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Sunscreen Testing to ISO Methods T
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24444 24443 RESISTANT 2604 (2012)
In Vivo SPF In Vitro
UVAPF
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ISO Methods

1ISO 24444 SPF
Test now Accepted
in 60 + Countries!
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SPF Test Methodology 22

Test Sunscreen applied at 2 mg/sq cm

Film dries 15 to 30 minutes
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SPF Test Methodology

Solar Simulator Light Challenge
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SPF Test Methodology : MED response

Exposure Series

Protected
Unprotected =
SPF
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Why Variation in Test Performance?

What is the nght Dose for the MED?

Inter-Lab MED Dose Variation [5I:in Type II}

MEDu (fm2)
:,EEEEEEEﬁEEEﬁE'ﬁE
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Lab Reference

12 of 26 Lab Reports — rest have insufficient data
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Skin Type! Fitzpatrick [1975]
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| Skin Type I . - .
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Skin Type — ITAo

PORCELAIN
Cool Undertone
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WARM BEIGE

WARM IVORY
Neutral Undertone
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Skin Type — |TAO :Individual Typology Angle 2l

Skin colour is a Continuum
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MEDu versus Joules/sgm

The graph below indicates the total dose of Erythemally Effective radiation applied to Dermatest test subjects for exposure of
unprotected skin for calculation of Minimal Erythemal Dose (MED) . The values corellate with the Joules/sq m used by
ARPANSA*™ and other metrology authorities for the calculation of the UV index. This shows that the UV dose applied by
Dermatest solar simulators corresponds closely to what will be experienced in real sunlight.
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MEDu versus Joules/sgm ASIAN :
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MEDu versus Joules/sqm CAUCASIAN
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Efficacy of Formulations? o2

Sun Protection Factor Is a product of...

* Percentage of Actives

» Efficiency of Actives

* Film Formation on Skin

» Substantivity (water resistance)
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Permitted % Limits: e.g. Ensulizole

INCI Name

Phenylbenzimidazole Sulfonic acid

Efficiency

AAN Phenylbenzimidazole sulfonic acid

USAN Ensulizole

EC & USA/FDA name 2-Phenylbenzimidazole-5-sulphonic acid

Utjl‘lB?ﬁttlgp when converted into a salt. 8%‘;5 Universal
UV Absorption Range 8 mgs USA
8%35 Canada
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2.00

Compilation April 2011

screens' (.0 Nov. 2012

EC C~smetics Regulation (v.2).
(+223/2009) Annex VI

Pharmaceutical Affairs Law
(No.145)

ASEAN Cosmetic Directive
Annex VIl (June 2010)

MERCOSUR/GMC/
Resolution No. 25/05 (2007)

Hygienic Standard for
Cosmetics (January 2007)

Positive List of approved
sunscreen actives (KFDA)

IS 4707 Standards

SANS 1557:2012
Edition 3.1

Custom Union Commission.
Decree No. 526 of 28.01.11

et
% limits vary
between
countries

Universal
Limit 3% w/w



Actives Efficiency
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Most commonly used UV filters worldwide

Courtesg BASF Fersonal Care 2014
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Efficiency of Inorganics: varies greatly 2,

Zinc Oxide Balms Non-agueous

Zn016% ZnO16% ZnO 17.5% ZnO 25%

Aggregated

£ nano”

SPF59 SPF55 SPF10 SPF 10 (no increase)
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Dose Form — Film Thickness Effect 2.

Applied film thickness is 20 microns
Dried film thickness is 20 microns

Stick or Balm

/ |

" .
100% Non Volatiles
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Dose Form — Film Thickness Effect 23

..
Applied film thickness is 20 microns
Dried film thickness is 10 microns

| otion or Cream

/

i

50% Non Volatiles
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Dose Form — Film Thickness Effect s

o

Applied film thickness is 20 microns
Dried film thickness is 4 microns

Spray or Aerosol

/

20% Non Volatiles
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Incompatibility and Stability Issues

Crystalisation Agglomeration

T T SRR

\ ; *
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Total

Formulation
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Substantivity:Water Resistance

By testing In Spa
E.U. Method — 50% discount then static SPF claim
ASINZS 2604 Method — post immersion SPF Claim
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Bridging the Gap - Sim to Sun .

The Solar Sim Tells us... . The UVI index tells Consumers...

eeecod

PROTECT YOURSELF IN FIVE WAYS FROM SKIN CANCER
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Bridging the Gap - Sim to Sun

UV Dose Report Sun versus Sim

UV Dose Report

Sydney
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Bridging the Gap - Sim to Sun

Solar Sensor in Lab

Solar Sim for UV Index
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Bridging the Gap - Sim to Sun

Solar Sensor in Lab Solar Sim for UV Index
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Bridging the Gap - Sim to Sun 22

UV Dose Report Sun versus Sim
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Bridging

the Gap - SED or MED?

ARPANSA on line 2018

Realtime UV index
Location: Melbourne Current UV index: 7.1 at
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Ultraviolet dose [ SED ]
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Sydney UV deose - Saturday, 30 December 2017
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Relationship between the Test and the Formulation s,

o

* The label claimed SPF MUST be
supportable by ISO test compliance

* The product should be formulated to
pass the test!
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