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Unilever Policy & Approach
Safe & Sustainable Products without Animal Testing SRS

« Every Unilever product must be safe
for people and our environment

« Animaltestingis not neededto
assess ingredient & product safety
-wide range of non-animal
alternatives available

- We workto accelerate the global
adoption of animal-free cosmetic
safety assessment approaches

40+ years of developing
non-animal safety
science

70+ collaborations

600+ publications
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44 countries have banned animal testing for Cosmetics so far...
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Transition to Animal-free Safety Assessment = implementing the
NGRA paradigm shift in Regulatory frameworks, globally

‘Traditional’ Risk Assessment ‘Next Generation’ Risk Assessment
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Q: Have Cosmetic Animal Testing bans accelerated
the transition to Animal-Free Safety Assessment?

A: E’ Collaborative Research
(Academic, Industry, Govt, Regulator)

- X

SEURAT-1 NGRA framework: tiered testing to support
SEURAT- human health safety assessment -
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Berggren et al (2017) Computational Toxicology 4, 31-44
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Q: Have Cosmetic Animal Testing bans accelerated
the transition to Animal-Free Safety Assessment?

A: E’ Internal Company Investment
(capability-build, governance, upskilling, recruitment)

Unilever NGRA frameworks for Consumer Safety decisions

Systemic Developmental & Reproductive Ongoing Evaluations Modern safety team is
truly multi-disciplinary:

SEPA L rmea .

« Cell Biology
EPA and Unilever Announce Major Research ® C h em i St ry
Collaboration to Advance Non-animal .
Approaches for Chemical Risk Assessment o CO m p u tatl on al

Modelling
« Environmental Safety
* Exposure Science
« Informatics & Data
Science
«  Mathematics
« Microbiology
* Molecular Biology
H i AN : * Process Safety
e : : .| « Statistics
| « Toxicology

Baltazar et al (2020) Toxicol Sci, 176, 236-252 Rajagopal et al (2022) Frontiers in Toxicology,

doi: 10.3389/ftox.2022.838466

Skin Sensitisatio Inhalatio

[l collate Existing Information’
Problem Formulation
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Reynolds et al (2021) Reg Tox Pharmacol, 127, 105075
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: Have Cosmetic Animal Testing bans accelerated
he transition to Animal-Free Safety Assessment?

0 E’ Regulatory Acceptance - Cosmetics
(exposure-based use of NAMs for NGRA)

&
1

How the risk assessment should be conducted Goal of risk assessment

Human relevant
Using a tiered, Exposure-led
iterative Hypothesis driven

approach
Designed to

prevent harm

| Identitying and characterizing sources of uncertainty

Transparent and explicit about logic of overali approach

| How the risk should be d d

Fig. 1. Principles the use of new in the risk of casmetic
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Q: Have Cosmetic Animal Testing bans accelerated
the transition to Animal-Free Safety Assessment?

A: D Regulatory Acceptance - Chemicals
(OECD TGs, UN GHS, Chemical Regulations)

Science Approach Document

APCRA

ACCELERATING THE PACE OF
CHEMICAL RISK ASSESSMENT

Bioactivity Exposure Ratio:
Application in Priority Setting and Risk Assessment

Health Canada
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Francais

<> Methods Work™Plan T — =

of Canada du Canada

LS. Environmental Proteétion Agency MENU +

Office of Rescarch and DéVelopment
OECSORChenica! BRi-Gilind Pollution Prevention Canada.ca »Health > Product safety > Chemical safety > Chemical substances » Chemical substances fact sheets and frequently asked questions

December202 |

N

/' Bioactivity-exposure
ratio /

Exposure

Use of new approach methods (NAMs) in risk assessment

Fact sheet series: Topics in risk assessment of substances under the Canadian Environmental Protection Act, 1999 (CEPA
1999)

Paul Friedman et al. 2020
APCRA ‘proof-of-concept’ case study demonstrated

(PDF Version - 283 Kb)

the feasibility of applying a high throughput NAM-based . @i&i?%;";i@g ' O il g

Pt T

5] *u!ﬁ'ng.‘;iﬁ'F"’qﬁ | * New approach methods (NAMs)
E;%E};‘éjﬁ ¢ Importance of NAMs
AT ey X * How Canada is using NAMs under CEPA 1999

approach for screening-level assessments - PODyay o5
value less than or equal to the POD ,qitional Value for

* International activities to advance NAMs

b3k
%% ) 89% chemicals. Bioactivity-exposure ratio useful
ot metric for chemical prioritization New approach methods (NAMs)

o
v o New Approach Methods Work Plan (epa.gov)
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Q: So, what's the impact of Cosmetics regulations
transitioning faster than Chemical regulations?
A: For example, in Europe...

Fig. 1: All in vivo studies

800 reported in cosmetic-only
o dosaiors by shudy or repert O \/e
date as indicated in the ECHA

600 datab

Includes studies reported in

publications; most of these
pre-date 2009. The interval

<
S

was selected to be consistent
with the period when REACH

.
200 - was implemented in the EU.

REACH was published in 2006
100

and entered into force in 2008.

# studies reported for all dossiers
s @
3

0 C started
<1969 1969-1978 1979-1988 1969-1998 1999-2008 2009-2018 2019-2020 itin 2008, and the first
Study dates of in vivo studies for cosmetic-only substances. regisiration deadline was in 2010.

