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‘Traditional’ Risk Assessment

‘Next Generation’ Risk Assessment

2007

2021

e.g. Berggren et al (2017) Computational Toxicology 4, 31-44

NGRA paradigm shift is underway
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For Cosmetics, transition to Animal-Free Safety Assessment has been accelerated 
by animal testing bans but there’s plenty left to do to end animal testing globally

https://www.afsacollaboration.org/cosmetics-global-regulatory-alignment/

https://www.afsacollaboration.org/cosmetics-global-regulatory-alignment/
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Transition to Animal-free Safety Assessment for Cosmetics 
= non-animal NAMs and NGRA approaches accepted for Cosmetic Safety 
Assessment & Cosmetic Ingredient registration 

Acceptance and/or Education & 
Training challenges:
• Skin & Eye Irritation
• Genetic Toxicity
• Skin Sensitization

Scientific, Acceptance and 
Education & Training challenges:
• Systemic Exposure & Effects 

(including DART)
• Carcinogenicity
• Occupational Safety
• Environmental Exposure & 

Fate, Effects 

https://www.iccr-cosmetics.org//downloads/topics/iccr_integrated_strategies_for_safety_assessment_of_cosmetic_ingredients_part_2.pdf

https://www.iccr-cosmetics.org/downloads/topics/iccr_integrated_strategies_for_safety_assessment_of_cosmetic_ingredients_part_2.pdf


NGRA principles & NGRA frameworks for Systemic Safety & Skin Sensitization 
have created a common language for scientific dialogue on regulatory use
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Cosmetic NGRA/Integrated Approach for Testing & Assessment (IATA) case 
studies are an important tool for facilitating scientific dialogue with regulators

Phenoxyethanol NGRA 
OECD IATA case study –

Oct 2021 

Caffeine NGRA OECD 
IATA case study –

Sept 2020

Propylparabens NGRA 
OECD IATA case study 

– Sept 2020



In parallel, increasing global consensus within chemical regulators on value of 
similar NAM toolboxes for screening, hazard characterisation & risk assessment 



Opportunity to accelerate chemical transition to non-animal safety assessment 
through learning from cosmetic experience (The Good, the Bad & the Ugly)
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New global, 
multi-stakeholder

organization launched in 
February 2023

Dedicated to advancing animal-

free safety assessments for 

cosmetic products and their 
ingredients

Covering both 
human health and

environmental safety 

Mission:
Accelerate the global acceptance of animal-free science for human and environmental 

safety assessment of cosmetics and their ingredients through Science, Education & 
Training, and Regulatory Engagement

A Global Not-for-Profit 
Research & Education Organization



ICCS Members and Growing…

Amorepacific

BASF

Beiersdorf

Chanel

Colgate

Coty

Croda

Estée Lauder

Edgewell

Evonik

Haleon

Henkel​

IFF​

11

CAC, Cosmetics Alliance Canada

CE, Cosmetics Europe

CTPA, Cosmetic, Toiletry, Perfumery Assoc. (UK)

EFfCI, European Federation for 
Cosmetic Ingredients

FCA, Fragrance Creators Association

IFRA, International Fragrance Association

JCIA, Japan Cosmetic Industry Association

CASIC, Latin American Cosmetic, Personal Care and 
Home Care Industries Association

PCPC, Personal Care Products Council (PCPC)

RIFM, Research Institute for 
Fragrance Materials

CFI, Cruelty Free 
International

HSI, Humane Society 
International

IIVS, Institute for 
In Vitro Sciences

PCRM, Physicians 
Committee for Responsible 
Medicine

PSCI, Peta Science 
Consortium International

10 Cosmetic & Chemical 
Trade and Research Associations

5 
NGOS

27 Cosmetic Product and 
Ingredient Manufacturers 

Innospec

Inolex

Kao

Kenvue (J&J)

L'Oréal

LVMH

Oriflame

P&G

Reckitt

Shiseido

Takasago

Syensqo

Unilever

Wella
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CORE
ACCEPTANCE

TEAM

CORE
SCIENCE
TEAM

CORE
EDUCATION

TEAM

ICCS Pillars to Accomplish our Mission:
Regulatory Engagement, Science, Education & Training

CAT
STRATEGIC
PLANNING
TEAM

CST

CET

CAT CST

CET

SPT
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Representative Organization​

Government/Regulatory Agencies

Tomasz Sobanski European Chemicals Agency (ECHA)

Tara​ Barton-MacLaren Health Canada

Marize Campos Valadares Universidade Federal de Goiás/ ANVISA (Brazilian Regulatory)

Alison Harrill US Environmental Protection Agency (US EPA)

Katie Paul-Friedman US Environmental Protection Agency (US EPA)

