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Memorandum

TO: Bart Heldreth, Ph.D.
Executive Director - Cosmetic Ingredient Review

FROM: Carol Eisenmann, Ph.D. 
Personal Care Products Council

DATE: April 21, 2022

SUBJECT: Trimethylsiloxyphenyl Dimethicone, Diphenylsiloxy Phenyl Trimeticone, Phenyl
Trimethicone and Diphenyl Dimethicone

Anonymous.  2005.  Human patch test (shine gloss containing 5.0% Trimethylsiloxyphenyl
Dimethicone).

Anonymous.  2012.  Determination of the irritating propensities of serum (containing 2.0%
Trimethylsiloxyphenyl Dimethicone) on human skin.

Anonymous.  2009.  Repeated insult patch test (cream containing 3.0% Trimethylsiloxyphenyl
Dimethicone).

Anonymous.  2012.  Determination of the photo-allergic potential of serum (containing 2.0%
Trimethylsiloxyphenyl Dimethicone): In humans.

Anonymous.  2019.  Human patch test (late night ampoules containing 0.5% Diphenylsiloxy Phenyl
Trimethicone).

Anonymous.  2019.  Repeated insult patch test (product containing 0.5% Diphenylsiloxy Phenyl
Trimethicone).

Anonymous.  2009.  Human patch test (eye primer containing 10.0% Phenyl Trimethicone).

Anonymous.  2010.  A 14-day cumulative irritation assay (SPF cream containing 3.2363% Phenyl
Trimethicone).
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Anonymous.  2014.  An evaluation of the contact sensitization potential of topically-coded products in
human skin by means of the human maximization assay (concealer containing 26.18% Phenyl
Trimethicone).

Anonymous.  2012.  An assessment of the photosensitization potential of three topical coded test
products using a human photocontact allergenicity assay (lotion 2 contains 7.5% Phenyl
Trimethicone).

Anonymous.  2008.  Human patch test (lip color containing 9.06% Diphenyl Dimethicone).
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RESEARCH AND DEVELOPMENT
DEPARTMENT

REPORT: HUMAN PATCH TEST

This testfollows theprocedure described in SOP, HPT.l TO:

PRODUCT PROFILE NO: DATE: Mav 16.2005 LAB REF.:

1. TEST MATERIAL: Shine Gloss F# .

2. CONTROL MATERIAL: Frizz Relief Shine Sprav Lot#33370 F .

3. TEST PROCEDURE:

Single-Insult (24hr.)-L Occlusive (Blenderm) Patch-LSemi-Occlusive Patch ,

4. CONCENTRATION:

Full-Strength~ Aqueous - Solution - Dispersion- Aqueous Paste_.
Other:

-1L. Volatiles were allowed to evaporate on the patch -30 minutes prior to occlusion. Patch was hydrated just prior to application to
skin_.

5. TEST RESULTS:

TEST MATERIAL

Shine Gloss
F#

Frizz Relief Shine Spray
F#

- Skin staining noted. Erythematous response were read "through" the Stain.

6. CONCLUSIONS:

A. There were no significant differences in irritancy observed between the Test Material (s) and the Reference Control (s)~

B.

Study Conducted By: oApproved By:

* SCORE

0 = No evidence of any effect.
:!: (Barely Perceptible) = minimal faint uniform or

spotty erythema
1 (Mild) = Pink uniform erythema covering most of

the contact site.

+, 1+,2+ and 3+ = Intermediate scores contributing 0.5, 1.5,2.5 and 3.5 respectively, to the P.I.!.
P.l.l. - Primary Irritation Index - a value depicting the average skin response of the test panel as a whole. It is calculated by choosing

the higher of the two Irritation Scores per panelst, adding them all together and dividing by the total number oftest subjects.

2 (Moderate) = Pink-red erythema visibly uniform i1 entire contact area.
3 (Marked) = Bright red erythema with accompanying edema petechiae

or papules.
4 (Severe) = Deep red erythema with vesiculation or weeping with or

without edema.

cc:

SUBJECTS IRRITATION SCORE *

0 :!: 1 1+ 2 2+ 3 3+ 4 PI!
18 18 0 0 0 0 0 0 0 0 0.00

18 18 0 0 0 0 0 0 0 0 0.00

contains 5% Trimethylsiloxyphenyl 
Dimethicone
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serum contains 2.0% 
Trimethylsiloxyphenyl Dimethicone
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contains 3.0% Trimethylsiloxyphenyl Dimethicone
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containing 2.0% Trimethylsiloxyphenyl Dimethicone
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contains 0.5% 
Diphenylsiloxy Phenyl 
Trimethicone
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contains 0.5% Diphenylsiloxy Phenyl Trimethicone
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contains 10.0% Phenyl Trimethicone
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product containing 3.2363% Phenyl Trimethicone
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F I N A L  R E P O R T 

Page 1 

 

 

STUDY TITLE: 

A 14-Day Cumulative Irritation Assay  

 

PROTOCOL: 

 

 

GUIDELINES FOR THE CONDUCT OF THE STUDY: 

All procedures were conducted in compliance with the regulations of the Food and Drug 

Administration (FDA) ([21CFR 50, 56, 312] ICH-GCP Consolidated Guidelines, May 9, 

1997 Federal Register) and in accordance with  Standard Operating Procedures 

(SOP’s). 

