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COLIPA

Time after
exposure for

MED
assessment

Number of
exposure
sites

22 to 24 hours

16 to 24 hours

Illumination
for MED
evaluation

450 - 500
LUX

Sufficient
Light !

MED
expressed as:
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— Product Application

~ Application Rate:

FDA = 2 mg/cnt

COLIPA = 2.0 + 0.04 mg/cn?




— Standard Product




0.83x =» 0.91x =>» 1.00x =» 1.09x =» 1.2(

0.87Xx = 0.93x = 1.00x = 1.07x = 1.1°

0.64x = 0.80x = 1.00x =» 1.25x = 1.5




radiant energy required to produce a
action, matching that selected for the t




MED unprotected

MED protected (FDA)

1.28 J/m 1.6 J/nd

2.0J/m 2.5J/m 3.13J/m

10.24 J/m 12.8 J/mM 14.4 J/m

17.6 J/mM 20.0 J/m

16.0 J/m

25.0 J/m

FDA

MED protected (COLIPA)

SPF = 12.8+2.0
= SPF 6.4

COLIPA

interpolate between 12.8 and 16
SPF = 144+2.0

= SPF 7.2

_Interpolate

14.4 J/m

10.24 J/m 12.8 J/mM 16 0J/m

Interpolate18.0 J/m 61 T

25.0 J/rﬁ
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Result

ithmetic mean of all individual SPF ve

thmetic mean of all individual SPF va




— Variation Associated with test Result

SPF TEST RESULT TABLE Laboratory:
ProducCt:.......ccooviini Expected SPF:................. Date:.......covvviiiiniiiiiins Data Sheet N°.........ccooevvevviniininnnn, UV Sourc e.........|
Vol TEST SUBJECTS RESULTS VALIDATION
N°. Tech- | Vol. | Skin | MEDu | MEDp Target 95%CI(n) | COMMENTS
Date | nician |Code [Type [(mJ/cm?) [(mJ/cm?) [SPFi BPFn' 8D(n") P5%CI (n") 95%CI [within target?
1 I 10.2 230.0 | 225 interpolated
2 Il 20.0 564.0 | 28.2 interpolated
3 Il 31.3 400.0 | 12.8
4 I 25.0 400.0 | 16.0
5 I 16.0 400.0 | 25.0
6 1l 31.3 500.0 | 16.0
7 I 12.8 164.0 | 12.8
8 I 20.0 626.0 | 31.3
9 11 25.0 360.0 | 144 interpolated
10 1l 31.3 783.0 | 25.0 ] 204 | 6.8 [1551t025.3|16.3t024.5 FAIL
11
12
13
14
15
16
17
18
19
20
FINAL RESULT: SPF = 95% CI = n=13




— Variation Associated with test Result

SPF TEST RESULT TABLE Laboratory:
ProducCt:.......ccooviini Expected SPF:................. Date:.......covvviiiiniiiiiins Data Sheet N°.........ccooevvevviniininnnn, UV Sourc e.........|
Vol TEST SUBJECTS RESULTS VALIDATION
N°. Tech- | Vol. | Skin | MEDu | MEDp Target 95%ClI(n") | COMMENTS
Date | nician |Code [Type [(mJ/cm?) [(mJ/cm?) [SPFi BPFn' 8D(n") P5%CI (n") 95%CI [within target?
1 I 10.2 230.0 | 225 interpolated
2 Il 20.0 564.0 | 28.2 interpolated
3 I 31.3 400.0 | 12.8
4 Il 25.0 400.0 | 16.0
5 I 16.0 400.0 | 25.0
6 1l 31.3 500.0 | 16.0
7 I 12.8 164.0 | 12.8
8 Il 20.0 626.0 | 31.3
9 11 25.0 360.0 | 144 interpolated
10 1l 31.3 783.0 | 25.0 ] 204 | 6.8 [1551t025.3|16.3t024.5 FAIL
11 Il 16.0 288.0 18.0 | 20.2 6.5 |15.8t024.6|16.2t024.2 FAIL interpolated
12
13
14
15
16
17
18
19
20
FINAL RESULT: SPF = 95% CI = n=13




