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P RI N CI P A L I N V E S TI G A T O R P R O T O C O L A G R E E M E N T 
P A G E

 I c o nfir m a gr e e m e nt t o c o n d u ct t h e st u d y in c o m p li a n c e with t h e pr ot o c ol a n d 

a n y a m e n d m e nts a n d a c c or di n g t o t h e c urr e nt I C H G C P g ui d eli n es.

 I a c k n o wle d g e t h at I a m r es p o nsi bl e f or o v er all st u d y c o n d u ct. I a gr e e t o 

p ers o n all y c o n d u ct or s u p er vis e t h e d es cri b e d st u d y.

 I a gr e e t o e ns ur e t h at all ass o ci at es, c oll e a g u es a n d e m pl oy e es assist i n g i n t h e 

c o n d u ct of t h e st u d y  ar e i nf or me d a b o ut t h ei r o bli g atio ns. M e c h a nis ms ar e i n 

pl a c e t o e ns ur e sit e st aff r e c ei v es all a p pr o pri at e i nf or m at i on t hr o u g h o ut t h e 

st u d y.

 I a gr e e t o c o n d u ct t his st u d y in f ull c o nf or m a n c e wit h t h e l a ws a n d r e g ul ati o ns 

of  t h e c o u ntr y in w hi c h t h e r es e ar c h is c o n d u ct e d a n d t h e D e cl ar ati o n of 

H el si n ki.

I n v esti g at or N a m e:

I n v esti g at or Q u alifi c ati ons:

I n v esti g at or Si g n at ur e:

D at e of Si g n at ur e/ A gr e e m e nt:

D D/ M M M/ Y Y Y Y
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6. 3. 1 9. T e st P r o d u ct a n d T est Di a r y Dis p e nsi n g. W as h o ut 
Di a r y C oll e cti o n. ...............................................................6 1
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T r e at m e nt ..........................................................................6 1
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6. 5. 3. C o nti n u e d S u bj e ct Eli gi bilit y ................................. 6 4
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6. 5. 6. S u bj e ct S elf -Ass ess m e nt P ost -P r o c e d u r e, P o st -
T r e at m e nt ( 4 8 ± 4 h o u r s aft e r F a ci al P e el) ........................6 5

6. 5. 7. D e r m at ol o gist Ass ess m e nt P ost -P r o c e d u r e, P o st -
T r e at e m e nt ( 4 8 ± 4 h o u r s aft e r F a ci al P e el) ......................6 5
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6. 6. 5. I n st r u m e nt al M e as u r e m e nts P ost -P r o c e d u r e, P ost -
T r e at m e nt ( 7 2 ± 4 h o u r s aft e r F a ci al P e el) ........................6 6

6. 6. 6. S u bj e ct S elf -Ass ess m e nt P ost -P r o c e d u r e, P o st -
T r e at m e nt ( 7 2 ± 4 h o u r s aft e r F a ci al P e el) ........................6 6

6. 6. 7. D e r m at ol o gist Ass ess m e nt P ost -P r o c e d u r e, P o st -
T r e at e m e nt ( 7 2 ± 4 h o u r s aft e r F a ci al P e el) ......................6 6

6. 6. 8. S u p e r vis e d T est P r o d u ct A p pli c ati o n .....................6 6
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6. 7. 1. C u r r e nt / C o n c o mit a nt M e di c ati o n ........................6 7

6. 7. 2. A d v e rs e E v e nts ........................................................6 7

6. 7. 3. C o nti n u e d S u bj e ct Eli gi bilit y ................................. 6 7

6. 7. 4. C o m pli a n c e ( Di a r y R e vi e w) ....................................6 8

6. 7. 5. I n st r u m e nt al M e as u r e m e nts P ost -P r o c e d u r e, P ost -
T r e at m e nt ( 1 6 8 ± 4 h o u rs aft e r F a ci al P e el) ......................6 8

6. 7. 6. S u bj e ct S elf -Ass ess m e nt P ost -P r o c e d u r e, P o st -
T r e at m e nt ( 1 6 8 ± 4 h o u rs af t e r F a ci al P e el) ......................6 8

6. 7. 7. D e r m at ol o gist Ass ess m e nt P ost -P r o c e d u r e, P o st -
T r e at e m e nt ( 1 6 8 ± 4 h o u rs aft e r F a ci al P e el) ....................6 8

6. 7. 8. S u p e r vi s e d T e st P r o d u ct A p pli c ati o n .....................6 8

6. 7. 9. S u p e r vis e d S u ns c r e e n A p pli c ati o n .........................6 8
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6. 8. Visit 8 – 7 d a ys aft e r Visit 7 ............................................6 8

6. 8. 1. C u r r e nt / C o n c o mit a nt M e di c ati o n ........................6 9

6. 8. 2. A d v e rs e E v e nts ........................................................6 9

6. 8. 3 . C o nti n u e d S u bj e ct Eli gi bilit y ................................. 6 9

6. 8. 4. C o m pli a n c e ( Di a r y R e vi e w) ....................................6 9

6. 8. 5. I n st r u m e nt al M e as u r e m e nts P ost -P r o c e d u r e, P ost -
T r e at m e nt ( 3 3 6 ± 4 h o u rs aft e r F a ci al P e el) ......................6 9

6. 8. 6. I m a g e C a pt u r e ( VI SI A) P ost -P r o c e d u r e, P o st -
T r e at m e nt ( 3 3 6 ± 4 h o u rs aft e r F a ci al P e el) ......................7 0

6. 8. 7. S u bj e ct S elf -Ass ess m e nt P ost -P r o c e d u r e, P o st -
T r e at m e nt ( 3 3 6 ± 4 h o u rs aft e r F a ci al P e el) ......................7 0

6. 8. 8. S u bj e ct Gl o b al S elf -A s s e s s m e nt ..............................7 0

6. 8. 9. D e r m at ol o gist Ass es m e nt P ost -P r o c e d u r e, P o st -
T r e at m e nt ( 3 3 6 ± 4 h o u rs aft e r F a ci al P e el) ......................7 0

6. 8. 1 0. D e r m at ol o gist Gl o b al Ass ess m e nt ........................7 0

6. 8. 1 1. P r o d u cts a n d T est Di a r y R et u r n ..........................7 1

6. 8. 1 2. Di s c h a r g e f r o m St u d y ...........................................7 1

7. S A F E T Y A S S E S S M E N T S ..................................................7 2

7. 1. D efi niti o ns of a n A d v e rs e E v e nt a n d S e ri o us A d v e rs e 
E v e nt .......................................................................................7 2

7. 1. 1. A d v e rs e E v e nts ........................................................7 2

7. 1. 2. S e ri o us A d v e rs e E v e nts ...........................................7 3

7. 2. R e c o r di n g A d v e rs e E v e nts a n d S e ri o us A d v e rs e E v e nts
7 4

7. 3. E v al u ati n g A d v e rs e E v e nts a n d S e ri o us A d v e rs e E v e nts
7 4

7. 4. R e p o rti n g A d v e rs e E v e nts a n d S e ri o us A d v e rs e E v e nts
7 5

7. 5. F oll o w - up of A d v e rs e E v e nts a n d S e ri o us A d v e rs e E v e nts
7 7

7. 6. C oll e cti o n of P r e g n a n c y I nf o r m ati o n .............................7 8
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7. 6. 1. Ti m e P e ri o d f o r C oll e cti n g of P r e g n a n c y 
I nf o r m ati o n .......................................................................7 8

7. 6. 2. A cti o n t o b e T a k e n if P r e g n a n c y O c c u rs ...............7 8

8. D A T A M A N A G E M E N T ....................................................7 9

8. 1. S o u r c e D o c u m e nts/ D at a .................................................7 9

8. 2. El e ct r o ni c C as e R e p o rt F o r m .........................................7 9

8. 3. D at a H a n dli n g ..................................................................8 0