 

SPONSOR: 

  

 

 

 

 

SPONSOR STUDY: 

 Submission Form (ASF) dated June 21, 2010  

 

SPONSOR REPRESENTATIVE: 

 

 

 

 

 

OBJECTIVE: 

This test is designed to furnish data on the primary irritancy potential of topically applied 

substances in human skin.   

 

 

DESIGN RATIONALE: 
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A repeat insult patch test study wherein the test materials were applied under occlusive  

dressings to designated test sites on the upper back or upper arm continuously and  

repeatedly to the same site for a period of 14 days (2,3).   

 

PRINCIPAL INVESTIGATOR: 

, M.D.  (Board Certif ied Dermatologist)  

Medical Director,   

Telephone:   

FAX:  

 

 ADMINISTATIVE STRUCTURE: 

 (Panel Recruitment/Initial Screening) 

  (Patcher) 

 (Expert Grader) 

 (Quality Assurance) 

 

TESTING FACILITY: 

 

 

 

  

 

  

 

DATES OF STUDY CONDUCT: 

The study was conducted from June 21, 2010 through July 5, 2010.  

 

PANEL COMPOSITION: 

Healthy, normal, adult Caucasian volunteers over the age of 18 years of both sexes with 

no blemishes, excess hair or other marks on their upper back or upper arms that would 

obscure grading of the test sites served as subjects.   

Inclusion Criteria: 

1. Healthy adult male and female volunteers between the ages of 18 and 65 years.  
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2. Subjects willing to follow the study requirements and provide a signed informed 

consent. 

 
Exclusion Criteria: 

1. History of recurrent dermatological diseases, e.g., psoriasis, atopic eczema, 

chronic urticaria, vitiligo, etc. 

2. History of allergy or hypersensitivity to cosmetics, toiletries, or other 

dermatological products.  

3. History of allergy or hypersensitivity to sunscreens. 

4. History of allergy or hypersensitivity to any type of tape.  

5. Scars, moles or other blemishes over the upper arm or back, which could 

interfere with the study.  

6. Subjects receiving systemic or topical drugs including steroidal or non-steroidal 

anti-inflammatory drugs, or medications which could interfere with the 

development of an inflammatory response, e.g., immunosuppressive agents or 

retinoids 

7. Subjects with any significant internal diseases, e.g., cardiac, pulmonary, renal, 

hepatic, etc.  

8. Pregnancy or mothers who were breastfeeding or planning a pregnancy  

9. Other conditions considered by the Investigator as sound reasons for  

disqualif ication from enrollment into the study. 
 
INFORMED CONSENT: 

After the protocol, reasons for the study, possible associated risks and potential benefits 

or risks of the treatment had been completely explained, signed, informed subject 

consent was obtained from each volunteer prior to the start of the study.  Copies of all 

consent forms are on file at    

 
TEST MATERIAL: 

One test sample labeled Lotion coded (1 jar) was supplied by the sponsor 

and tested as supplied viz. neat (as is).   In addition, one other test product labeled “SPF 

Lotion” and coded was included in this panel for comparison.  

HANDLING OF STUDY DOCUMENTS:  
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All study related documents, case report forms (CRF's), consent forms and any data 

generated was kept under secure lock in the technician's office during the study.   

 

CASE REPORT FORMS: 

All case report forms (CRFs) were completed in actual time during each patient’s visit.  

 

RECORDING OF DATA AND CORRECTIONS: 

All data and information was recorded on specific case report forms (CRF’s) and this 

information was recorded/or legibly printed in black ink.  Any errors were crossed out  

with a single line and the correct entry made in ink and initialed and dated by the 

Investigator or by the Study Coordinator.   

 

SUBJECT ASSIGNMENT: 

Volunteer subjects were screened and qualifying subjects were selected as described 

above and assigned a subject number.  The initials of each subject accepted into the 

study were recorded sequentially as they were enrolled. 