— Variation Associated with test Result

SPF TEST RESULT TABLE Laboratory:
ProducCt:.......ccooviini Expected SPF:................. Date:.......covvviiiiniiiiiins Data Sheet N°.........ccooevvevviniininnnn, UV Sourc e.........|
Vol TEST SUBJECTS RESULTS VALIDATION
N°. Tech- | Vol. | Skin | MEDu | MEDp Target 95%ClI(n") | COMMENTS
Date | nician |Code [Type [(mJ/cm?) [(mJ/cm?) [SPFi BPFn' 8D(n") P5%CI (n") 95%CI [within target?
1 I 10.2 230.0 | 225 interpolated
2 Il 20.0 564.0 | 28.2 interpolated
3 I 31.3 400.0 | 12.8
4 Il 25.0 400.0 | 16.0
5 I 16.0 400.0 | 25.0
6 1l 31.3 500.0 | 16.0
7 I 12.8 164.0 | 12.8
8 Il 20.0 626.0 | 31.3
9 11 25.0 360.0 | 144 interpolated
10 1l 31.3 783.0 | 25.0 ] 204 | 6.8 [1551t025.3|16.3t024.5 FAIL
11 Il 16.0 288.0 18.0 | 20.2 6.5 |15.8t024.6|16.2t024.2 FAIL interpolated
12 I 20.0 6220 | 3111211 | 7.0 [16.7t025.5|16.9t025.3 FAIL
13
14
15
16
17
18
19
20
FINAL RESULT: SPF = 95% CI = n=13




— Variation Associated with test Result

SPF TEST RESULT TABLE Laboratory:
ProducCt:.......ccooviini Expected SPF:................. Date:.......covvviiiiniiiiiins Data Sheet N°.........ccooevvevviniininnnn, UV Sourc e.........|
Vol TEST SUBJECTS RESULTS VALIDATION
N°. Tech- | Vol. | Skin | MEDu | MEDp Target 95%ClI(n") | COMMENTS
Date | nician |Code [Type [(mJ/cm?) [(mJ/cm?) [SPFi BPFn' 8D(n") P5%CI (n") 95%CI [within target?
1 I 10.2 230.0 | 225 interpolated
2 Il 20.0 564.0 | 28.2 interpolated
3 I 31.3 400.0 | 12.8
4 Il 25.0 400.0 | 16.0
5 I 16.0 400.0 | 25.0
6 1l 31.3 500.0 | 16.0
7 I 12.8 164.0 | 12.8
8 Il 20.0 626.0 | 31.3
9 11 25.0 360.0 | 144 interpolated
10 1l 31.3 783.0 | 25.0 ] 204 | 6.8 [1551t025.3|16.3t024.5 FAIL
11 Il 16.0 288.0 18.0 | 20.2 6.5 |15.8t024.6|16.2t024.2 FAIL interpolated
12 I 20.0 6220 | 3111211 | 7.0 [16.7t025.5|16.9t025.3 FAIL
13 I 31.3 450.7 | 1441 206 | 6.9 |16.4t024.8|16.51024.7 FAIL interpolated
14
15
16
17
18
19
20
FINAL RESULT: SPF = 95% CI = n=13




