maintain dialogue with MDCG and national authorities to ensure alignment 
with IVDR’s true intent.
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Leading to Roadshows II

➢ Here we are…
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Preserve patient protection while 
enabling efficient, science-based early 

clinical research.
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Contact us: info@e-b-f.eu 

More information on the EBF: www.e-b-f.eu 
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http://www.e-b-f.eu/
http://www.e-b-f.eu/
http://www.e-b-f.eu/
http://www.e-b-f.eu/
http://www.e-b-f.eu/
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