 

METHOD AND PROCEDURES: 

Approximately 0.05ml of the test material was spread uniformly onto a 15mm diameter 

circular disc of non-absorbing cotton cloth (Webril).  The treated circular disc of Webril 

cotton cloth was then applied to a designated skin site measuring 15mm in diameter on 

the upper arm or upper back.  The site was then covered with occlusive tape (Blenderm, 

3M) and the entire patch fastened to the skin with Scanpor Tape to ensure intimate 

contact with the skin.  This procedure was repeated daily Mondays through Fridays after 

evaluation of the test site with a daily fresh application of the test material for a total of 

14 days.  The patch remained in place over the weekends (Saturdays and Sundays).  In 

addition to the test product and the comparator product (SPF coded 24593-08), one site 

was also treated with 0.05ml of 0.25% SLS (sodium lauryl sulfate) as a positive control 

and another site was treated with a plain Webril patch (cotton cloth) and served as a 

negative control.      

 
ASSESSMENT AND GRADING OF RESPONSES: 
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Irritant reactions which may have been provoked during the study were recorded daily.  

All test sites were graded daily after removal of the patches for possible irritation using 

the following scale:    

 
       0 = normal looking skin  

       1 = very faint erythema with indistinct borders           

 2 = minimal or mild erythema with at least one discernable border  

3 = moderate erythema with sharply distinct borders 

       4 = deep, intense erythema  

 5 = deep, intense erythema with edema (a palpable, raised or elevated lesion) 

 
Other Notations:     V = Vesicles  

   E = Erosions 

   F = Fissuring  
 
Test sites achieving a grade 3 or greater score were discontinued and that grade (3 or 4) 

was carried through for the remainder of the test days for the purpose of calculating the 

cumulative irritation index of the test product.   

 

RESULTS: 

A total of 25 healthy Caucasian volunteers who qualif ied were enrolled into this study.  

There was a total of 22 females and 03 males ranging in age from 18 to 65 years.  All 25 

volunteers completed this investigation as outlined in standard 14-Day 

Cumulative Irritation Assay protocol.   The demography is shown in Table 1.  No adverse 

effects of any kind were observed in any of the test panelists.  

 

Irritation: 

The individual daily and cumulative irritation scores for each test site are shown in the 

tables in Appendix A.  The comparator product labeled SPF Lotion and coded   

produced a total cumulative irritation score of “0” and a cumulative irritation index (CII) of 

0.00.  The test product labeled SPF Cream and coded produced a total 

cumulative score of “0” and a CII of “0.00”.  By contrast, the 0.25% SLS resulted in a CII 

of 0.33 (moderate irritation potential), while negligible irritation was seen with the plain 
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cotton patch (a total cumulative score of “0” and a CII of 0.00).  The mean irritation 

scores and Cumulative Irritation Indices are summarized in Table 2.   

 

CONCLUSIONS: 

The test product coded  (SPF Cream) was found to possess a “negligible” 

irritation potential in human skin while the comparator product coded SPF 

Lotion) was also found to possess a negligible irritation potential in human skin. 
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REFERENCE: 
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A Modified Cumulative Patch Test to Substantiate Hypoallergenic Claims. 

Cosmetic Dermatology. Vol. 7, pages 44-46, 1994. 

 

(2)   Philips, L., Steinberg, M., Maibach, H.I. and Akers, W.A.:   

A Comparison of Rabbit and Human Skin Response to Certain Irritants. 

Toxicol.Appl.Pharmacol. 21: 369-382, 1972. 

 

(3)   Lanman, B.M., Elvers, W.B. and Howard, C.S.:  The Role of Human  

Patch Testing in a Product Development Program.  In:  Proceedings, 
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Inc., Washington, DC, pp. 135-145, 1968. 
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TABLE 1 
 
 

DEMOGRAPHIC DATA 
 
 
 
 
 

Subject 
Number: 

Subject 
nitials: 

                       
Age: 

                
Sex: 

                     
Race: 

01  47 F C 

02  45 F C 

03  22 F C 
04  34 F C 

05  46 F C 

06  42 M C 

07  42 F C 
08  65 F C 

09  63 F C 

10  62 F C 

11  21 F C 
12  47 F C 

13  20 F C 

14  18 F C 

15  18 F C 
16  19 F C 

17  22 F C 

18  19 M C 

19  34 F C 
20  45 F C 

21  42 F C 

22  24 M C 

23  19 F C 
24  20 F C 

25  20 F C 

 
 

 
C = Caucasian 
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TABLE 2 

 

 
 
 

Mean and Cumulative Irritation Indices of Two Coded Test Products 
in a 14-Day Cumulative Irritation Assay 

 
(N=25) 

