Date:

EVALUATION OF SUN PROTECTION BY SPF DETERMINATION (FDA 2011)

STATIC AND WATER RESISTANT (40 Minutes)

November 3, 2021

Sponsor: Supergoop! / Taylor James, LLC

2.0

3.0

200 East Grayson Street, Suite 112
San Antonio, TX 78215

Objective:

This panel has been convened to evaluate the effectiveness of a test material as a sunscreen product by
determining the static and water resistant (40 minutes) 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. This test was conducted prior to and immediately following
an immersion experiment which was carried out under controlled conditions [Water resistant (40
minutes) Testing] as described in the above mentioned monograph.

Sample Description:

On August 4, 2020, ong test s : )Setting Refreshing Mist SPF 40,
-Was received from and assigned

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.


















14.0

Archiving and Confidentiality:

Hard copies of records such as raw data sheets, correspondence between the sponsor and -

executed ICFs. IRB approvals, AEs/SAEs associated with the study, etc.
are maintained on the premises of in limited access storage files
marked “Archive” for at least five years or more when specified by appropriate regulatory requirements.
Electronic backups of reports are done on a secured server and a copy kept in an offsite secure location,
Other study related information and documents such as forms, subject database, etc. are stored in a
secure place at the lab.

The Principle Investigator (PI) & employees o_will keep the test

product, test related information, and the sponsor’s identity confidential.

Conclusion:

The Sun Protection Factor (SPF) of the test material (Re)Setting
Refreshing Mist SPF 40, when tested on ten panelists as described herein under
static and water resistant (40 minutes) conditions yielded the mean SPF values of 43.60 and 43.00,
respectively. The test material can claim an SPF label of 41 under static conditions and 40 under water
resistance (40 minute) conditions, according to the reference.

On the same panel, the mean SPF of the Padimate O/Oxybenzone Standard before water immersion
was 16.20 and following water immersion was 15.90.










EVALUATION OF IN-VITRO BROAD SPECTRUM TEST

FDA METHOD (2011 FINAL RULE)

Date: November 3, 2021
Sponsor: Supergoop! / Taylor James, LLC
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 August 4, 2020, one test sample labeled (Re)Setting Refreshing Mist SPF 40,_
was received f'rom_and assignc_

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.









6.0 Results:
Please see attached Table.

7.0 Archiving and Confidentiality:

Hard copies of records such as raw data sheets, correspondence between the sponsor and
etc. are maintained on the premises of

in limited access storage files marked “Archive” for at least five years or more when specified by
appropriate regulatory requirements. Electronic backups of reports are done on a secured server and a
copy kept in an offsite secure location. Other study related information and documents such as forms,
instrumental reports, etc. are stored in a secure place at the lab.

The Principle Investigator (PI) & employees ()_.\v'ill keep the test

product, test related information, and the sponsor’s identity confidential.

8.0 Conclusion:

The test material

Client No.: (Re)Setting Refreshing Mist SPF 40,
when tested on three PMMA plates as described herein using Labsphere’s

UV-2000S for analysis yielded the mean critical wavelength value of 373.93, which may be
classified as Broad Spectrum Protection, according to the reference.
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FDA Method (2011 Final Rule)
Results Report

Sample: R
Description: |ReiSettini Refreshini Mist SPF 40

Operator I
Client: Supergoop !/ Taylor James LLC
Comment:

Date: 9/14/2020 10:34:54 AM

Product Results

Critical Wavelength Mean 373.93
Broad Spectrum Protection Pass
Substrate Data
Broad
Critical Spectrum
Wavelength Protection
Substrate 1 post-irradiation 374.00 Pass
Substrate 2 post-irradiation 374.00 Pass

Substrate 3 post-irradiation 373.80 Pass
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