EVALUATION OF SUN PROTECTION BY SPF DETERMINATION (FDA 2011) - STATIC

Date: December 12, 2018

Sponsor: Supergoop!
200 East Grayson Street, Suite 112
San Antonio, TX 78215

1.0 Objective:

This panel has been convened to evaluate the effectiveness of a test material as a sunscreen product by
determining the static Sun Protection Factor (SPF) on human skin. This study is defined by the U.S.
Food and Drug Administration in “Sunscreen Drug Products For Over-The-Counter Human Use; Final
Monograph”, 21 CFR Parts 201 and 310, Subpart D (Federal Register / Vol.76, No. 117 / Friday, June
17, 2011; Docket number FDA-1978-N-0018.) A xenon arc solar simulator was used as the UV source.

2.0 Sample Description:

On October 5, 2018, one test sample labeled Supergoop! SunShimmer SPF 40, KGN -
received from Supergoop! and assigne

3.0 Test Material Handling:

Upon arrival at I NEEEE - (est matcrial was assigned a unique laboratory

code number and entered into a daily log identifying the lot number, sample description, sponsor, date
received and test(s) requested.

Samples are retained for a minimum period of three months beyond submission of final report unless
otherwise specified by the sponsor. If the sample is known to be in support of governmental applications,
samples are kept a minimum of two years beyond final report submission. Sample disposal is conducted
in compliance with appropriate federal, state and local ordinances.

4.0 Panel Composition:

Healthy volunteers over eighteen years of age were recruited for this study. A trained technician performed
a physical examination of the panelist's back to determine if study eligibility criteria were satisfied. The
panel consisted of fair-skin individuals with skin types I, 11 or IlTbased on the first 30 to 45 minutes of
sun exposure after a winter season of no sun exposure, defined as follows: (Federal Register / Vol.76, No.
117 / Friday, June 17, 2011).






4.4 Panel Demographics:

Number of panelists enrolled. ..o i 10
Number of panelists completed StUdY...oovi v 10
AgeRange43 - 62
U T U POUPRPRUPRIRURI ' | | RO PP PR PP PR RRETRRLD 3
Female.. oo v 7
RACE oo omseresesesnseesenaeenreessneensssersresnennnees CAUCASIANL it 6
HiSpanic.....oooveiervveenvavnninn 2
ASIAN. .. ivitierieneiniisraaenens 1
African American............o.c 1

5.0 Institutional Review Board (IRB):

The annual IRB of G o s st of five or more individuals from diverse

backgrounds. They are chosen from the local community to review and approve clinical study documents
like protocols, SOPs, ICFs, AE/SAE procedures, reports, efc. that are presented to them. A few members
from within the company are also present for technical expertise only to answer questions, if any and do

articipate in the voting process. The outcome of the IRB, list of members etc. is kepton file at
“dnd is available for inspection during the hours of operation.
Reference: CFR Title 21 Part 56, Subparts A, B, C, and D.

6.0 Artificial Light Source:

The light source employed is a 150 watt Xenon Arc Solar Simulator (Solar Light Co., Philadelphia,
Pennsylvania, Model 148, 158 or Model 168) having a continuous emission spectrum in the UVA and
UVB wavelength range from 290 to 400nm. Xenon arc is selected on the basis of its black body
radiation temperature of 6000K which produces continuous UV spectra (all wavelengths) substantially
equivalent to that of natural sunlight.

This device is equipped with a dichroic mirror (which reflects all radiation below 400nm) and works in
conjunction with a Imm thick Schott WG-320 filter (which absorbs all radiation below 290nm) to
produce simulation of the solar UVA-UVB spectrum. A 1mm thick UG 11 filter (black lens) was
added to remove reflected (infra-red, greater than 700 nm) heat and remaining visible radiation. UVB
radiation was monitored continuously during exposure using a Modet DCS-1 Sunburn UV Meter/Dose
Controller System (Solar Light Co.) formerly known as the Robertson-Berger Sunburn Meter (R-B
meter). Measurements were taken at a position within 8mm from the surface of the skin. The solar
simulator was allowed a warm up time of at least fifteen minutes before use and power supply output
was recorded.

Realignment and certification of the Light Sources and calibration of the sunburn meters are conducted
annually by independent certification facilities and more often as necessary at the discretion of the
operating technician or investigator. The spectral analysis of the solar simulators used in this study is
in compliance with the above mentioned monograph.












15.0

Conclusion:

The Sun Protection Factor iSPF i of the test material_C]icnt No.: Supergoop!

SunShimmer SPF 40, when tested on ten panelists as described herein under
static conditions yielded the mean SPF value of 43.60, which can claim an SPF label of 41, according to
the reference.

The mean SPF of the Padimate O/Oxybenzone SPF Standard (SPF 15) standard on the same panel
was 15.60.







EVALUATION OF IN-VITRO BROAD SPECTRUM TEST

FDA METHOD (2011 FINAL RULE)

Date: October 30, 2018
Sponsor: Supergoop!
200 East Grayson Street, Suite 112
San Antonio, TX 78215

1.0 Objective:
To measure the critical wavelength of a sunscreen product in accordance with the Broad Spectrum
Test of 21 FDA CFR Parts 201 and 310; Sunscreen Drug Products for Over-the-Counter Human Use
and Labeling and Effectiveness testing. Federal Register, Vol. 76, No. 117, June 17,2011, using
Labsphere’s UV-2000S Benchtop Sunscreen Analyzer. Irradiation was done using the Solar Light
Xenon Arc Fade Test UV Simulator — Model 16S-300-003 V4.0.

2.0 Test Material:
On October 5, 2018, one test sample labeled Supergoop! SunShimmer SPF 40,_
was received from Supergoop! and assigncd_

3.0 Test Material Handling:
Upon arrival al_the test material was assigned a unique laboratory
code number and entered into a daily log identifying the lot number, sample description, sponsor, date
received and test(s) requested.
Samples are retained for a minimum period of three months beyond submission of final report unless
otherwise specified by the sponsor. If the sample is known to be in support of governmental applications,
samples are kept a minimum of two years beyond final report submission. Sample disposal is conducted
in compliance with appropriate federal, state and local ordinances.

4.0 UV Spectrometry:

4.1 Light Source:

The light source employed is a 150 watt Xenon Arc Solar Simulator (Solar Light Co.,
Philadelphia, Pennsylvania, Model 16S) which has a continuous spectral distribution of UV
radiation from 290 to 400nm.
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