       
                      TEST PRODUCTS 

 
SPF Cream  

coded 
#  

 
SPF Lotion 

coded  
#  

   
 

Plain  
Webril 

 
 

0.25% 
SLS 

 
Sum of Cumulative 
Scores 

 

0 

 

0 

  

0 

 

244 

 
Mean Cumulative 
Irritation Score 

 

0 

 

0 

 

 

 

0 

 

9.76 

 
Mean Daily  
Irritation Score 

 

0 

 

0 

  

0 

 

0.98 

 
Cumulative 
Irritation Index  

 

0 

 

0 

 

 

 

0 

 

0.33 

 
Irritation  
Potential 

 
Negligible 

 
Negligible 

  
Negligible 

 
Moderate 
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APPENDIX  A 
 

Cumulative Irritation Scores for Each Test Site 
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DAILY AND CUMULATIVE IRRITATION SCORES 

Sample:  SPF Cream coded   

DAYS 1 2 3 4 5 6 7 8 9 10 11 12 13 14 Cumulative 

Subject Number T W Th F S S M T W Th F S S M Score 

1 0 0 0 0     0 0 0 0 0     0 0 

2 0 0 0 0     0 0 0 0 0     0 0 

3 0 0 0 0     0 0 0 0 0     0 0 

4 0 0 0 0     0 0 0 0 0     0 0 

5 0 0 0 0     0 0 0 0 0     0 0 

6 0 0 0 0     0 0 0 0 0     0 0 

7 0 0 0 0     0 0 0 0 0     0 0 

8 0 0 0 0     0 0 0 0 0     0 0 

9 0 0 0 0     0 0 0 0 0     0 0 

10 0 0 0 0     0 0 0 0 0     0 0 

11 0 0 0 0     0 0 0 0 0     0 0 

12 0 0 0 0     0 0 0 0 0     0 0 

13 0 0 0 0     0 0 0 0 0     0 0 

14 0 0 0 0     0 0 0 0 0     0 0 

15 0 0 0 0       0 0 0 0 0     0 0 

16 0 0 0 0     0 0 0 0 0     0 0 

17 0 0 0 0     0 0 0 0 0     0 0 

18 0 0 0 0     0 0 0 0 0     0 0 

19 0 0 0 0     0 0 0 0 0     0 0 

20 0 0 0 0     0 0 0 0 0     0 0 

21 0 0 0 0     0 0 0 0 0     0 0 

22 0 0 0 0     0 0 0 0 0     0 0 

23 0 0 0 0     0 0 0 0 0     0 0 

24 0 0 0 0     0 0 0 0 0     0 0 

25 0 0 0 0       0 0 0 0 0     0 0 

Σ 0 0 0 0     0 0 0 0 0     0 0 

Mean Cumulative Irritation Score:  0.00   

Mean Daily Irritation Scores:          0.00   

Cumulative Irritation Index (CII):    0.00  
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DAILY AND CUMULATIVE IRRITATION SCORES 

Sample:   SPF Lotion coded (standard) 

DAYS 1 2 3 4 5 6 7 8 9 10 11 12 13 14 Cumulative 

Subject Number T W Th F S S M T W Th F S S M Score 

1 0 0 0 0     0 0 0 0 0     0 0 

2 0 0 0 0     0 0 0 0 0     0 0 

3 0 0 0 0     0 0 0 0 0     0 0 

4 0 0 0 0     0 0 0 0 0     0 0 

5 0 0 0 0     0 0 0 0 0     0 0 

6 0 0 0 0     0 0 0 0 0     0 0 

7 0 0 0 0     0 0 0 0 0     0 0 

8 0 0 0 0     0 0 0 0 0     0 0 

9 0 0 0 0     0 0 0 0 0     0 0 

10 0 0 0 0     0 0 0 0 0     0 0 

11 0 0 0 0     0 0 0 0 0     0 0 

12 0 0 0 0     0 0 0 0 0     0 0 

13 0 0 0 0     0 0 0 0 0     0 0 

14 0 0 0 0     0 0 0 0 0     0 0 

15 0 0 0 0     0 0 0 0 0     0 0 

16 0 0 0 0     0 0 0 0 0     0 0 

17 0 0 0 0     0 0 0 0 0     0 0 

18 0 0 0 0     0 0 0 0 0     0 0 

19 0 0 0 0     0 0 0 0 0     0 0 

20 0 0 0 0     0 0 0 0 0     0 0 

21 0 0 0 0     0 0 0 0 0     0 0 

22 0 0 0 0     0 0 0 0 0     0 0 

23 0 0 0 0     0 0 0 0 0     0 0 

24 0 0 0 0     0 0 0 0 0     0 0 

25 0 0 0 0     0 0 0 0 0     0 0 

Σ 0 0 0 0     0 0 0 0 0     0 0 

Mean Cumulative Irritation Score:  0.00   

Mean Daily Irritation Scores:          0.00   

Cumulative Irritation Index (CII):    0.00  
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DAILY AND CUMULATIVE IRRITATION SCORES 