8. 3. 1. D at a Q u e ri es ............................................................8 0

8. 4. E xt e r n al D at a ...................................................................8 0

9. S T A TI S TI C A L C O N SI D E R A TI O N S A N D D A T A 
A N A L Y S E S .............................................................................8 2
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9. 2. G e n e r al C o nsi d e r ati o ns ...................................................8 2

9. 2. 1. D efi niti o n of A n al ysis P o p ul ati o ns .........................8 2

9. 2. 2. E x cl u si o n of D at a f r o m A n al ysis ............................8 3

9. 2. 3. C rit e r i a f o r E v al u ati o n ...........................................8 3

9. 2. 4. C rit e ri a f o r A s s e s si n g Effi c a c y ...............................8 3

9. 2. 5. C rit e ri a f o r Ass essi n g L o c al T ol e r a n c e ..................8 3

9. 2. 6. H a n dli n g of D r o p o uts a n d Missi n g D at a ...............8 3

9. 3. St atisti c al M et h o ds a n d A n al yti c al Pl a n ........................8 3

9. 3. 1. D e m o g r a p hi c a n d B as eli n e C h a r a ct e risti cs ...........8 4

9. 3. 2. P ri m a r y A n al ysis( es) ...............................................8 4

9. 3. 3. S e c o n d a r y A n al ysis( es) ...........................................8 4

9. 3. 4. S af et y A n al ysis( es) ...................................................8 4

1 0. S T U D Y G O V E R N A N C E C O N SI D E R A TI O N S .............8 4

1 0. 1. P osti n g of I nf o r m ati o n o n P u bli cl y A v ail a bl e Cli ni c al 
T ri als R e gist e rs .......................................................................8 4

1 0. 2. R e g ul at o r y a n d Et hi c al C o nsi d e r ati o ns, I n cl u di n g t h e 
I nf o r m e d C o ns e nt...................................................................8 4
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1 0. 3. Q u alit y C o nt r ol ( St u d y M o nit o ri n g) ............................8 5

1 0. 4. Q u alit y Ass u r a n c e .........................................................8 6

1 0. 5. C o n diti o ns f o r T e r mi n ati n g t h e St u d y .........................8 6

1 0. 6. R e c o r ds R et e nti o n .........................................................8 7

1 0. 7. P r o visi o n of St u d y R es ults t o I n v esti g at o rs, p osti n g of 
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1 1. R E F E R E N C E S ..................................................................8 9

1 2. A P P E N DI C E S ...................................................................9 0
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P R O C E S S F O R A M E N DI N G T H E P R O T O C O L



Pr ot o c ol  mo difi c ati o ns t o o n g oi n g st u di es w hi c h c o ul d p ot e nti all y a d v ers el y aff e ct t h e 
s af et y of  s u bj e cts or w hi c h alt er t h e s c o p e of t h e i n v esti g ati o n, t h e s ci e ntifi c q u ality of  
t he st u d y , t h e e x p eri m e nt al d esi g n, d os a g es, d ur ati o n of t h er a p y, a s s e s s m e nt 
v ari a bl es, t h e n u m b er of s u bj e cts tr e at e d, or s u bj e ct s el e ct i on cri t eria ar e c o nsi d er e d 
m aj or/s u bst a nt i al a m e n d m e nts a n d m ust b e m a d e o nl y aft er a p pr o priat e c o n s ul t atio n 
b et w e e n a n a p pr o pr i ate r e pr es e nt ati v e of G S K C H a n d t h e i n v est i g at or.

D et ails o f a m e n d m e nts t o t h e pr ot o c ols s h o ul d b e r e c or d e d o n t h e f o ll owi n g p a g e. 
Pr ot o c ol  mo difi c ati o n s m ust b e pr e p ar e d b y  a r e pr es e nt ati v e of G S K C H.  All c h a n g es 
m ust b e j ust ifi e d i n t h e R e as o n f or A m e nd m e nt s e cti o n of  t h e fol l owi n g Pr ot o c ol  
A m e n d m e nt P a g e. A p pr o v al of a m e n d m e nts will b e m a d e b y t h e ori gi n al pr ot o c ol 
sig n at ori e s or t h ei r a p pr o priat e d e si g n e es.

All m aj or/s u bst a nt i al pr ot o c ol  mo difi c at i ons m ust b e r e vi e w e d a n d a p pr o v e d b y t h e 
a p pr o pri at e I n d e p e n d e nt Et hi cs C o m mitt e e (I E C) i n a c c or d a n c e with l oc al  
r e q uir e m e nts, b ef or e t h e r e vis e d e dit i on c a n b e i m pl e m e nt e d. 

All n o n- s u bst a nt i al/ mi n or/ a d mi nistr ati v e a m e n d m e nts s h o ul d b e s u b mitt e d t o t h e 
I E C as p er c o u ntr y s p e cifi c r e q uir e m e nts. I n s o m e c o u ntri es pr e -a p pr o v al  of a mi n or 
a m e n d m e nt i s n ot r e q uir e d a n d will j ust b e h el d o n fil e b y t h e s p o ns or a n d 
i n v esti g at or.

 

D o c u m e nt N a m e   

T y p e  V er si o n  D o c u m e nt I d e ntifi er  Eff e cti v e D at e  

    

R e a s o n F or I s s u e   
 

 

 

 

 

 

 

 

 

 

 

 

 

1 5- S e p- 2 0 1 7 0 9: 2 7: 1 5

 

Pr ot o c ol 2 0 6 8 2 7 d o c

el d o _ c o ntr oll e d 4. 0; M o st- R e c e nt; Eff e cti v e; C U R R E N T

A ut o I s s u e

0 9 0 0 3 2 d 5 8 0 d 9 8 e b 9

P a g e 1 3 of 9 3

C CI



P R O T O C O L A M E N D M E N T P A G E

D et ails o f all a m e n d m e nts s h o ul d b e r e c or d e d i n t h e t a bl e b el o w. Aff e ct e d s e c tio n s s h o uld b e list e d i n t h e t a b l e; t h e a ct u al 
a m e n d m e nt/ c h a n g e s h o ul d b e m a d e i n t h e r el e v a nt s e cti o n of t h e m ai n pr ot o c ol. 
T o hi g hli g ht t h e c h a n g e, t h e f o ll owi n g f e at ur es will b e us e d: 
T o a d d t e xt: Us e of C A PI T A L L E T T E R S, B O L D A N D U N D E R LI N E
T o d el et e t e xt: Us e of Strik et hr o u g h e. g. stri k et hr o u g h

A m e n d m e nt 
N o. & N e w 
P r ot o c ol 
V e rsi o n N o.

T y p e of A m e n d m e nt R e as o n f o r A m e n d m e nt Ot h e r D o c u m e nts 
R e q ui ri n g A m e n d m e nt

S e cti o n(s) 
A m e n d e d 

PI A m e n d m e nt 
A g r e e m e nt
Si g n at u r e & 
D at e

A m e n d m e nt 
N o.: 1

N o n -S u bst a nt i al/ Mi n or    T o i n cr e as e t h e t ar g et n u m b er 
of  r a n d omis e d s u bj e cts fr o m 
8 0 t o 1 0 0 i n r es p o ns e t o t h e 
fir st 1 0 s u bje cts b ei n g 
i n c orr e ctl y r a n d o mis e d i nt o 
t he st u d y .

I nf or me d C o ns e nt   
Ye s N o

S af et y St at e m e nt     
Ye s N o

C R F                       
Ye s N o

Pr ot o c ol  
s y n o psis ( p a g e 
2 3)

S e cti o n 3. 3 
( p a g e 3 3)

S e cti o n 9. 1 
( p a g e 8 2)

Si g n at ur e:

P r ot o c ol 
V e rsi o n 
N o.: 4

S u bst a nt i al/ M aj or           D at e:

A m e n d m e nt 
N o.: 2

N o n -S u bst a nt i al/ Mi n or    T o u p d at e t h e D at a M a n a g er 
d et ails f or t h e st u d y .

