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Sponsor Formula #: -

Sponsor:

Sponsor Lot #: 210134-13

Sample Description: SPF 30

Summary:

The sponsor test product sample, Formula was tested under FSTI (Florida Suncare
Testing, Inc.) SOP # 2011-04, Static SPF Testing, as set forth by the FDA, 21 CFR Sec. 201.327,
subpart (i), SPF Test Procedure, Sunscreen Drug Products for Over-the-Counter Human Use, Final
Monograph, Federal Register, Vol. 76, No. 117, June 17, 2011.

The ten (10) subject test panel study yielded a mean Static SPF value of 32.83, with an X-A vaiue of
30.49, Label SPF 30. See Page 8 (Table 1) of this report for a summary of all test results obtained in

this study.

The FDA Standard Sunscreen Product tested concurrently with the experimental test sample yielded
a mean Static SPF value of 18.11, within the allowable guidelines of 16.3 + 3.43.
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Florida Suncare Testing, Inc. Study No. 21-1181 (FDA 2011 Static SPF)

FSTI STUDY NUMBER: 21-1181

SPONSOR:

sponsor FOrRMULA #: ([

STUDY START DATE: September 20, 2021 DATE COMPLETED: October 6, 2021

|. OBJECTIVE

To measure the Sun Protection Factor (SPF) value for a sunscreen formula Static (without water
immersion) under the guidelines of FSTI SOP# 2011-04 in accordance with FDA, 21 CFR Sec.
201.327, subpart (i), SPF Test Procedure, Sunscreen Drug Products for Over-the-Counter Human
Use, Final Monograph, Federal Register, Vol. 76, No. 117, June 17, 2011.

ll. STUDY TYPE

Ten (10) subject Static SPF study, with a final report furnished to the sponsor, which includes subject
demographics, individual, mean and Label SPF values for the sponsor test sample in this study.

ll. SAMPLE DESCRIPTION
sPF 30, Formulajj I ot # 210134-13, FSTI Sample # 21-1181

IV. TEST MATERIAL HANDLING
The_test sample, Formula [ ot # 210134-13, was assigned Florida

Suncare Testing, Inc. sample number 21-1181 and entered into the SPF test submission log. The
FDA standard 15 SPF sunscreen, as described in FDA, 21 CFR, Sec. 201.327, subpart (i) (2), SPF
Standard, was used concomitantly as the control test product for this study.

V. ARCHIVING

All original protocols, raw data sheets, and copies of final reports are maintained on the premises of
Florida Suncare Testing, Inc., in limited access storage files in accordance with FSTI SOP# 2008-10.
A duplicate copy of all final reports is kept on a secured, password-protected, Florida Suncare
Testing, Inc. computer hard drive.
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Florida Suncare Testing, Inc. Study No. 21-1181 (FDA 2011 Static SPF)

Data from ten (10) subjects was used for calculating the test product’s label SPF value. The mean
SPF value (x) and the Standard Deviation (s) for these subjects was computed. Based on a full 10
subject test panel, the upper 5-percent point from the student distribution table (denoted by t) with n-1
degrees of freedom was obtained. The quantity A was computed using the Formula A = ts/Square
root n (with n representing the number of test subjects (10) in a full study). A label SPF value was
calculated by determining the largest whole number less than X — A. Any test product with a label
SPF less than 2 is not a sunscreen drug product and will not display an SPF value.

Xil. REJECTION OF STUDY DATA

There are three (3) primary reasons for rejection of study data as noted in 21 CFR, Sec. 201.327,
subpart (5)(v), Invalid Test Data. The exposure series fails to elicit an MED response on either the
protected or unprotected test sites; an MED response was noted on all the protected test sites, or the
test subject was non-compliant (failed to follow instructions or withdrew from the study).

Xlli. RESULTS

A total of ten (10) heaithy subjects who fulfilled the test panel participation criteria were inducted into
this investigation. The demographic data is shown in Section V., Panel Design. The individual, mean
and label SPF values of thehtest sample, SPF 30, Formula # [ Lot # 210134-
13, FSTI Sample # 21-1181, are shown in Table 1, page 8.

XiV. ADVERSE EXPERIENCES
No adverse experiences were reported during this study.

XV. CONCLUSIONS

The Sun Protection Factor (SPF) of the above sample described herein; tested under Static (without
water immersion) conditions, yielded the following SPF values:

Formula FSTI Sample Mean Label
Number Number Static SPF SPF

e e o e e e —— e e e e e e 1 o e 0 e e e Bt

- 21-1181 32.83 30

The FDA standard for this study had a mean static SPF value of 18.11 and satisfied all statistical
criteria as specified in FDA, 21 CFR, Sec. 201.327, subpart (6)(i).
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