Sample:  Plain Cotton Webril 

DAYS 1 2 3 4 5 6 7 8 9 10 11 12 13 14 Cumulative 

Subject Number T W Th F S S M T W Th F S S M Score 

1 0 0 0 0     0 0 0 0 0     0 0 

2 0 0 0 0     0 0 0 0 0     0 0 

3 0 0 0 0     0 0 0 0 0     0 0 

4 0 0 0 0     0 0 0 0 0     0 0 

5 0 0 0 0     0 0 0 0 0     0 0 

6 0 0 0 0     0 0 0 0 0     0 0 

7 0 0 0 0     0 0 0 0 0     0 0 

8 0 0 0 0     0 0 0 0 0     0 0 

9 0 0 0 0     0 0 0 0 0     0 0 

10 0 0 0 0     0 0 0 0 0     0 0 

11 0 0 0 0     0 0 0 0 0     0 0 

12 0 0 0 0     0 0 0 0 0     0 0 

13 0 0 0 0   0 0 0 0 0   0 0 

14 0 0 0 0     0 0 0 0 0     0 0 

15 0 0 0 0     0 0 0 0 0     0 0 

16 0 0 0 0     0 0 0 0 0     0 0 

17 0 0 0 0     0 0 0 0 0     0 0 

18 0 0 0 0     0 0 0 0 0     0 0 

19 0 0 0 0     0 0 0 0 0     0 0 

20 0 0 0 0     0 0 0 0 0     0 0 

21 0 0 0 0     0 0 0 0 0     0 0 

22 0 0 0 0     0 0 0 0 0     0 0 

23 0 0 0 0     0 0 0 0 0     0 0 

24 0 0 0 0     0 0 0 0 0     0 0 

25 0 0 0 0     0 0 0 0 0     0 0 

Σ 0 0 0 0     0 0 0 0 0     0 0 

Mean Cumulative Irritation Score:  0.00   

Mean Daily Irritation Scores:          0.00   

Cumulative Irritation Index (CII):    0.00   
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DAILY AND CUMULATIVE IRRITATION SCORES 

Sample:  Sodium Lauryl Sulfate (SLS) 0.25% 

DAYS 1 2 3 4 5 6 7 8 9 10 11 12 13 14 Cumulative 

Subject Number T W Th F S S M T W Th F S S M Score 

1 0 1 1 1     1 1 1 2 3     - 14 

2 0 0 0 0     0 1 1 2 2     2 8 

3 0 0 0 0     1 1 1 2 2     2 9 

4 0 0 0 0     0 1 1 2 2     2 8 

5 0 0 1 1     1 1 2 2 3     - 14 

6 0 0 0 0     0 1 2 3 -     - 12 

7 0 0 0 0     0 0 1 1 2     2 6 

8 0 0 0 1     1 1 1 2 3     - 12 

9 0 0 0 0     1 1 2 2 3     - 12 

10 0 0 0 0     0 1 1 2 3     - 10 

11 0 0 0 0     1 1 1 2 2     2 9 

12 0 0 1 1     1 1 2 2 3     - 14 

13 0 0 0 0     0 1 1 2 2     3 9 

14 0 0 0 0     0 0 1 1 3     - 8 

15 0 0 0 0     0 1 1 1 2     2 7 

16 0 0 0 0     0 0 0 1 1     2 4 

17 0 0 0 0     0 0 1 2 2     2 7 

18 0 0 0 1     1 1 1 2 2     2 10 

19 0 1 1 1     1 2 2 3 -     - 17 

20 0 0 0 0     0 1 2 2 2     2 9 

21 0 1 1 1     1 1 1 2 2     2 12 

22 0 0 0 0     0 1 1 2 2     2 8 

23 0 0 0 0     0 0 0 0 0     0 0 

24 0 0 0 1     1 1 2 2 3     - 13 

25 0 1 1 1     1 1 1 2 2     2 12 

Σ 0 4 6 9     12 21 30 46 57     59 244 

Mean Cumulative Irritation Score:  9.76   

Mean Daily Irritation Scores:          0.98  

Cumulative Irritation Index (CII):    0.33  
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product containing 26.18% Phenyl Trimethicone
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lotion 2 contains 7.5% Phenyl Trimethicone
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F I N A L    R E P O R T 
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TITLE: 
 
An Assessment of the Photosensitization Potential of Three Topical Test Products Using 

a Human Photocontact Allergenicity Assay.   