I nf or me d C o ns e nt   
Ye s N o

S af et y St at e m e nt     
Ye s N o

C R F                       
Ye s N o

S u m m ar y  
i nf or mat i on 
( pa g e 3 )

Si g n at ur e:

P r ot o c ol 
V e rsi o n 
N o.: 4

S u bst a nt i al/ M aj or           D at e:
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A m e n d m e nt 
N o. & N e w 
P r ot o c ol 
V e rsi o n N o.

T y p e of A m e n d m e nt R e as o n f o r A m e n d m e nt Ot h e r 
D o c u m e nts 
R e q ui ri n g 
A m e n d m e nt

S e cti o n(s) A m e n d e d PI A m e n d m e nt 
A g r e e m e nt
Si g n at u r e & 
D at e

A m e n d m e nt 
N o.:

N o n -S u bst a nt i al/ Mi n or    I nf or me d 
C o ns e nt   
Ye s N o
S af et y 
St at e m e nt     

Ye s N o
C R F                       

Ye s N o

Si g n at ur e:

P r ot o c ol 
V e rsi o n 
N o.:

S u bst a nt i al/ M aj or           D at e:

A m e n d m e nt 
N o.:

N o n -S u bst a nt i al/ Mi n or    I nf or me d 
C o ns e nt   
Ye s N o
S af et y 
St at e m e nt     

Ye s N o
C R F                       

Ye s N o

Si g n at ur e:

P r ot o c ol 
V e rsi o n 
N o.:

S u bst a nt i al/ M ajor           D at e:
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S C H E D U L E O F E V E N T S

Pr o c e d ur e/ A s s e s s m e nt

Visit 1
D a y 1

Vis it 2
D a y 2

Visit 3 1

D a y 8
Visit 4 1

D a y 9
Visit 5 1

D a y 1 0
Visit 6 1

D a y 1 1
Visit 7 1

D a y 1 5
Visit 8 1

D a y 2 2

S cr e e ni n g/
W a s h o ut

1 D a y Aft er
Visit 1

6 D a ys aft er 
Visit 2, D a y 
of Pr o c e d ur e 

1 D a y af t er 
Visit 3

1 D a y af t er 
Visit 4

1 D a y aft er
Visit 5

4 D a ys af ter 
Visit 6

7 D a y s aft er 
Visit 7

I nf or m e d C o n s e nt X
D e m o gr a p hi c s X
M e di c al Hi st or y X
C urr e nt / C o n c o mit a nt M e di c ati o n X X X X X X X X
A d v er s e E v e nt s X X X X X X X
C o nti n u e d S u bj e ct Eli gi bilit y X X X X X X X
C o m pli a n c e ( Di ar y r e vi e w) 2 X X X X X X X
Fit z p atri c k S ki n T y p e A s s e s s m e nt 
( A p p e n di x 2)

X

Gl o g a u P h ot o a gi n g T y p e A s s e s s m e nt 
( A p p e n di x 3)

X

I n/ E x cl u si o n Crit eri a X 3 X 4 X 4

S u bj e ct Eli gi bilit y X
St u d y M at eri al S e n siti vit y T e st X 5

S u bj e ct S e lf-A s s e s s m e nt S e n siti vit y X 6 X 7 X 8

D er m at ol o gi st A s s e s s m e nt S e n siti vit y X 6 X 7 X 8

E x cl u si o n Crit eri a 9 X X X
S u bj e ct Eli gi bilit y X X X
S u bj e ct R a n d o mi s ati o n X
I n str u m e nt al M e a s ur e m e nt s Pr e-Pr o c e d ur e X
I m a g e c a pt ur e ( VI SI A) Pr e-Pr o c e d ur e X
S u bj e ct S elf -A s s e s s m e nt Pr e -Pr o c e d ur e X
D er m at ol o gi st A s s e s s m e nt Pr e -Pr o c e d ur e X
D er m at ol o gi c al Pr o c e d ur e ( F a ci al P e el) X 9

D er m at ol o gi st A s s e s s m e nt P o st -Pr o c e d ur e, 
Pr e -Tr e at m e nt ( B A S E LI N E)

X 1 0

I n str u m e nt al M e a s ur e m e nt s P o st-
Pr o c e d ur e, Pr e -Tr e at m e nt ( B A S E LI N E)

X 1 0

I m a g e c a pt ur e ( VI SI A) P o st-Pr o c e d ur e, 
Pr e -Tr e at m e nt ( B A S E LI N E)

X 1 0

S u bj e ct S elf -Ass ess m e nt P ost -Pr o c e d ur e, 
Pr e -Tr e at m e nt ( B A S E LI N E)

X 1 0

W a s h o ut Pr o d u ct s a n d W a s h o ut Di ar y 
Di s p e n si n g

X

T e st Pr o d u ct a n d T e st Di ar y Di s p e n si n g , 
W a s h o ut Di ar y r et ur n.

X 1 1

S u p er vi s e d T e st -Pr o d u ct A p pli c ati o n P o st -
Pr o c e d ur e

X 1 2

I n str u m e nt al M e a s ur e m e nt s P o st-
Pr o c e d ur e, P ost -Tr e at m e nt 1 3 X X X X X X

I m a g e c a pt ur e ( VI SI A) P o st-Pr o c e d ur e, 
P ost -Tr e at m e nt 1 4 X X

S u bj e ct S elf -Ass ess m e nt P ost -Pr o c e d ur e, 
P ost -Tr e at m e nt 1 5 X X X X X X

S u bj e ct Gl o b al S elf -A s s e s s m e nt X
D er m at ol o gi st A s s e s s m e nt P o st -Pr o c e d ur e, 
P ost -Tr e at m e nt 1 5 X X X X X X

D er m at ol o gi st Gl o b al A s s e s s m e nt of 
T ol er a n c e

X

S u p er vi s e d T e st -Pr o d u ct A p pli c ati o n 1 6 X X X X
S u p er vi s e d S u n s cr e e n A p pli c ati o n 1 7 X X X X
Pr o d u ct s a n d T e st Di ar y R et ur n X
Di s c h ar g e fr o m St u d y X
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1. F or Vi sit s 3- 8 , s u bj e ct s will b e i n str u ct e d t o cl e a n s e t h eir f a c e at h o m e u si n g t h e cl e a n s er pr o vi d e d a n d m u st n ot u s e a n y ot h er pr o d u ct o n t h eir f a c e, 
i n cl u di n g t h e t e st pr o d u ct ( Gr o u p I o nl y) a n d s u n s cr e e n. S u bj e ct s will b e i n str u ct e d t o bri n g t h e di s p e n s e d cl e a n s er, s u n s cr e e n a n d t e st pr o d u ct ( Gr o u p I 
o nl y) wit h t h e m t o all vi sit s. S u bj e ct s will b e i n vit e d t o t h e sit e i n t h e m or ni n g ( pri or t o 9 a m) t o a v oi d e x p o s ur e t o str o n g s u nli g ht. 

2. T h e I n v e sti g at or or d e si g n e e will r e vi e w t h e di ar y t o m o nit or a n d e n c o ur a g e c o m pli a n c e. A d diti o n al or mi s s e d pr o d u c t a p pli c ati o n s will b e r e c or d e d a s 
d e vi ati o n s. T h e E v al u at or m u st b e bli n d t o di ar y r e vi e w.

