
Collaboration to Harmonise the Assessment of Next Generation Evidence 

(CHANGE) – 59th Focal Point Meeting 24-25 September 2025



Background: Changing/improving a system

The ongoing shift of the regulatory toxicology system –
from «traditional» to «next generation» evidence

New Approach Methods: NAMs
- Computational modelling 

methods
- High throughput screening

- Tissue/organ engineering 
(human-on-a-chip)

- Cell cultures

- ...

Overall goal: protect 
human health and 
the environment



Background: Changing a system

• Implementing the effective use of NAMs in regulatory toxicology has proven to be challenging

• Efforts to facilitate the change frequently focus on singular specific aspects driving or inhibiting the uptake of 
NAMs 

• CHANGE: takes a system-thinking approach to identify interventions for the effective use of NAMs 



Aim: Design interventions 
for the effective use of NAMs 
in the regulatory toxicology 

system

System thinking approach

Interdisciplinary, 

cross-sectorial

3 Phases
(Explore, Reflect, Design)

Data collection in workshops

People in all parts of the
regulatory toxicology system

Project period

2023-2026
VKM, EBTC, EFSA

CHANGE project

Effective use of NAMs
• A system prioritising  NAMs that offer actionable evidence (i.e., a scientific basis for health-protective actions), 

improvements to the status quo, or other benefits. 
• Not prioritising NAMs that are not reproducible, are inefficient, or do not have a ready fit-for-purpose application.



Project team and Advisory Board
Project team 

• Heather Ames, NIPH

• Angela Bearth, HF Partners, Switzerland

• Sebastian Hoffmann, EBTC, Johns Hopkins University, USA

• Trine Husøy, NIPH

• Lowenna Jones, University of Sheffield, UK

• Birgit Kopainsky, University of Bergen

• Gro Mathisen, VKM, NIPH

• Gisle Solstad, VKM, NIPH

• Camilla Svendsen, NIPH

• Gunn Vist, NIPH

• Paul Whaley, Lancaster University, UK



CHANGE: Co-creation and co-financing

• About 115 individuals from about 65 institutions in 24 countries worldwide (Asia, Oceania, 
North America, South America, Europa) have been actively involved = Considerable
and consistent own-contribution
• Through Convening Committee, Advisory Board, the 2024 and 2025 workshops, and the Project team.

• 16 EFSA article 36 institutions from 13 Member States
• EFSA, ECHA, JRC, EC, OECD



System thinking

A holistic approach to describing the 
interactive relationships between 
components inside a system as well 
as influences from outside the system



System thinking approach

Designing interventions more likely to have a 
positive impact on the whole system, rather 

than just treating isolated symptoms.

Avoid potential unintended consequences

Understand how various parts of a system 
interact and influence each other 

(map the system factors)

Identify the underlying structures and 
feedback loops that drive system behavior

EVENTS

PATTERNS

STRUCTURESystem factors: Aspects of the 
regulatory toxicology system in which 
NAMs are developed and NAM-data 
is collected, interpreted and acted on



The CHANGE project

CHANGE Phase 1 Explore (2024)

• Map the system based on people's experience, assumptions, values and beliefs
• Identify system factors that facilitate or inhibit use of NAMs 
• Identify how system factors interact and form the system

CHANGE Phase 2 Reflect (2025)
Challenge and refine the outcome of Phase 1 

CHANGE Phase 3 Design (2026)
Design interventions for more effective use of NAMs in the regulatory toxicology 
system

System factors are 
hidden within the 

lived experiences of 
people working 
within a system

Use the experience of actors working in or around the system to 
identify system factors and relationships between the factors, 
and use this as the starting point for designing interventions



CHANGE Phase 1 Explore (2024)

Workshops with experts representing major actors 
from the global regulatory toxicology system

Storytelling 
(experiences, beliefs)

Record Transcribe Code
Thematic 
analysis

Develop initial theory of how the system works around NAMs
Develop an initial system map based on the theory 

More than 250 
anecdotes

System factors are hidden 
within the lived experiences of 
people working within a system

Bearth et al. (Accepted): Exploring Experiences of the Regulatory Toxicology System – System-Level Promoters and Inhibitors of New Approach Methodologies



Explore (2025) system map



Explore (2024) system map backbone

Taps are opened or closed by system factors



Example: Multiple effects of a single system factor



Example: Multiple 
system factors
affecting a single 
tap



CHANGE Phase 2 Reflect (2025)

Workshop with experts representing major actors 
from the global regulatory toxicology system