 
 PROTOCOL: 

 

 
GUIDELINES FOR THE CONDUCT OF THE STUDY: 

All procedures were conducted in compliance with the regulations of the Food and Drug 

Administration (FDA) ([21 CFR 50, 56, 312) ICH-GCP Consolidated Guidelines, May 9, 

1997 Federal Register) and in accordance with  Standard Operating Procedures 

(SOP’s).   

 
OBJECTIVE: 

The objective of this study was to determine the photosensitization (photocontact 

allergenicity) potential of three topical cosmetic products to determine if these materials 

have a detectable photocontact allergenic potential when topically applied to human skin 

(see references #1 and #2). 

 
DESIGN RATIONALE: 

This was a repeat insult patch test wherein the test materials and ultraviolet radiation 

(solar simulated radiation) were administered to the same designated test sites over the 

mid or lower back area repeatedly for a total of six (6) induction exposures over a 3 

week period followed by a challenge phase after a rest period of 10 to 14 days.  The 

evaluator was blinded as to the identity of the test products.  

 
CONDUCTION DATES: 

This study was conducted from January 9, 2012 through February 10, 2012.  

 
PRINCIPAL INVESTIGATOR: 

, M.D. (Board Certif ied Dermatologist) 

Medical Director,   
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 ADMINISTRATIVE STRUCTURE: 

 (Receptionist/Panel Recruitment/Initial Screening)  

 (Technician/Patch Applications and Removals/UV Irradiation) 

 (Laboratory Supervisor/Expert Grader) 

 (Sr. Associate Director/Quality Assurance) 

 

TESTING FACILITY: 

    

 

 

  

 

 

SPONSOR: 

     

  

  

Contact:   

Telephone:   

 

SPONSOR STUDY: 

 Submission Form dated:  January 4, 2012   

 

INFORMED CONSENT: 

Prior to acceptance into the study, each subject was informed by the Investigator or his 

designee of the nature and purpose of the study, possible side-effects and any other 

relevant information.  The study procedures and possible risks and discomfort were 

explained to each panelist during the interview using popular understandable language 

and terms, and the panelists were encouraged to ask questions regarding the study.  

Each interviewed panelist who qualif ied was then asked to sign a consent form prior to 

enrollment.  A copy of the study schedule of events, visits and dates was then given to  

the volunteer. 
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TEST MATERIALS: 

The test samples used in this study were supplied by the sponsor.  The products 

consisted of separate containers labeled Yellow Liquid coded (1 jar);  Lotion 

#1 coded (1 jar) and Lotion #2 coded  (1 jar).  The product coded 

 was allowed to air-dry for ~30 minutes prior to occlusion.  All three test 

products were then tested neat, as supplied.   

 

TEST DRUG ACCOUNTABILITY: 

The test samples were received in good condition by our Quality Assurance Department.  

The test materials were checked for (1) amount (2) product number or code (3) material 

container etc.  The materials were individually listed on a special sheet signed by the 

receiver, the laboratory supervisor and the investigator (physician).  The test materials 

were stored at ambient conditions in an inaccessible location under the supervision of 

the investigator.  

 

DISPOSITION OF REMAINING CLINICAL SUPPLIES: 

All remaining test materials will be disposed of in accordance with established 

procedures following completion of the study and after the final written report has been 

issued to the Sponsor.  

 

PANEL COMPOSITION: 

Healthy, Caucasian, adult volunteers with no excess hair or other marks on their back 

that would obscure grading of the test sites were recruited for this study.  These were 

fair skin individuals with skin types I, II, or III defined as follows (Federal Register 43: 

38260, 1978): 

 
Type I   - Always burns easily; never tans 

Type II  - Always burns easily; tans minimally  

Type III - Burns moderately; tans gradually  

 

None of the subjects had a medical or dermatological illness and none were sensitive to 

sunlight or to topical preparations and/or cosmetics.   
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Inclusion Criteria: 

1. Healthy adult male and female volunteers (skin types I to III) between the ages of 

18 and 65 years. 

2. All subjects were willing to follow the study requirements and voluntarily gave 

their informed consent. 

 

Exclusion Criteria: 

1. History of sun hypersensitivity and photosensitive dermatoses. 

2. History of recurrent dermatological diseases, e.g., psoriasis, atopic eczema, 

chronic urticaria. 

3. Subjects with any significant internal diseases, e.g., cardiac, pulmonary, renal, 

hepatic, etc.  

4. History of allergy or hypersensitivity to cosmetics, toiletries, or other 

dermatological products.  