3. E x cl u si o n Crit eri a 9 will n ot b e i n cl u d e d f or t hi s a s s e s s m e nt. E x cl u si o n crit eri a 9 i s e v al u at e d b a s e d o n t h e r e s ult s fr o m t h e s e n siti vit y t e st.
4. T o i n cl u d e a r e vi e w of t h e i n cl u si o n/ e x cl u si o n crit eri a s p e cifi e d i n A p p e n di x 4. S u bj e ct s m u st b e c o n si d er e d c o m pli a nt wit h t h e s e i n cl u si o n/ e x cl u si o n 

crit eri a i n or d er t o r e m ai n eli gi bl e f or t h e st u d y.
5. P e el r e gi m e n ( 7 0 % Gl y c oli c A ci d f a ci al p e el s ol uti o n, Bi c ar b o n at e N e utr al i zi n g S ol uti o n a n d S u n m a x S e n siti v e S P F 5 0) t o b e a p pli e d t o t h e v ol ar f or e ar m 

of e a c h s u bj e ct b y a q u alifi e d d er m at ol o gi st. 
6. A s s e s s m e nt s t o b e t a k e n 4 5 ± 1 5 mi n ut es aft er c o m pl eti o n of t h e st u d y m at eri al s e n siti vit y t e st.
7. A s s e s s m e nt s t o b e t a k e n 2 4 ± 4 h o ur s a ft er c o m pl eti o n of t h e st u d y m at eri al se n siti vit y t e st .
8. A s s e s s m e nt s t o b e t a k e n 7 d a y s aft er c o m pl eti o n of t h e st u d y m at eri al s e n siti vit y t e st.
9. 7 0 % Gl y c oli c A ci d f a ci al p e el t o b e a d mi ni st er e d b y a q u alifi e d d er m at ol o gi st w h o m u st b e bli n d t o r a n d o mi z ati o n. T h e Gl y c oli c A ci d tr e at m e nt a n d 

n e utr ali zi n g s ol uti o n will b e s o ur c e d c o m m er ci all y b y t h e st u d y sit e . 
1 0. A s s e s s m e nt s t o b e t a k e n 6 0 ± 1 5 mi n ut e s aft er c o m pl eti o n of t h e f a ci al p e el pr o c e d ur e.
1 1. O nl y s u bj e ct s r a n d o mi s e d t o Gr o u p I will b e di s p e n s e d t e st pr o d u c t. S u bj e ct s i n Gr o u p I a n d II will b e di s p e n s e d diff er e nt t e st di ari e s t o r efl e ct t h e 

diff er e n c e i n tr e at m e nt all o c ati o n. T h e w a s h o ut di ar y will b e r et ur n e d at t h e s a m e ti m e a s t e st di ar y di s p e n si n g. 
1 2. T e st pr o d u ct a p pli c ati o n will o c c ur i m m e di at el y aft er th e p o st -pr o c e d ur e, pr e -tr e at m e nt ( B a s eli n e) a s s e s s m e nt s ar e c o m pl et e a n d u n d er t h e s u p er vi si o n of 

t h e I n v e sti g at or or d e si g n e e t o s u bj e ct s i n Gr o u p I, o nl y. S u bj e ct s i n Gr o u p II will n ot a p pl y a n yt hi n g t o t h eir f a c e. T h e E v al u at or m u st b e bli n d t o t e st 
pr o d u ct a p pli c ati o n.

1 3. M e a s ur e m e nt s t o b e t a k e n 1 8 0 ± 1 5 mi n ut e s, 3 6 0 ± 1 5 mi n ut e s , 2 4 ± 4 h o ur s, 4 8 ± 4 h o ur s, 7 2 ± 4 h o ur s, 1 6 8 ± 4 h o ur s a n d 3 3 6 ± 4 h o ur s af t er c o m pl eti o n of t h e 
f aci al p e el pr o c e d ur e. At Visit 3, t h er e m u st b e at l e a st 3 0 mi n ut e s b et w e e n t e st pr o d u ct a p p li c ati o n ( Gr o u p I, o nl y) a n d i n str u m e nt al m e a s ur e m e nt s.  

1 4. I m a g e s t o b e c a pt ur e d 2 4± 4 h o ur s aft er c o m pl eti o n of t h e f a ci al p e el pr o c e d ur e a n d at Vi sit 8 ( D a y 2 2).
1 5. A s s e s s m e nt s t o b e t a k e n 1 8 0 ± 1 5 mi n ut es, 2 4 ± 4 h o ur s, 4 8 ± 4 h o ur s, 7 2 ± 4 h o ur s, 1 6 8 ± 4 h o ur s a n d 3 3 6 ± 4 h o ur s af t er c o m pl eti o n of t h e f a ci al p e el 

pr o c e d ur e.
1 6. T e st pr o d u ct a p pli c ati o n will b e c o n d u ct e d u n d er t h e s u p er vi si o n of t h e I n v e sti g at or or d e si g n e e t o s u bj e ct s i n Gr o u p I, o nl y . S u bj e ct s i n Gr o u p II will n ot 

a p pl y t h e t e st pr o d u ct t o t h eir f a c e.
1 7. S u n s cr e e n a p pli c ati o n will b e c o n d u ct e d u n d er t h e s u p er vi si o n of t h e I n v e sti g at or or d e si g n e e t o all s u bj e ct s.
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P R O T O C O L S Y N O P SI S F O R S T U D Y 2 0 6 8 2 7



B ri ef S u m m a r y

T his is a r a n d o mi z e d, e v al u at or -bli n d, si n gl e -c e nt er a n d t w o -ar m cli ni c al st u d y  

d esi g n e d t o e v al u at e t h e l o c al t ol er a n c e a n d c os m eti c effi c a c y o f a t o pi c al  s ki n c ar e 

f or mul at i on i n h e alt h y f e m al e s u bj e cts wit h m o d er at e t o a d v a n c e d p h ot o- da m a g e d 

f a ci al s ki n w h o h a v e u n d er g o n e a 7 0 % Gl y c o li c A ci d f a ci al  p e el pr o c e d ur e. It is 

h y p ot h esi z e d t h at t h e t est pr o d u ct, w hi c h is s p e cifi c all y d esi g n e d as a m o ist uri zi n g 

cr e a m  for dr y , s e n sitiv e s ki n, will pr es e nt a f a v or a bl e l o c al t ol er a n c e pr ofil e i n t his 

p o p ul at i on .

O bj e cti v e(s) a n d E n d p oi nt(s)

O bj e cti v e(s) E n d p oi nt(s)
P ri m a r y
Ass ess m e nt of t he l oc al  
t oler a n c e of t h e t est pr o d u ct 
i n s u bj e cts w h o h a v e 
u n d er g o n e a 7 0 % Gl y c o li c 
A ci d f a ci al p e el

E v al u at or ( D er m at ol o gist) g l ob al a ss ess m e nt of 

t oler a n c e

S e c o n d a r y
Ass ess m e nt of  s ki n
r e c o v er y ( c h a n g e fr o m 
b as eli n e) o v er a p eri o d of 
1 4 d a y s i n s u bj e cts w h o 
h a v e u n d er g o n e a 7 0 % 
Gl y c o li c A ci d f a ci al p e el

C o m bi n e d (s u m o f) E v al u a t or (D er m at ol o gist ) s c or es 
f or sig n s/ s y m pt o m s of e r yt h e m a, e d e m a, d e s q u a m ati o n 
a n d dr y n ess

I n di vi d u al E v al u at or ( D er m at ol o gist) s c or es f or 
e r yt he m a, e d e m a, d es q u a m at i on a n d dr y n ess

C o m bi n e d (s u m o f) s u bj e ct s elf-ass ess m e nt s c or es f or 
r e d n ess, p ai n, sti n gi n g/ b ur ni n g, it c hi n g, ti g ht n ess a n d 
dr y n ess

I n di vi d u al su bj e ct s elf-ass ess m e nt s c or es f or r e d n ess, 
p ai n, sti n gi n g/ b ur ni n g, it c hi n g, ti g ht n ess a n d dr y n ess

I n str u me nt al  m e as ur e m e nt of  b arrier f un ct i on 
( T e w a met er) a n d m o ist uris ati o n ( C or n e o met er )

S u bj e ct g l ob al  s elf-ass ess m e nt
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Ass ess m e nt of s ki n 
r e c o v er y ( c h a n g e fr o m 
b as eli n e) b et w e e n tr e at m e nt 
gr o u p s .