Hypotheses about how the

system works (51)
Collect feedback Analyse

Improve the theory of how the system works around NAMs
Improve the backbone and the system map

Group discussions and workbooks
• Creating more promising NAMs 
• Making NAMs accepted and accessible
• Understanding and using evidence from NAMs in regulation

Challenge the outcome phase 1
(initial theory, system map)



Workshop 2 in Oslo 24-26 June 2025

• 47 participants + project team
• Using same format as workshop 1 – see these publications:

• Improving how we use workshops when solving complex research problems: reflections from 
the CHANGE project

• How to organise a successful toxicology workshop? A participant perspective on the 
Collaboration to Harmonise the Assessment of Next Generation Evidence (CHANGE) workshop 
in Oslo, 18–20 June 2024

Improving%20how%20we%20use%20workshops%20when%20solving%20complex%20research%20problems:%20reflections%20from%20the%20CHANGE%20project
Improving%20how%20we%20use%20workshops%20when%20solving%20complex%20research%20problems:%20reflections%20from%20the%20CHANGE%20project
Improving%20how%20we%20use%20workshops%20when%20solving%20complex%20research%20problems:%20reflections%20from%20the%20CHANGE%20project
https://link.springer.com/article/10.1007/s00204-025-04064-6
https://link.springer.com/article/10.1007/s00204-025-04064-6
https://link.springer.com/article/10.1007/s00204-025-04064-6
https://link.springer.com/article/10.1007/s00204-025-04064-6
https://link.springer.com/article/10.1007/s00204-025-04064-6
https://link.springer.com/article/10.1007/s00204-025-04064-6
https://link.springer.com/article/10.1007/s00204-025-04064-6
https://link.springer.com/article/10.1007/s00204-025-04064-6
https://link.springer.com/article/10.1007/s00204-025-04064-6
https://link.springer.com/article/10.1007/s00204-025-04064-6


Participants in the 
workshops 

• Risk managers

• Risk assessors

• Industry

• Researchers

Success factors

• Appropriate balance of risk managers, risk 
assessors and researchers 

• Broad international participation from all sectors

• High-level participation

• Involvement of social sciences 



Workshop 2 - Program
Time (CEST) June 24

12.00-13.00 Registration  an d lunch

13.00-13.10
Welcome

Plenum

13.10-13.25
Pr actical informatio n fo r the wor kshop

Plenum

13.25-13.50

Introductio n to the CHANGE project: 

CHANGE Ph ase 1 (“ Explore”), CHANGE Phase 2 (“Reflect”)

Plenum

13.50-14.10
Using diagr ams to visualise the dynamics of a system 

Plenum

14.10-14.50

Introductio n to the co nceptual too ls u sed in the worksho p:

• The co ncept of “ Effectiv e u se of NAMs in the regu latory  to xicolo gy 
system” 

• The system diagr am p resenting the outcome of the “Ex plor e” 
workshop

Small group discussio ns

14.50-15.20 Break

15.20-15.45
Introductio n to the wor kshop appro ach es and discussion theme 1: “Making 
NAM s accepted and accessible”
Plenum

15.45-16.45
Theme 1: “Making NAMs accepted  an d accessib le”
Small group discussio ns

16.45-17.00 Break

17.00-17.50
Theme 1: “M aking NAMs accepted  an d accessib le”
Large group discussio n (fishbowl)

17.50-18.25

Art gallery
• Fill in workbook for  th eme 1: “Making NAMs accepted  an d 

accessible”
• Add feedback to poster s in the art gallery
Person al reflectio ns

18.25-18.30
End  th e d ay
Plenum

18.30 Dinner at the venue

Time 
(CEST)

JUNE 25

08.45-09.00 Arrival

09.00-09.05
Welcome, introduction to day 2

Plenum

09.05-09.15
Introduction to discussion theme 2: “Creating more 
promising NAMs”
Plenum

09.15-10.15
Theme 2: “Creating more promising NAMs”
Small group discussions

10.15-11.15

Keynote
‘Making NAMs Usable: Thinking about Values in Science’

Kevin Elliott, Michigan State University

Plenum
11.15-11.45 Break

11.45-12.35
Theme 2: “Creating more promising NAMs”

Large group discussion (fishbowl)

12.35-13.15

Art gallery
• Fill in workbook for theme 2: “Creating more 

promising NAMs”
• Add feedback to posters in the art gallery
Personal reflections

13.15-14.15 Lunch at the venue

14.15-14.25
Introduction to discussion theme 3: “Understanding and 
using evidence from NAMs in regulation” 
Plenum