— Variation Associated with test Result

SPF TEST RESULT TABLE Laboratory:
ProducCt:.......ccooviini Expected SPF:................. Date:.......covvviiiiniiiiiins Data Sheet N°.........ccooevvevviniininnnn, UV Sourc e.........|
Vol TEST SUBJECTS RESULTS VALIDATION
N°. Tech- | Vol. | Skin | MEDu | MEDp Target 95%ClI(n") | COMMENTS
Date | nician |Code [Type [(mJ/cm?) [(mJ/cm?) [SPFi BPFn' 8D(n") P5%CI (n") 95%CI [within target?
1 I 10.2 230.0 | 225 interpolated
2 Il 20.0 564.0 | 28.2 interpolated
3 I 31.3 400.0 | 12.8
4 Il 25.0 400.0 | 16.0
5 I 16.0 400.0 | 25.0
6 1l 31.3 500.0 | 16.0
7 I 12.8 164.0 | 12.8
8 Il 20.0 626.0 | 31.3
9 11 25.0 360.0 | 144 interpolated
10 1l 31.3 783.0 | 25.0 ] 204 | 6.8 [1551t025.3|16.3t024.5 FAIL
11 Il 16.0 288.0 18.0 | 20.2 6.5 |15.8t024.6|16.2t024.2 FAIL interpolated
12 I 20.0 6220 | 3111211 | 7.0 [16.7t025.5|16.9t025.3 FAIL
13 I 31.3 450.7 | 1441 206 | 6.9 |16.4t024.8|16.51024.7 FAIL interpolated
14 Il 20.0 400.0 | 20.0 | 206 | 6.7 |16.8t024.4(16.51024.7 PASS
15
16
17
18
19
20
FINAL RESULT: SPF =] 20.6 95% Cl=16.81024.4 n=14




— Labelled SPF

EFDA

COLIPA

Tested SPF Value

Arithmetic mean of
individual SPF values

Arithmetic mean of
individual SPF values

Statistical Acceptance

95% Confidence
Interval must lie within

Criterion et —-20% & +20% of mean
SPF.
Largest whole Mean SEE
numb%r balanine Numbers between the
Labelled SPF lower 95% Confidence
lower 95%
Confidence Interval Interval and the M
SPF also permitted
et
Tested SPF Value 22 1 22.1
95% Confidence Interval 19.1 1o 25.1 19.1to 25.1
. PASS
Acceptance Criterion | - (95% CI within 17.7 to 26.5)
Labelled SPF: Maximum SPF 19 SPF 22
Minimum SPF 19 SPF 19
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— Spectral Output

Sunlight and Solar Simulator Spectra
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— Spectral Output

Erythemal Effectiveness Curves for
Sunlight + COLIPA spectrum limits

COLIPA Lower Limit
m== COLIPA Upper Limit
=== Sunlight

Relative Erythemal Effectiveness

290 300 310 320 330 340 350 360 370 380 390 400
Wavelength (nm)




— Spectral Output

COLIPA Solar Simulator Limits
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O Sunlight —>56.4% 84.2% 90.3% 93.1% 95.1% 96.7% 97.9% 98.9% 99.5%
B Lower Limit ———46.0% 80.0% 86.5% 90.5% 93.5%
O Upper Limit ———>67.0% 91.0% 95.0% 97.0% 99.0%

Wavelength (nm)
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— Spectral Output

Effect of Different Spectra
on USA Sun Product SPF25

Labelled SPF (in vivo) SPF 45

Modelled to COLIPA

standard sun SPREs
Modelled to COLIPA
lower limit i
Modelled to COLIPA SPFE 45
upper limit

Modelled to

0° Zenith angle SPF 23




Natural sunlight
erythemally effective spectrum

SUNSCREEN PRODUCT (LOW UVA)

UVB - deplstdar sihaulsitoulator
(Upper COLIPA limit)
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— Aesthetics

~ Mainly oil-in-water formulations

~ Non greasy / Oll Free

~ Light with easy rub-in

~ Spray lotions / gels / gelled olls popular
~ Coloured products for kids

~ Pack design / Product Positioning

Premium for women
Becoming more commaodity for family
Still relatively expensive (4 oz bottle = $12 apprax

~ Becoming increasingly price sensitive
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que / Patented extracts & addi

sun filters

Sorb HEB (3V Sigma) (UVB)
oryl SL (L'Oreal) (UVB)

oryl SX (L'Oreal) (UVA)
)sorb M (Ciba) (UVA/UVB)
)sorb S (Ciba) (UVA)




otostable

ended Wear / Water Resistance

no-allergenic still popular

gue Biological Claims & Patent

Antioxidant
p53 Protection

Immune system protection
i ite Il
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