All ass ess m e nts a n d m e as ur e m e nts list e d a b o v e

St u d y D esi g n



O v e r all D esi g n

T his is a r a n d omi z e d, e v al u at or -bli n d, si n gl e -c e nt er a n d t w o -ar m cli ni c al st u d y  

d esi g n e d t o e v al u at e t h e l o c al t ol er a n c e a n d c os m eti c effi c a c y o f a t o pi c al  s ki n c ar e 

f or mul at i on i n h e al t hy f em al e s u bj e cts wit h m o d er at e t o a d v a n c e d p h ot o-d a m a g e d 

f a ci al s ki n w h o h a v e u n d er g o n e a 7 0 % Gl y c o li c A ci d f a ci al  p e el pr o c e d ur e. It is 

h y p ot h esi z e d t h at t h e t est pr o d u ct, w hi c h is s p e cifi c all y d esi g n e d as a m o ist uri zi n g 

cr e a m  for dr y , s e n sitiv e s ki n, will  pr es e nt a f a v or a bl e l o c al t ol er a n c e pr ofil e i n t his 

p o p ul at i on.

Visit 1 / D a y 1 (S c r e e ni n g / W as h o ut)

T h e f o ll owi n g ass ess m e nts will b e c o n d u ct e d i n t h e or d er writt e n:

1. I nf or me d C o ns e nt

2. D e m o gr a p hi c s

3. M e di c al Hist or y

4. C urr e nt / C o n c o mit a nt M e di c at i on

5. Fi t z p atri c k S ki n T yp e Ass ess m e nt ( A p p e n di x 2)

6. Gl o g a u P h ot o a gi n g T y p e Ass ess m e nt ( A p p e n di x 3 )

7. I n/ E x cl usi o n Crit eri a ( N o t i n cl u di n g E x cl usi on Crit eri a 9)

8. S u bj e ct Eli gi bilit y

9. St u d y  M at eri al S e n sitivi t y T e st

1 0. S u bj e ct S elf -Ass ess m e nt S e nsit i vity *

1 1. D er m at ol o gi st Assess m e nt S e nsit i vity *

1 2. E x cl usi o n Cri t eria 9

1 3. S u bj e ct Eli gi bilit y

1 4. W as h o ut Pr o d u cts a n d W as h o ut Di ar y Dis p e nsi n g

* Ass ess m e nts t o b e t a k e n 4 5 ± 1 5 mi n ut es aft er c o m pl eti o n of t h e st u d y m at eri al s e nsiti vit y 

t est

Visit 2 / D a y 2 (1 D a y aft e r Visit 1)

T h e f o ll owi n g ass ess m e nts will b e c o n d u ct e d i n t h e or d er writt e n:

1. C urr e nt / C o n c o mit a nt M e di c at i on

2. A d v ers e E v e nts

3. C o nti n u e d S u bj e ct Eli gi bilit y

4. C o m pli a n c e ( Di ar y  r e vi e w)
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5. S u bj e ct S elf -Ass ess m e nt S e nsit i vity *

6. D er m at ol o gi st Ass ess m e nt S e nsit i vity *

7. E x cl usi o n Cri t eria ( A p pe n di x 4)

8. S u bj e ct Eli gi bilit y

* Ass ess m e nts t o b e t a k e n 2 4 ± 4 h o urs aft er c o m pl eti o n of t h e st u d y m at eri al s e n siti vit y t est

Visit 3 / D a y 8 ( 6 Da ys aft e r Visit 2 - Da y of P r o c e d u r e )

T h e f o ll owi n g ass ess m e nts will b e c o n d u ct e d i n t h e or d er writt e n:

1. C urr e nt / C o n c o mit a nt M e di c ati on

2. A d v ers e E v e nts

3. C o nti n u e d S u bj e ct Eli gi bilit y

4. C o m pli a n c e ( Di ar y  r e vi e w)

5. W as h o ut Di ar y R et ur n

6. S u bj e ct S elf -Ass ess m e nt S e nsit i vity *

7. D er m at ol o gi st Ass ess m e nt S e nsit i vity *

8. E x cl usi o n Cri t eria ( A p p e n di x 4)

9. S u bj e ct Eli gi bilit y

1 0. S u bj e ct R a n d o m is ati on

1 1. I n str u me nt al  M e as ur e m e nts Pr e-Pr o c e d ur e

1 2. I ma g e c a pt ur e ( VI SI A) Pr e -Pr o c e d ur e 

1 3. S u bj e ct S elf -Ass ess m e nt Pr e -Pr o c e d ur e 

1 4. D er m at ol o gi st A s s e s s m e nt Pr e-Pr o c e d ur e

1 5. D er m at ol o gi c al  Pr o c e d ur e ( F a cial P e el)

1 6. D er m at ol o gi st Ass ess m e nt P ost -Pr o c e d ur e, Pr e -Tr e at m e nt  ( B A S E LI N E) **

1 7. I n str u me nt al  M e as ur e m e nts P ost-Pr o c e d ur e, Pr e -Tr e at m e nt ( B A S E LI N E) * *

1 8. I ma g e c a pt ur e ( VI SI A) P ost -Pr o c e d ur e, Pr e -Tr e at m e nt ( B A S E LI N E) * *

1 9. S u bj e ct S elf -Ass ess m e nt P ost -Pr o c e d ur e, Pr e -Tr e at m e nt ( B A S E LI N E) * *

2 0. T est Pr o d u ct a n d T est Di ar y Dis p e nsi n g

2 1. S u p er vis e d T est -Pr o d u ct A p pli c ati o n P ost -Pr o c e d ur e

2 2. I n str u me nt al  M e as ur e m e nts P ost-Pr o c e d ur e, P ost -Tr e at m e nt * * *

2 3. S u bj e ct S elf -Ass ess m e nt P ost -Pr o c e d ur e, P ost -Tr e at m e nt * * * *

2 4. D er m at ol o gi st Ass ess m e nt P ost -Pr o c e d ur e, P ost -Tr e at m e nt * * * *

* Ass ess m e nts t o b e t a k e n 7 d a ys aft er c o m pl eti o n of t h e st u d y m at eri al s e nsiti vit y t est

* * Ass ess m e nts t o b e t a k e n 6 0 ± 1 5 mi n ut es aft er c o m pl eti o n of t h e f a ci al p e el pr o c e d ur e

* * * Ass ess m e nts t o b e t a k e n 1 8 0 ± 1 5 a n d 3 6 0 ± 1 5 mi n ut es aft er c o m pl eti o n of t h e f a ci al p e el 

pr o c e d ur e . 

* * * * Ass ess m e nts t o b e t a k e n 1 8 0 ± 1 5 mi n ut es aft er c o m pl eti o n of t h e f a ci al p e el pr o c e d ur e . 

S u bj e cts s h o ul d r e m ai n at t h e sit e u ntil 5: 0 0 P M t o pr e v e nt e x p os ur e t o i nt e ns e s u nli g ht.