14.25-15.25
Theme 3: “Understanding and using evidence from 
NAMs in regulation” 
Small group discussions

15.30-16.00
Reflection and end the day
Plenum

19:00 Dinner at Havsmak

https://www.visitoslo.com/en/product/?tlp=6231013&name=Havsmak


Workshop 2 - Program

Time (CEST) June 26
08.45-09.00 Arrival

09.00-09.15
Welcome, summary of day 1 and day 2 and introduction to day 3

Plenum

09.15-09.30

Participant meeting report

Anne Kienhuis, National Institute for Public Health and the Environment (RIVM) &Michael Guy Diemar, 3Rs 
Management and Consulting Aps

Plenum

09.30-10.20
Theme 3: “Understanding and using evidence from NAMs in regulation” 
Large group discussion (fishbowl)

10.20-10.45 Break
10.45-10.55 Introduction to the art gallery / drop-box

Plenum
10.55-11.45 Art gallery

• Fill in workbook for theme 3: “Understanding and using evidence from NAMs in regulation”
• Add feedback to posters in the art gallery
• Drop-box of things for more discussion, missing, etc.
Personal reflections

11.45-13.00 • Review drop-box
• Summary of the “Explore” and the “Reflect” phases, next steps, and closing of workshop.
• Evaluation survey

Plenum 
13.00-14.00 Lunch at the venue



CHANGE Phase 2 
Reflect (2025)

Hypothesis based on the system map (example), ratings collected in workbooks

• Funding is structured in a way that does not support the popularisation and validation of promising NAMs.

• The actors who make the discovery are not necessarily the actors who should do the popularisation and validation.

Strongly disagree
(%)

Disagree
(%)

Agree  
(%)

Strongly agree
(%)

Do not know
(%)

0 5 48 40 7

Strongly disagree
(%)

Disagree
(%)

Agree  
(%)

Strongly agree
(%)

Do not know
(%)

0 11 70 18 0



Workshop 2 - Evaluation



Workshop 2 - Evaluation



Workshop 2 - Evaluation



Workshop 2 - Evaluation



Workshop 2 - Evaluation



Workshop 2 - Evaluation



Way ahead: Several milestones to follow

• Possible follow-up with online workshops

• Data preparation and analysis

• Preparing for the last workshop in Oslo in June 2027: Design 



CHANGE: Use of AI

• The project uses extensively AI, both in the data capture and data analysis

• Data capture: Whisper (OpenAI) is used to generate high quality transcripts from the

workshop’s recordings.

• Data analysis: ATLAS.ti is used to carry out a two-step coding (inductive freestyle coding

& flexible deductive coding) and thematic analysis.

• Cooperation with NIEHS, USA – Exploring the use of LLMs to validate and enhance 

coding and thematic analysis, including comparisons between human- and LLM-applied 

codes.



Next workshop, CHANGE website and publications

• Next workshop: In Oslo,  23 – 25 June 2026

• VKM CHANGE-website

• Time for CHANGE: system-level interventions for bringing forward the date of effective use of NAMs in 
regulatory toxicology

• Improving how we use workshops when solving complex research problems: reflections from the 
CHANGE project 

• How to organise a successful toxicology workshop? A participant perspective on the Collaboration to 
Harmonise the Assessment of Next Generation Evidence (CHANGE) workshop in Oslo, 18–20 June 
2024

• Exploring experiences of the regulatory toxicology system: system-level promoters and inhibitors of 
new approach methodologies

https://vkm.no/english/change/collaborationtoharmonisetheassessmentofnextgenerationevidence/projectdescription.4.10cb789618ced0705995b3.html
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CHANGE website and publications

• VKM CHANGE-website

• Time for CHANGE: system-level interventions for bringing forward the date of effective use of NAMs in 
regulatory toxicology

• Improving how we use workshops when solving complex research problems: reflections from the 
CHANGE project 

• How to organise a successful toxicology workshop? A participant perspective on the Collaboration to 
Harmonise the Assessment of Next Generation Evidence (CHANGE) workshop in Oslo, 18–20 June 
2024

• Exploring experiences of the regulatory toxicology system: system-level promoters and inhibitors of 
new approach methodologies

https://vkm.no/english/change/collaborationtoharmonisetheassessmentofnextgenerationevidence/projectdescription.4.10cb789618ced0705995b3.html
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The CHANGE project

Collaboration to Harmonise the 
Assessment of Next Generation Evidence

Project webpage Editorial
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