5. History of allergy or hypersensitivity to sunscreens. 

6. History of allergy or hypersensitivity to any type of tape.  

7. Scars, moles or other blemishes over the lower back, which could have interfered 

with the study. 

8.  Subjects receiving systemic or topical drugs including steroidal or non- 

steroidal anti-inflammatory drugs, or medications which could have interfered 

with the development of an inflammatory response, e.g., immunosuppressive 

agents or retinoids.  

9. Subjects receiving potentially photosensitizing medications, e.g., thiazides, 

tetracyclines, phenothiazines, etc.  

10. Pregnancy or mothers who were breastfeeding or planning a pregnancy.  

11.  Other conditions considered by the Investigator as sound reasons for 

disqualif ication from enrollment into the study. 

 
 
SUBJECT ASSIGNMENT: 

Volunteer subjects were screened and selected as described above and assigned a 

study number.  The initials of each subject accepted into the study were recorded 

sequentially as they were enrolled.  
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RECORDING OF DATA: 

The case report forms (CRF’s) for this study were provided by the Investigator.  All case 

report forms were completed in actual time, during each subject’s visit.  All scores were 

recorded on the Case Report Forms.  Copies of the CRF’s will be retained by the 

investigator along with the original signed informed consent forms.    

 

HANDLING OF STUDY DOCUMENTS 

All study related documents, case report forms (CRF’s), original informed subject 

consent forms and any data generated were kept under secure lock in the technician’s 

office for the duration of the study.  

 

TEST SITE: 

The test site was the mid or lower back.  The test sites were inspected prior to test 

product application to ensure that the skin was normal in appearance and free of 

irritation or other blemishes.   

 

METHOD(1,2): 

Test patches were applied to the lower back of each subject. The entire test was 

composed of three distinct phases: (1) Pre-testing phase (2) Induction phase and (3) 

Challenge phase. 

 

(1) PRE-TESTING PHASE: 

After signing an informed consent form (on Day 1), the Minimal Erythema Dose (MED) of 

each subject was determined by exposing one side of the midback to a series of 

exposures (1cm diameter circular areas) in 25% increments from the xenon arc solar 

simulator, the details of which are listed below.  The subject's MED is the shortest 

exposure time that produces a minimally visible faint erythema 20 to 24 hours later.  

 

(2) INDUCTION PHASE: 

Approximately 40mgs. of each test material was spread uniformly over a 2x2cm square of 

non-woven cotton cloth (Webril, Curity).  The loaded patches were then applied to the 

designated test area and covered with occlusive tape (Blenderm, 3M).  The patches were  

left in place for twenty-four (24) hours.  At the end of that period, the patches were 
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removed and the sites wiped off with dry gauze and exposed to two minimal erythema 

doses (MED's) from the xenon arc solar simulator.  The sites were then left open for a 

forty-eight (48) hour period, after which the subjects returned to the testing facility and the 

patches were again reapplied to the same designated test sites under dressings as 

outlined above.  Twenty-four (24) hours later, the patches were removed and the sites re-

exposed to 2 MED's of solar simulated radiation.  This sequence was repeated to the 

same test sites twice weekly for a total of three weeks (total of 6 exposures).   

 

(3) CHALLENGE: 

Ten (10-14) days following the last induction dose, the subjects returned to the testing 

facility for a single challenge exposure.  The test materials were applied as previously 

specified (40mgs) in duplicate to new designated skin sites each measuring 2x2cm on 

the opposite side of the lower back, under dressings, as previously described, for a 

period of approximately 24 hours.  One set of patches was then removed and any 

excess test material wiped off with dry gauze.  The sites were then irradiated with 1/2 an 

MED of solar simulated radiation (SSR) plus 4J/cm2 of UVA which was obtained by 

filtering the beam from the solar simulator to eliminate short (UVB) wavelengths (see 

Light Source).  The duplicate set of patches remained unirradiated and served as control 

treated sites.   

 
EVALUATION OF SKIN REACTIONS: 

All test sites were examined for reactions at 48 and 72 hours following exposure of the 

sites to UV radiation.  Each subject reported back to the testing facility at the two time 

points to have the responses appraised by an evaluator other than the person applying 

the test products, and who was unaware of the nature of the test substances.               