Visit 4 / D a y 9 (1 D a y aft e r Visit 3 )

T h e f o ll owi n g ass ess m e nts will b e c o n d u ct e d i n t h e or d er writt e n:
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1. C urr e nt / C o n c o mit a nt M e di c at i on

2. A d v ers e E v e nts

3. C o nti n u e d S u bj e ct Eli gi bilit y

4. C o m pli a n c e ( Di ar y  r e vi e w)

5. I n str u me nt al  M e as ur e m e nts P ost-Pr o c e d ur e, P ost -Tr e at m e nt *

6. I ma g e c a pt ur e ( VI SI A) P ost -Pr o c e d ur e, P ost -Tr e at m e nt *

7. S u bj e ct S elf -Ass ess m e nt P ost -Pr o c e d ur e, P ost -Tr e at m e nt *

8. D er m at ol o gi st Ass ess m e nt P ost -Pr o c e d ur e, P ost -Tr e at m e nt *

9. S u p er vis e d T est -Pr o d u ct A p pli c ati o n

1 0. S u p er vis e d S u ns cr e e n A p pli c at i on

* Ass ess m e nts t o b e t a k e n 2 4 ± 4 h o urs aft er c o m pl eti o n of t h e f a ci al p e el pr o c e d ur e

Vi sit 5 / D a y 1 0 ( 1 D a y aft e r Visit 4) ; Visit 6 / D a y 1 1 ( 1 Da y aft e r Visit 5) , Visit 7

/ D a y 1 5 (4 D a ys Aft e r Visit 6)

T h e f o ll owi n g ass ess m e nts will b e c o n d u ct e d i n t h e or d er writt e n:

1. C urr e nt / C o n c o mit a nt M e di c at i on

2. A d v ers e E v e nts

3. C o nti n u e d S u bj e ct Eli gi bilit y

4. C o m pli a n c e ( Di ar y  r e vi e w)

5. I n str u me nt al  M e as ur e m e nts P ost-Pr o c e d ur e, P ost -Tr e at m e nt *

6. S u bj e ct S elf -Ass ess m e nt P ost -Pr o c e d ur e, P ost -Tr e at m e nt *

7. D er m at ol o gi st Ass ess m e nt P ost -Pr o c e d ur e, P ost -Tr e at m e nt *

8. S u p er vis e d T est -Pr o d u ct A p pli c ati o n

9. S u p er vis e d S u ns c r e e n A p pli c ati on

* Ass ess m e nts t o b e t a k e n 4 8 ± 4 ( Visit 5), 7 2 ± 4 ( Visit 6) a n d 1 6 8 ± 4 ( Visit 7) h o urs aft er 

c o m pl eti o n of t h e f a ci al p e el pr o c e d ur e

Visit 8 / D a y 2 2 ( 7 D a ys aft e r Visit 7 )

T h e f o ll owi n g ass ess m e nts will b e c o n d u ct e d i n t h e or d er writt e n:

1. C u rr e nt / C o n c o mit a nt M e di c at i on

2. A d v ers e E v e nts

3. C o nti n u e d S u bj e ct Eli gi bilit y

4. C o m pli a n c e ( Di ar y  r e vi e w)

5. I n str u me nt al  M e as ur e m e nts P ost-Pr o c e d ur e, P ost -Tr e at m e nt *

6. I ma g e c a pt ur e ( VI SI A) P ost -Pr o c e d ur e, P ost -Tr e at m e nt *

7. S u bj e ct S elf -Ass ess m e nt P ost -Pr o c e d ur e, P o st -Tr e at m e nt *

8. S u bj e ct Gl o b al S elf- Ass ess m e nt

9. D er m at ol o gi st Ass ess m e nt P ost -Pr o c e d ur e, P ost -Tr e at m e nt *

1 0. D er m at ol o gi st Glo b al  A s s e s s m e nt of T oler a n c e

1 1. Pr o d u cts a n d T e st Di ar y R et ur n

1 2. Di s c h ar g e fr o m St u d y
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* Ass ess m e nts t o b e t a k e n 3 3 6 ± 4 h o urs aft er c o m pl eti o n of t h e f a ci al p e el pr o c e d ur e

T y p e a n d Pl a n n e d N u m b e r of S u bj e cts



A p pr o xi m at el y  1 3 0 1 7 8 h e al t h y f e m al es wit hi n t h e a g es of 3 0 a n d 6 0 ye ars 

(in cl usi v e) wit h Fi t z p atric k S ki n Cl assifi c at i on II -I V a n d m o d er at e t o a d v a n c e d 

p h ot o -d a m a g e d s ki n will b e s cr e e n e d t o r a n d o mi z e 8 0 1 0 0 s u bj e cts t o e ns ur e 

a p pr o xi m at el y 6 0 8 0 s u bj e cts ( 3 0 4 0 s u bj e cts p er gr o u p) s u c c essf ull y c o m p l et e t h e 

st u d y.  T h e s a m pl e si z e is b as e d o n cl i ni c al c o nsi d er ati o ns a n d liter at ur e pr e c e d e nt 

[N ar ur k ar , S c h al k a , S uli mo vi c, Ki m ]. Wit h 3 0 s u bj e cts p er tr e at m e nt gr o u p, a c h a n g e 

fr om b as eli n e i n Tr a ns e pi d er m al W at er L oss ( T E W L) at l e ast h alf t h e m a g nit u d e o f 

t he st a n d ar d d e vi ati o n ( e. g. ass u m e st d = 4 (r ef. ), a n d 2. 1 -p oi nt

m e a n c h a n g e fr o m b as eli n e) c a n b e d et e ct e d at t w o -sid e d al p h a = 0. 0 5 wit h 8 0 % 

p o w er.

M ai n C rit e ri a f o r I n cl usi o n

H e al t h y f e m al e s u bj e cts a g e d 3 0-6 0 y e ars (i n cl usi v e) wit h a Fi t z p atric k s ki n 
p h ot ot y p e II -IV a n d Gl o g a u p h ot o a gi n g t y p e II -III will b e r e cr uit e d f or t his st u d y .
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P r o d u ct I nf o r m ati o n

R ef e r e n c e / 
W as h o ut Cl e a ns e r

T est P r o d u ct
R ef e r e n c e / 
W as h o ut
S u ns c r e e n

P r o d u ct N a m e Si m pl e Ki n d t o 
S ki n M o isturi s i n g 

F a ci al W as h

P h ysi o g el C al mi n g 
R eli ef R est ori n g 

Li pi d B al m 

S u n m a x S e nsit i v e 
S P F 5 0

P r o d u ct 
F o r m ul ati o n 
C o d e

N ot A p pli c a bl e
( C o m m er ci al, U K)

( C o m m er ci al, 
Br a zil)

A p pli c ati o n
Q u a ntit y

A p pr o xi m at el y  0. 6-1 g r a ms ( g)

R o ut e of 
A p pli c ati o n

T o pi c al

A p pli c ati o n 
I nst r u cti o ns

W et f a c e wit h w at er. 
I n yo ur h a n ds, w or k 
a s m all  a mo u nt i nt o 
a l at h er. M ass a g e 
o nt o w et s ki n, ri ns e 
wi t h w at er. 

A v o i d c o nt a ct wit h 
e y e s. If c o nt a ct 
o c c urs, rins e 
t hor o u g hl y wit h 
w at er.

Us e t wic e a d a y  
( mor ni n g a n d 
e v e ni n g ) 

Di s p e ns e a p e a -si z e d 
q u a nt ity of  pr o d u ct 
o nt o t h e fi n g erti ps 
a n d a p pl y  t o t he f ull 
f a c e.

A v o i d c o nt a ct wit h 
e y es. If c o nt a ct 
o c c urs ri ns e 
t hor o u g hl y wit h 
w at er.

A p pl y t wi c e a d a y  
( mor ni n g a n d 
e v e ni n g )

D o n ot a p pl y i n t h e 
m o r ni n g if yo u ar e 
visit i n g t h e sit e o n 
t he s a m e d a y .

Di s p e ns e a p e a -si z e d 
q u a nt ity o nt o t h e 
fi n g erti ps a n d ap pl y  
t o t h e f ull f a c e.

A v o i d c o nt a ct wit h 
e y es. If c o nt a ct 
o c c urs ri ns e 
t hor o u g hl y wit h 
w at er.

A p pl y t wi c e a d a y  
( mor ni n g a n d 
l u n c hti m e) 

D o n ot a p pl y i n t h e 
m o r ni n g if yo u ar e 
visit i n g t h e sit e o n 
t he s a m e d a y . 