Validation Bodies of Governments

Maurice​ Whelan​ European Commission Joint Research Center/ ECVAM

Takao​ Ashikaga​ Japanese Ceneter for Validation of Alternative Methods (JaCVAM)​

Nicole Kleinstreuer
US National Center for the Evaluation of Alternative 
Toxicological Methods (NICEATM/ICCVAM)

Octavio Presgrave Brazilian Center for Validation of Alternative Methods (BraCVAM)

Research Institutes and Experts

Carole Yauk University of Ottawa

Kristin Schirmer Swiss Federal Institute of Aquatic Science and Technology (EAWAG)

Nathalie Burden UK National Center for the 3Rs (NC3RS)

Scott​ Belanger​ Independent environmental expert

Charlie Menzie Independent environmental expert 13

Science 
Advisory 
Committee
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Core Science Team: Aim & Objectives

Build a Robust Scientific Toolbox

14

ICCS Core Science Team (CST):

• Develops and oversees science projects 

• Focuses on NAMs and Next Generation Risk 
Assessment (NGRA) frameworks for cosmetic 
products and ingredients to protect human and 
environment health 

• Engages with external Science Advisory 
Committee to shape ICCS science strategy and 
projects

Prioritize activities where 
ICCS can have best impact

Develop ICCS as a Center of 
Competence in NGRA1 2 3Identify regional stakeholder & 

regulatory needs

Human Health 
Effects

Environmental 
Effects

Human Health 
Exposure

Environmental 
Exposure and 

Fate

Safety Decision 

(Case Studies)

Delivery Teams 



On-going ICCS Core Science Team (CST) projects (Key: Delivery Team – Project)
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Mapping/ 
Background Research

Development Standardization/ 
Validation

Acceptance

Eff - Env NAM Review

Eff - Coral Tox Review
P/Bio – PAT* 

Exp – MERCI* 

P/Bio– Bio Standard

P/Bio – In silico Polymers Review

P/Bio – Exp Polymers Review

Environmental Effects 
& Exposure and Fate 

ED – in silico/in vitro methods

PP - Phase I metabolite testing 
PP - Feasibility study

SS - Uncertainty 
in NGRA 

SS - Difficult to test chemicals

SS - Exploring existing NAMs 

GT - Photogenotoxicity
GT - Metabolism 

GT - OECD TG RhE comet and MN assays 

EI – Surfactant Testing

SS - DA & NGRA framework 
reg acceptance

ED - PARC/VUB collab
TGx – Data/Tool Access  

CI – Read Across  

CI – Platform Dev  

Human Health 
Exposure & Effects

IEP – Skin S9

IEP - Protein Binding Kinetics

IEP – Inh TTC

IEP – PBPK Model IEP – iTTC

IEP - Fub 
Guidance

RAX – fragrance 
case studies

Legend
CI: Cheminformatics
ED: Endocrine Disruption
EI: Eye Irritation
Exp: Exposure
GT: Genotoxicity
OE: Overview Effects

P/Bio: Persistence/Biodegradation
PP: Pharmacology Profiling
RAX: Read across
SS: Skin Sensitization
TGx: Toxicogenomics
US: Underrepresented Species
*: Collaborations



16

Core Acceptance Team: Aim & Objectives

Accelerate Uptake of Animal-Free Safety Assessments for Cosmetics

Standardization & Validation
of animal-free safety 

assessment approaches for 
regulatory use

Regulatory Acceptance
of NAMs and Next Generation 

Risk Assessment (NGRA) 
frameworks for Cosmetics

Global Alignment
of Cosmetic and Chemical 
regulatory information 
requirements1 2 3

Regulators

Industry
NGOs

Academics

CROs & Consultants

ICCS Core Acceptance Team (CAT):

• Drives standardization & supports 
global validation

• Coordinates regulator & 
stakeholder engagement to support 
scientific dialogue and peer review

• Develops and provides expert input 
to regulatory guidance

• Ensures ICCS Science & Education 
strategies address regulatory needs

Multi-stakeholder collaborations 
(e.g. ICCS) are needed to efficiently 
address these strategic challenges
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Strategic Mapping

Work with ICCS science team to define:

• standardization & validation priorities

• existing / planned case studies

Collaboration

• Collaborate to drive standardization & 
support global validation of animal-free 
safety assessment approaches

Outreach

• Outreach to OECD, Validation bodies & 
ICCR to identify overlapping priorities

• Engage Scientific Advisory Committee

Regulatory Guidance

• Provide expert input to draft technical 
guidance for regulatory use of animal-
free safety assessment approaches

Core Acceptance Team: Standardization & Validation

Accelerate acceptance of animal-free safety assessment approaches 
through driving standardization & supporting global validation



Core Acceptance Team (CAT) Standardisation & Validation 2024 priorities
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Environmental Safety approaches