 

Skin reactions were scored according to the following scale: 

 0  =  Not sensitized 

 1  =  Mild sensitization (viz. erythema and a little edema) 

 2  =  Moderate sensitization (erythema with infiltration, spreading reaction 

             beyond the borders of the patch, with or without vesiculation) 

 3  =  Strong sensitization (large vesicula-bullous reaction) 
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LIGHT SOURCE(3): 

This was a 150-watt compact xenon arc source equipped with UV-reflecting dichroic 

mirror and a 1mm thick Schott WG-320 filter to produce simulation of the solar spectrum 

(290nm-400nm).  A 1mm thick UG5 filter was added to remove reflected heat and 

remaining visible radiation.  Total irradiance at skin level was measured with a calibrated 

Eppley Thermopile.  The size of the irradiated field was approximately a 1-cm diameter 

circle.  UVA was obtained from this same source by passing the beam through a 1mm 

Schott WG345 filter (Schott Glass Technologies).  This provided a continuous spectrum 

between 320 and 420nm with a peak between 360-370nm.  Total irradiance at skin level 

was 217.5mW/cm2.  The UVA intensity was 75.0mW/cm2.  

 

ADVERSE EXPERIENCES: 

No adverse experiences or unanticipated reactions of any kind were observed or 

reported during the study. 

 

RESULTS: 

A total of 27 healthy, Caucasian volunteers who qualif ied were enrolled into this study.  

There were 24 females and 3 males ranging in age from 20 to 60 years.  One volunteer 

#13 (initials RJP, a female) voluntarily withdrew for personal reasons unrelated to the 

study.  The remaining 26 volunteers completed this investigation, as specified in the 

protocol.   The demography is shown in Table 1.   

 
No side-effects or unexpected reactions of any kind were observed.  Following the 

challenge phase, no reactions suggestive of photocontact allergy were seen in any of 

the panelists at either 48 or 72 hours post exposure.  The results of the challenge are 

summarized in the enclosed tables (Tables 2 through 7).      

 

CONCLUSIONS: 

Under the presently described test conditions, the test materials labeled  

);  ) and Lotion #2 ( ) do not possess a 

detectable photocontact-sensitizing potential in human skin.  
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TABLE 1 
 

 
DEMOGRAPHIC DATA 

 

 

 

Subject 
Number: 

Subject 
Initials: 

                       
Age: 

                
Sex: 

                     
Race: 

01  57 F C 

02  48 F C 

03  57 F C 

04  28 F C 

05  53 M C 

06  48 M C 

07  57 F C 

08  37 F C 

09  36 F C 

10  60 F C 

11  50 F C 

12  44 F C 

13  47 F C 

14  60 F C 

15  47 F C 

16  41 F C 

17  43 F C 

18  31 F C 

19  35 F C 

20  57 F C 

21  31 F C 

22  27 M C 

23  38 F C 

24  29 F C 

25  31 F C 

26  54 F C 

27  20 F C 

 
 

 
C = Caucasian 
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TABLE 6 
 

RESULTS OF PHOTOMAXIMIZATION TESTING  (48 Hour Grading) 
 

Sample:   Lotion #2 coded    (tested as supplied) 
 

 

Subject Number: Unirradiated Control UV Irradiated 

001 0 0 

002 0 0 

003 0 0 

004 0 0 

005 0 0 

006 0 0 

007 0 0 

008 0 0 

009 0 0 

010 0 0 

011 0 0 

012 0 0 

013 - - 

014 0 0 

015 0 0 

016 0 0 

017 0 0 

018 0 0 

019 0 0 

020 0 0 

021 0 0 

022 0 0 

023 0 0 

024 0 0 

025 0 0 

026 0 0 

027 0 0 

 
 
GRADING SCALE: 
 
0  =  Not sensitized 
1  =  Mild sensitization (viz. erythema and a little edema) 
2  =  Moderate sensitization (erythema with infiltration, spreading reaction 
            beyond the borders of the patch, with or without vesiculation) 
3  =  Strong sensitization (large vesiculo-bullous reaction) 
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TABLE 7 
 

RESULTS OF PHOTOMAXIMIZATION TESTING  (72 Hour Grading) 
 

Sample:  Lotion #2 coded    (tested as supplied)  
 

 

Subject Number: Unirradiated Control UV Irradiated 

001 0 0 

002 0 0 

003 0 0 

004 0 0 

005 0 0 

006 0 0 

007 0 0 

008 0 0 

009 0 0 

010 0 0 

011 0 0 

012 0 0 

013 - - 

014 0 0 

015 0 0 

016 0 0 

017 0 0 

018 0 0 

019 0 0 

020 0 0 

021 0 0 

022 0 0 

023 0 0 

024 0 0 

025 0 0 

026 0 0 

027 0 0 

 
 
GRADING SCALE: 
 
0  =  Not sensitized 
1  =  Mild sensitization (viz. erythema and a little edema) 
2  =  Moderate sensitization (erythema with infiltration, spreading reaction 
            beyond the borders of the patch, with or without vesiculation)  
3  =  Strong sensitization (large vesiculo-bullous reaction) 
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