St atisti c al M et h o ds

D es cri pt i v e st atisti cs ( N, %, 9 5 % c o nfi d e n c e i nt er v als) will b e us e d t o s u m m ari z e t h e 
gl o b al  a s s e s s m e nt of t oler a n c e. C h a n g es fr o m  bas eli n e i n t h e e v al u at or, s u bj e ct i v e 
a n d i nstr u m e nt al e n d p o i nts will b e t a b ul at e d b y pr o d u ct gr o u p a n d s u m m ari z e d 
d es cri pt i v el y a n d ass ess e d f or si g nifi c a n c e ( diff er e nt fr om z er o) usi n g t- t ests or 
Wil c o x o n si g n e d r a n k t ests d e p e n d e nt u p o n t h e distri b ut i on of t h e d at a. Diff er e n c es 
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b et w e e n pr o d u ct gr o u ps i n t h e e v al u at or, s u bj e ct i v e a n d i nstr u m e nt al e n d p oi nts will 
als o b e e x pl or e d a n d t h e m a g nit u d e o f pr o d u ct diff er e n c es i n t h e c h a n g e fr o m 
b as eli n e f or e a c h will b e est i m at e d. A d v ers e e v e nts will b e t a b ul at e d b y pr o d u ct 
gr o u p.
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1. I N T R O D U C TI O N

A t ot al o f 1 1. 7 milli o n c o s m et i c pr o c e d ur es w er e p erf or me d i n 2 0 0 7 i n t h e U nit e d 

St at es, a n d t h e m aj orit y ( 8 2 %) of t h es e w er e n o n-s ur gic al  in n at ur e. N o n -s ur gi c al 

t e c h ni q u es ar e ai m e d at r e d u ci n g t h e si g ns of f a ci al a gi n g, s u c h as h y p er pi g m e nt ati o n, 

l os s of el asti city,  a n d wri n kl es.  

Wit h all o f t he s e n o n- s ur gi c al pr o c e d ur es, t h er e is a n i nt e nti o n al g e n er at i on of 

d a m a g e t o t h e c ut a n e o us b arri er i n or d er t o pr o m ot e t h e r e p air of t h e e pi d er mis a n d 

i n cr e as e d c ell r e n e w al. B y pr o moti n g d a m a g e t o t h e str at u m c or n e u m or e pi d er mis, 

s o m e d e gr e e of irrit ati o n, w hi c h tr a nsl at es i nt o er y t he m a a n d/ or e d e m a, i n a d di tio n  t o 

d es q u a m at i on of gr e at er or l ess er i nt e nsit y, is e x p e ct e d t o o c c ur cli ni c all y.

F a ci al c h e mi c al e xf o li ati on is a w ell-est a blis h e d pr o c e d ur e i n w hi c h t h e d er m at ol o gist 

us es s o m e a g e nt ( us u all y a ci ds) t o i ns ult t h e s ki n, wit h c o n s e q u e nt d a ma g e t o t h e 

c ut a n e o us b arri er. T h er e ar e diff er e nt  t yp es of c h e mi c al e xf o li a nt ( p e els), us e d i n 

d er m at ol o gi c pr a cti c e, wi t h t h e mo st c o m m o n  bei n g t h e us e of r eti n o i ds a n d al p h a-

h y dr o x y  a cids ( A H As), i n cl u di n g gl y c oli c a c i d ( G A).  A H A p e els h a v e a nti-

i nfl a m m at or y, k er at ol yti c, a n d a nti o xi d a nt eff e cts a n d gl y c oli c a ci d t ar g ets t h e 

c or n e os o m e b y e n h a n ci n g br e a k d o w n a n d d e cr e asi n g c o h esi v e n ess, c a usi n g 

d es q u a m at i on. T h e i nt e nsit y of p e el is d et er mi n e d b y  t h e c o n c e ntr atio n of  t he a ci d, 

t he v e hi cl e us e d t o c arr y  it, t h e a mo u nt of a ci d a p pli e d, a n d t h e t e c h ni q u e us e d. 7 0 % 

G A a p pli e d t o s ki n f or 1 -3 mi n ut es, f o ll ow e d b y  n e utr ali z ati on wi t h a bi c ar b o n at e 

b as e is cl assifi e d as a s u p erfi ci al f a ci al p e el pr o c e d ur e [ G u erri er o 2 0 1 4 ].

Pr i or t o a n d f oll owi n g f a ci al r es urf a ci n g pr o c e d ur es, p h ysi ci a ns oft e n r e c o m m e n d t h at 

s u bj e cts us e a r a n g e of t o pi c al s ki n c ar e pr o d u cts .   

P r e -p r o c e d u r e R e gi m e n :

Pr e -pr o c e d ur e, s u bj e cts m a y b e i nstr u ct e d t o us e a g e ntl e, n o nirrit ati n g cl e a ns er, a n 

e xf o li a nt, a n d cr e a ms c o nt ai ni n g a r eti n oi d a n d h y dr o q ui n o n e. S u c h a r e gi m e n m a y 

h el p a s u bj e ct’s s ki n t o b e i n o pti m al c o n dit i on at t h e ti m e o f a pr o c e d ur e. 

P ost -p r o c e d u r e R e gi m e n :

I n t h e p eri o d i m m e di at el y af t er t he pr o c e d ur e, it is r e c o m m e n d e d t h at t h e 

d er m at o l ogi st i nstr u ct t he s u bj e ct i n t h e us e of s u ns cr e e n a n d m o ist uri zi n g a g e nts t h at 

ar e a bl e t o pr o vi d e a r est or ati v e a cti o n o n t h e c ut a n e o us b arri er. T his h el ps t o r eli e v e 

s y m pt o ms (s u c h as b ur ni n g, s c ali n g, a n d er yt h e m a) a n d pr o mot e s t h e q ui c k a n d 
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effi ci e nt r e p air of t h e s u p erfi ci al str u ct ur es of t h e e pi d er mis, i n p artic ul ar t h e str at u m  

c or n e u m . S o me p o st -pr o c e d ur e pr o d u cts, s u c h as a 1 % h y dr o c orti s o n e cr e a m, c a n 

h el p t o m a n a g e t he a d v ers e eff e cts of t h e pr o c e d ur e s u c h as s w elli n g a n d er yt he m a. 

Ot h ers, li k e a s u ns cr e e n, h el p pr ot e ct h e ali n g s ki n d uri n g r e c o v er y .

P h ysi o g el C al mi n g R eli ef R est ori n g Li pi d B al m is a m oist urisi n g oil i n w at er 

e m ul si o n , f orm u l at e d t o b e fr e e of c ol our a nts a n d fr a gr a n c es a n d is cli ni c all y pr o v e n 

t o b e s uit a bl e f or us e b y s u bj e ct s wit h dr y, s e n sitiv e s ki n. It i s t her ef or e e x p e ct e d t h at 

t his pr o d u ct will h el p r eli e v e s o m e of t he a d v ers e eff e cts of c os m et i c pr o c e d ur es, 

i n cl udi n g gl y c o li c a ci d f a ci al p e els, a n d will b e of b e n efit t o s u bj e cts.

