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Figure 4: Basic principles for the tiered safety assessment of inhalable cosmetic products
and their ingredients. Modified from Steiling et al., (2014); grey = related to ingredients;
yellow = related to product exposure.

Reference: SCCS Notes of Guidance for the Testing of Cosmetic Ingredients and their
Safety Evaluation 12th Revision (SCCS/1647/22). Page—29



F I\ E Pump Spray: low inhalation risk concerns

CSAR report statement: ... As reported by Cosmetic Ingredients Review (CIR) and many other
literature, the pump spray product will normally generate much larger particles/droplets than
aerosols with the particle size > 10 um while <1% is respirable (Rothe 2011, CIR 2012). Therefore,
particles/droplets from pump sprays are considered too big to be respirable and cannot reach the
deep lung and thus the incidental inhalation exposure is expected to be negligible under normal
conditions of use and would not expect to pose an undue risk of significant adverse effects.
Therefore, the main exposure route is through dermal absorption and the exposure assessment of
this product mainly considers the dermal route.

KO B EHFSETACIR) X ZA LSRG, RAFEARA L EFAREFAALABES GG
/g, BE>STOUM, R<1%4 TAAG4E/ %4 (Rothe 2011, CIR 2012) . g+, EA 4 £ *5B4A
L GTA/ RGAYEE AL G ERN, B HGEFRAEFNT, T EHERNRET T E%T A #F A
FAALEABFET R g GA e BH, RERGERZREFTAGELRK, HARAERGREFEERLF
KA o

References:

Rothe er al. (2011). Special aspects of cosmetic spray safety evaluations: Principles on inhalation
risk assessment. Toxicology Letters 205 (2011) 97— 104.

CIR (2012). CIR Precedents: Aerosols.



FE4a#r9fCompressed Powder: low inhalation risk concerns

CSAR report statement: ...As a compressed powder applied onto face with brush or sponge, it is
thought to minimise the release of dust and considered unlikely to result in significant exposure
by inhalation due to the small application amount and the bonds formed between particles during
the compression process (CIR 2019; Steiling 2018). Therefore, the main exposure route is through
dermal absorption and the exposure assessment of this product mainly considers the dermal route.
A LT GG R KSR, R TF Kb TFEL, b FRAEN Aot 755 LR PHFAELAFAT 462,
TR A MRS b, 8, S 492 65 B 7 ATt FAG |2 BH g ANEE (CIR2019; Steiling 2018) . &+, &
ARG EEREFTANGERLRK, HRABGREFIEEEFEGER K

References:

CIR (2019) Respiratory Exposure to Cosmetic Ingredients.

Steiling et al (2018). Principles for the safety evaluation of cosmetic powders. Toxicology letters,
297, 8-18.



HHEHAR K EF A EFPECR Aerosol with propellants & loose face powder: high inhalation risk concern:
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Tier 0 — Problem forming — product type/characterisation,
low risk changes, use existing data

SO -RBUE -7 i 288/ RAE . (R BOAE | i A £l

{regulations: prohibition, max. conc., phys.-chem. data)

v

Hazard Assessment

L Available Data on Specific Ingredients J P

T,

. . > —_— N [ (systemic/local toxicity) J
Tier 1 —-Screening assessment —based on mass released per ZBonNFiE ¥

sjusipaidul aa ey

unit volume, compare with existing benchmarks [¢Mmemrwmmex]e ————— -
% 1 é&_ﬁ‘ﬁ%ﬁi?{ﬁ_%ﬂ:i{j{dg*ﬂ%%ﬁiﬁ ’ —%Iﬂﬁgyﬁi&ﬁ? Hf‘ifé /' Exposure assessment \ é
Particle Size Characterization ;

Tier 2 —In silico modelling approaches —RIFM 2 box model
. . . Exposure Realistic Exposure
or ConsExpo, compare with existing benchmarks Modeling Measurement

(eg. 1-or {under simulated

S50 T AU R TP 258 B o ConsExpo, S HLA St

1T % - 4

Total Exposure
(derm., oral, Inhal.)

¥

A

! JUBWEANS BB W BINSOUXE Y5 ETY

N et S SR g R e Yy S

{incl. ingredient file)

i

I

: modification of pump unit

i+ reformulation (substitution of
! ingredient, conc. reduction)

L 3

Figure 3: Deterministic 2-Box model (according to Steiling et al., 2014); copyright from
Elsevier, first published in Toxicology Letters 227, 2014. e Ry N S g eor
i3 Options:
sl Safety Report | Mo °°“°er"‘ ConCern i . reafistic exposure assessment
[0CEresh air I][l Lo

s

Box A —
—

@

Figure 4: Basic principles for the tiered safety assessment of inhalable cosmetic products
and their ingredients. Modified from Steiling et al., (2014); grey = related to ingredients;
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