
Supplement 1 

This supplement contains the following items: 

1. Study Protocol – pages 1-54

2. Statistical Analysis Plan – pages 55-66

3.

Pharmacy Manual – pages 69-744.

Tape Stripping Procedure – page 755.

Fitzpatrick Skin Type Questionnaire – pages 67-68
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Attachment A. Pharmacokinetic Sample Collection Schedule 

 

 

Page 63



Attachment B. Randomization Schedule 

Treatment schedule 
RANDID PART COHORT SEQ 

1001 1 1 D 
1002 1 1 A 
1003 1 1 C 
1004 1 1 B 
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1005 1 1 D 
1006 1 1 B 
1007 1 1 A 
1008 1 1 C 
1009 1 1 C 
1010 1 1 B 
1011 1 1 A 
1012 1 1 D 
1013 1 1 B 
1014 1 1 A 
1015 1 1 D 
1016 1 1 C 
1017 1 1 B 
1018 1 1 A 
1019 1 1 C 
1020 1 1 D 
1021 1 1 A 
1022 1 1 D 
1023 1 1 C 
1024 1 1 B 
2001 2 2 G 
2002 2 2 E 
2003 2 2 F 
2004 2 2 H 
2005 2 2 E 
2006 2 2 G 
2007 2 2 F 
2008 2 2 H 
2009 2 2 G 
2010 2 2 E 
2011 
2012 
2013 
2014 

2 
2 
2 
2 

2 
2 
2 
2 

H 
F 
F 
G 
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2015 
2016 
2017 
2018 
2019 
2020 
2021 
2022 
2023 
2024 

2 
2 
2 
2 
2 
2 
2 
2 
2 
2 

2 
2 
2 
2 
2 
2 
2 
2 
2 
2 

E 
H 
H 
E 
G 
F 
E 
F 
G 
H 

2025 2 3 F 
2026 2 3 H 
2027 2 3 G 
2028 2 3 E 
2029 2 3 G 
2030 2 3 H 
2031 2 3 E 
2032 2 3 F 
2033 2 3 G 
2034 2 3 E 
2035 
2036 
2037 
2038 
2039 
2040 
2041 
2042 
2043 
2044 
2045 
2046 
2047 
2048 

2 
2 
2 
2 
2 
2 
2 
2 
2 
2 
2 
2 
2 
2 

3 
3 
3 
3 
3 
3 
3 
3 
3 
3 
3 
3 
3 
3 

H 
F 
H 
E 
F 
G 
G 
E 
F 
H 
G 
E 
H 
F 
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The Fitzpatrick Skin-Type Chart 

You can use this skin-type chart for self-assessment, by adding up the score for each of the 

questions you've answered.  At the end there is a scale providing a range for each of the six 

skin-type categories.  Following the scale is an explanation of each of the skin types.  You 

can quickly and easily determine which skin type you are.   

Genetic Disposition 

Score 0 1 2 3 4 

What is the colour of your eyes?  Light blue, 

Grey, Green  

Blue, Grey or 

Green  

Blue  Dark 

Brown  

Brownish 

Black 

What is the natural colour of 

your hair?  

Sandy Red  Blond  Chestnut/Dark 

Blond  

Dark 

Brown  

Black 

What is the colour of your skin 

(non exposed areas)?  

Reddish  Very Pale  Pale with Beige 

tint  

Light 

Brown  

Dark Brown 

Do you have freckles on 

unexposed areas?  

Many  Several  Few  Incidental  none 

Total score for Genetic Disposition: _____ 

Reaction to Sun Exposure 

Score  0  1  2  3  4 

What happens when you 

stay in the sun too long?  

Painful redness, 

blistering, 

peeling  

Blistering 

followed by 

peeling  

Burns sometimes 

followed by peeling  

Rare 

burns  

Never had 

burns 

To What degree do you 

turn brown?  

Hardly or not at 

all  

Light colour tan  Reasonable tan  Tan very 

easy  

Turn dark 

brown 

quickly 

Do you turn brown within 

several hours after sun 

exposure?  

Never  Seldom  Sometimes  Often  Always 

How does your face react 

to the sun?  

Very sensitive  Sensitive  Normal  Very 

resistant  

Never had a 

problem 

Total score for Reaction to Sun Exposure: _____ 

Tanning Habits 

Score  0  1  2  3  4 

When did you last expose your body to 

sun (or artificial sunlamp/tanning 

cream)?  

More than 3 

months ago  

2-3 

months 

ago  

1-2 months 

ago  

Less than a 

month ago  

Less than 2 

weeks ago 

Did you expose the area to be treated to 

the sun?  

Never  Hardly 

ever  

Sometimes  Often  Always 

Total score for Tanning Habits: _____ 
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Add up the total scores for each of the three sections for your Skin Type Score. 

Skin Type Score - Fitzpatrick Skin Type 

0-7 I

8-16 II

17-25 III 

25-30 IV 

over 30 V -VI 

TYPE 1: Highly sensitive, always burns, never tans. Example: Red hair with freckles 

TYPE 2: Very sun sensitive, burns easily, tans minimally. Example: Fair skinned, fair haired 

Caucasians 

TYPE 3: Sun sensitive skin, sometimes burns, slowly tans to light brown. Example: Darker 

Caucasians. 

TYPE 4: Minimally sun sensitive, burns minimally, always tans to moderate brown. 

Example: Mediterranian type Caucasians, some Hispanics. 

TYPE 5: Sun insensitive skin, rarely burns, tans well. Example: Some Hispanics, some 

Blacks 

TYPE 6: Sun insensitive, never burns, deeply pigmented. Example: Darker Blacks.
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