• Persistence Assessment Tool (PAT)

• Models to Evaluate direct Release of 
Cosmetic Ingredients into natural waters 
(MERCI) tool

Human Safety approaches

• OECD
• New Guidance to advance the 

evaluation of NGRA approaches for 
Systemic Toxicity 

• Defined Approach Skin Sensitization 
(DASS) update

• Reconstructed Human Epidermis 
Comet & Micronucleus assays

• Other

• Best practice guidance on use of 
NAMs & NGRA frameworks for 
Cosmetics Safety Assessment
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Strategic Mapping

Work with local trade associations to map:

• Country/region regulatory frameworks

• Key regulatory/stakeholder 
organizations

Collaboration

• Organize joint scientific workshops to 
facilitate peer review of case studies

• Address Cosmetic & Chemical 
regulatory requirements

Outreach

• Outreach to key organizations to 
identify opportunities for scientific 
dialogue

• Develop roadmap for ICCS collaboration

Regulatory Guidance

• Provide expert input to draft technical 
guidance for regulatory use of animal-
free safety assessment approaches

Core Acceptance Team: Regulatory Application

Accelerate acceptance of animal-free safety assessment approaches 
through scientific dialogue with regulators & stakeholders



Core Acceptance Team (CAT) Regulatory Application 2024 priorities
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LATAM:

• Support CASIC efforts to
build awareness of NGRA
frameworks for Cosmetics

UK:

• Support ongoing CTPA: UK
Govt dialogue on NGRA

• Support ongoing CTPA 
efforts to facilitate UK: 
China networks for 
regulator knowledge 
exchange

EU:

• Support ongoing Cosmetics 
Europe: SCCS dialogue on 
NGRA

• Support development of EU 
roadmap to phase-out use 
of animals for Regulatory 
Testing of Chemicals

China:

• Support ongoing CafFCI & 
CACHA dialogue with 
NMPA/NIFDC on Special Use 
Cosmetics

Japan:

• Support JCIA efforts to build 
awareness of NGRA 
frameworks for Cosmetics

Canada:

• Support ongoing Cosmetics 
Alliance Canada: Health 
Canada & Environment 
Climate Change Canada 
dialogue on NGRA

US:

• Support ongoing PCPC: FDA 
dialogue on use of NAMs & 
NGRA for safety assessment

S. Korea:

• Build awareness of NGRA
frameworks for Cosmetics



Assess & 
Monitor 
Knowledgebase

Engage

Build/ 
Maintain
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ICCS Core Education Team (CET):

• Coordinates stakeholder engagement to 
connect science and acceptance activities to 
further uptake and use

• Identifies outreach and education gaps for 
prioritization. Seeks to complement, not 
duplicate

• Differentiates education needs for different 
audiences (users of tools and users of data) 
and regions

• Ensures science results in educational tools 
which address regulatory acceptance needs

Build capacity, and a community, to support continuous learning to enable confident NGRA of 
cosmetics and their ingredients

An Iterative Approach

Core Education Team: Aim & Objectives

Support and Design Continuous Educational Programs 

Understand education needs 
from various stakeholders

Facilitate awareness & 
engagement with existing 
activities

Fill gaps through coordination 
with Acceptance & Science Teams 1 2 3



AFSA Masterclass - Covering Risk Assessment from start to finish

https://www.afsacollaboration.org/masterclass

CET: Facilitate awareness & engagement with existing activities – AFSA Masterclass 

https://www.afsacollaboration.org/masterclass
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• NGRA/IATA Case studies continue to be an important tool for facilitating scientific dialogue.

• Once created the same resources can also be re-used for education and training activities.

• ICCS case study review and planning by the Safety Decision team is ongoing.

• Re-use of BP4 NGRA case study as education & training content captured to illustrate 

BP4 NGRA dossier 
presented to SCCS 

– Feb 2023 

CTPA training 
workshop –
June 2023 

DGK/IKW 
seminar –
Nov 2023 

ASCCT 
workshop –

Oct 2023 

CET: Accelerating global capacity-building through NGRA/IATA case studies

EPAA NAM 
User Forum –

Dec 2023 



Conclusions
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• A paradigm shift is well underway as use of 
NAMs and NGRA for Cosmetic Safety Assessment 
and ingredient registration becomes increasingly 
widespread, accelerated by animal testing bans

• ICCS aims to support the transition to animal-
free safety assessment for cosmetics through 
targeted research, regulatory engagement and 
education & training activities

• Increased industry: regulator scientific dialogue 
is needed to build confidence in existing NAMs & 
NGRA approaches for regulatory use and focus 
research on addressing key regulatory needs



Thank you!
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Scan QR code 
to register for 
our newsletter

www.iccs-cosmetics.org
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