That's why we need you to join us and sign the European Citizens’

Fig. 2: Number of unique in Initiative (ECI) calling on the European Commission to:

vivo tests for cosmetic-only

Efg substances in 2009-2020
extracted from the ECHA . . .
F 40 datan » Protect and strengthen the cosmeties animal testing
835 The total number shown, 201, b
3 30 excludes 16 studies reported an
;,,’ 25 in dossiers or by registrants as
= being for a non-REACH purpose, . .
in incicating etner  cusl use + Transform EU Chemicals Regulatien
g or compliance with a non-EU \ ‘\ \
S 10 country. . \ \ \
S « Put forward a concrete plan to transition te nen- \\k\\
o —

. .
2009 2010 2011 2012 2013 2014 2015 2016 2017 2018 2019 2020 anlmal science

Save :
Cruelty Free SR ——

Brussels, 25 July 2023

.
Today, the C is to the Citizens' Initiative (ECI) ‘Save Cruelty-free
Cosmetics - Commit to a Europe without Animal Testing'. The response provides a comprehensive
overview of the EU's legislative and policy framework relevant to the use of animals for testing

purposes. It also proposes additional actions to further reduce animal testing.

P C i - Press

4 Report*

Continuing Animal Tests on Cosmetic
Ingredients for REACH in the EU

Jean Knight!, Costanza Rovida?, Reinhard Kreiling3, Cathy Zhu, Mette Knudsen‘ an

Testing (CAAT). Johes Hopkins Universiy, Hloomberg School of Public Health, Baltimore, MD, USA

tract
EU cosmeic ingredients are govemed by two regulations that confict. Regulafion EC 1223/2009, the Cosmetic The Commission welcomes the initiative and acknowledges that animal welfare remains a strong
Regulation, bans in vivo [animl) testing for cosmetic product sofety assessments, including both final products and

H H H H concern for European citizens. It highlights the leading role of the EU in phasing out the use of
ingrechants. Althe sams fima, the Regjairaon, Evalualion, Authorizolion and Reskickon of Chersicols (YEACH) mguioion CO it tO a E u rOpe WIthO Ut (elaligale] | teStl ng animals in testing and improving animal welfare in general. This is especially reflected in the full ban
can impose in vivo fesiing of those same ingredients under its chemicol festing requirements. Here, we exomined REACH of animal testing for cosmétics, which has been in piacs in the EU since 2013
dossiers for chemicals for which the only reported use is cosmetics to defermine the extent of new in vivo festing caused . =
by REACH. We found the REACH database has 3,206 chemical dossiers with cosmetics as a reported use. Of these,
419 report cosmefics os the only use, and 63 of these have in vivo tests completed ofter the Cosmeic Regulofion ban
on in vivo testing. Registrants largely used alterative, non-animal methods 1o evoluate ingredients for REACH, but some
still conducted new in vivo fests to comply with REACH requirements for toxicity data and worker safety assessments. In
some coses, ECHA, the agency that evoluates REACH dossiers, rejected regisrants’ alfernative methods os insufficient
and required new in vivo tests. As ECHA confinues to evaluate dossiers, more reques's for i viva tests are likely, REACH
fests on cosmefic ingredients appear only as “industriol chemicals legislafion” tests in EU reports. Given the importance 1o
consumers and the cosmeic indusiry of having cosmefics free of animal fesling, the public should be made oware of
REACH testing unti the conflict between the regulafions s resolved.

In addition, the Commission will launch a new roadmap with a set of legislative and non-legislative
actions to further reduce animal testing, with the aim to ultimately move to an animal-free
regulatory system under chemicals legislation (e.g. REACH, Biocidal Product Regulation, Plant
Protection Products Regulation and human and veterinary medicines) and continue strongly
supporting alternatives to animal testing.

In relation to the modernisation of science, the Commission will continue its strong support to
research for the development of alternatives to animal testing and explore the possibility to
coordinate the activities of Member States in this field.

The Commission outlines the following actions in response to specific objectives of the European
citizens' initiative:

1 Introduction This ban was confirmed in Regulation EC | 009 (EC, « Protect and strengthen the cosmetics animal testing ban: The Commission emphasises
2009), which replaced Disective 76768EEC in 2009. Now, that the EU Cosmetics Regulation already prohibits the placing on the market of cosmetic

The use ui[m vivo tests r.,; somite pmm.»:‘:.» ulxw:l ﬂ}[nml lru\ e ‘;nx.»m:.k mgm;.-.;u in the ELU ./m:‘ be per- products that have been tested on animals. However, this ban does not extend to safety tests

concerns for many years. Public opinion and the activity of an-  formed based on historical in vivo studies, new In vitro (non-ani- : v :

imal welfare organizations induced the European Parliament in  mal) studies, or other approaches not requiring new tests on ver- required to assess risks from.chemcals to workers and the environment urider the.EU

date o e e i R e L R 2 i Apisi on the Registration, Evaluation, Authorisation, and Restriction of Chemicals
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Q: So... what can we learn?
A: We need multi-stakeholder, multi-sector roadmaps to transition to

Animal-Free Safety Assessment, globally to...

0e®
Regulators '-‘ CROs & Consultants

Industry Academics
NGOs
1. Facilitate scientific 2. Re-focusvalidationon 3. Driveinvestmentin

dialogue on NAM use building confidence in Next-Gen Education to
between industry & regulatory use of NAMs, help existing and future
regulatory scientists using NGRA/IATA case industry safety assessors
using NGRA/IATA case studies to ensure NAMs & regulators build Next
studies to accelerate are fit for purpose & Gen Safety Science skills
knowledge exchange protectivein use & knowledge



Thank You for your attention!
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