Si d e - eff e cts of t h e P r o c e d u r e :

Pr o p er s el e cti o n of s u bj e cts, ti mi n g of p e el, a n d n e utr ali z ati on o n -ti m e s h o ul d e ns ur e 

g o o d r e s ul ts a n d mi ni mi z e si d e eff e cts [ S h ar a d 2 0 1 3]. T h e mi n or si d e eff e cts r e p ort e d 

ar e: er y t he m a, d es q u a m at i on, sti n gi n g s e ns at i on, s e ns at i on of p ulli n g of f a ci al s ki n, 

mil d b ur ni n g, a n d tr a nsi e nt p ost -i nfl a m m at or y h y p er pi g m e nt ati o n. U n b uff er e d G A 

c a n c a us e er osi v e blist ers a n d s c arri n g. I n r ar e c as es, h y p o pi g m e nt ati o n, p ersist e nt 

er y t he m a, a n d fl ar e -u p of  pi m pl es h a v e b e e n r e p ort e d [ P eri ć 2 0 1 1].
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2. O B J E C TI V E( S) A N D E N D P OI N T( S)

O bj e cti v e(s) E n d p oi nt(s)
P ri m a r y
Ass ess m e nt of t he l oc al  
t oler a n c e of t h e t est pr o d u ct 
i n s u bj e cts w h o h a v e 
u n d er g o n e a 7 0 % Gl y c o li c 
A ci d f a ci al p e el

E v al u at or ( D er m at ol o gist) gl o b al ass ess m e nt of 

t oler a n c e

S e c o n d a r y
Ass ess m e nt of s ki n 
r e co v er y  ( c h a n g e fr o m 
b as eli n e) o v er a p eri o d of 
1 4 d a y s i n s u bj e cts w h o 
h a v e u n d er g o n e a 7 0 % 
Gl y c o li c A ci d f a ci al p e el

C o m bi n e d (s u m o f) E v al u at or ( D er m at ol o gist) s c or es 
f or sig n s/ s y m pt o m s of er yt h e m a, e d e m a, d e s q u a m ati o n 
a n d dr y n ess

I n di vi d u al E v al u at or ( Der m at ol o gist) s c or es f or 
e r yt he m a, e d e m a, d es q u a m at i on a n d dr y n ess

C o m bi n e d (s u m o f) s u bj e ct s elf-ass ess m e nt s c or es f or 
r e d n ess, p ai n, sti n gi n g/ b ur ni n g, it c hi n g, ti g ht n ess a n d 
dr y n ess

I n di vi d u al su bj e ct s elf-ass ess m e nt s c or es f or r e d n ess, 
p ai n, sti n gi n g/ b ur ni n g, it c hi n g, ti g ht n ess a n d dr y n ess

I n str u me nt al  m e as ur e m e nt of  b arrier f un ct i on 
( T e w a met er) a n d m o ist uris ati o n ( C or n e o met er )

S u bj e ct gl o b al s elf -ass ess m e nt
Ass ess m e nt of s ki n 
r e c o v er y ( c h a n g e fr o m 
b as eli n e) b et w e e n tr e at m e nt 
gr o u p s .

All ass ess m e nts a n d m e as ur e m e nts list e d a b o v e
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3. S T U D Y P L A N

3. 1. St u d y D e si g n



O v e r all D esi g n

T his is a r a n d o mi z e d, e v al u at or -bli n d, si n gl e -c e nt er a n d t w o -ar m cli ni c al st u d y  

d esi g n e d t o e v al u at e t h e l o c al t ol er a n c e a n d c os m eti c effi c a c y o f a t o pi c al  s ki n c ar e 

f or mul at i on i n h e alt h y f e m al e s u bj e cts wit h m o d er at e t o a d v a n c e d p h ot o- d a m a g e d 

f a ci al s ki n w h o h a v e u n d er g o n e a 7 0 % Gl y c o li c A ci d f a ci al  p e el pr o c e d ure. It i s 

h y p ot h esi z e d t h at t h e t est pr o d u ct, w hi c h is s p e cifi c all y d esi g n e d as a m o ist uri zi n g 

cr e a m  for dr y , s e n sitiv e s ki n, will pr es e nt a f a v or a bl e l o c al t ol er a n c e pr ofil e i n t his 

p o p ul at i on.

Visit 1 / D a y 1 (S c r e e ni n g / W as h o ut)

T h e f o ll owi n g ass ess m e nt s will b e c o n d u ct e d i n t h e or d er writt e n:

1. I nf or me d C o ns e nt

2. D e m o gr a p hi c s

3. M e di c al Hist or y

4. C urr e nt / C o n c o mit a nt M e di c at i on

5. Fi t z p atri c k S ki n T yp e Ass ess m e nt ( A p p e n di x 2)

6. Gl o g a u P h ot o a gi n g T y p e Ass ess m e nt ( A p p e n di x 3)

7. I n/ E x cl usi o n Crit eri a ( N ot i n cl u di n g E x cl u sio n  Crit eria 9)

8. S u bj e ct Eli gi bilit y

9. St u d y  M at eri al S e n sitivi t y T e st

1 0. S u bj e ct S elf -Ass ess m e nt S e nsit i vity *

1 1. D er m at ol o gi st Ass ess m e nt S e nsit i vity *

1 2. E x cl usi o n Cri t eria 9

1 3. S u bj e ct Eli gi bilit y

1 4. W as h o ut Pr o d u cts a n d W as h o ut Di ar y  Dis p e nsi n g

* Ass ess m e nts t o b e t a k e n 4 5 ± 1 5 mi n ut es aft er c o m pl eti o n of t h e st u d y m at eri al s e nsiti vit y 

t est

Visit 2 / D a y 2 ( 1 D a y aft e r Visit 1)

T h e f o ll owi n g ass ess m e nts will b e c o n d u ct e d i n t h e or d er writt e n:

1. C urr e nt / C o n c o mit a nt M e di c at i on

2. A d v ers e E v e nts

3. C o nti n u e d S u bj e ct Eli gi bilit y

4. C o m pli a n c e ( Di ar y  r e vi e w)

5. S u bj e ct S elf -Ass ess m e nt S e nsit i vity *

6. D er m at ol o gi st Ass ess m e nt S e nsit i vity *
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7. E x cl usi o n Cri t eria ( A p p e n di x 4)

8. S u bj e ct Eli gi bilit y

* Ass ess m e nts t o b e t a k e n 2 4 ± 4 h o urs aft er c o m pl eti o n of t h e st u d y m at eri al s e n siti vit y t est

Visit 3 / D a y 8 ( 6 D a ys aft e r Visit 2 - D a y of P r o c e d u r e)

T h e f o ll owi n g ass ess m e nts will b e c o n d u ct e d i n t h e or d er writt e n:

1. C urr e nt / C o n c o mit a nt M e di c at i on

2. A d v ers e E v e nts

3. C o nti n u e d S u bj e ct Eli gi bilit y

4. C o m pli a n c e ( Di ar y  r e vi e w)

5. W as h o ut Di ar y R et ur n

6. S u bj e ct S elf - Ass ess m e nt S e nsit i vity *

7. D er m at ol o gi st Ass ess m e nt S e nsit i vity *

8. E x cl usi o n Cri t eria ( A p p e n di x 4)

9. S u bj e ct Eli gi bilit y

1 0. S u bj e ct R a n d o mis at i on

1 1. I n str u me nt al  M e as ur e m e nts Pr e-Pr o c e d ur e

1 2. I ma g e c a pt ur e ( VI SI A) Pr e -Pr o c e d ur e 

1 3. S u bj e ct S elf -Ass ess m e nt Pr e -Pr o c e d ur e 

1 4. D er m a t olo gi st A s s e s s m e nt Pr e-Pr o c e d ur e

1 5. D er m at ol o gi c al  Pr o c e d ur e ( F a cial P e el)

1 6. D er m at ol o gi st Ass ess m e nt P ost -Pr o c e d ur e, Pr e -Tr e at m e nt ( B A S E LI N E) * *

1 7. I n str u me nt al  M e as ur e m e nts P ost-Pr o c e d ur e, Pr e -Tr e at m e nt ( B A S E LI N E) * *

1 8. I ma g e c a pt ur e ( VI SI A) P ost -Pr o c e d ur e, Pr e -Tr e a t m e nt ( B A S E LI N E) **

1 9. S u bj e ct S elf -Ass ess m e nt P ost -Pr o c e d ur e, Pr e -Tr e at m e nt ( B A S E LI N E) * *

2 0. T est Pr o d u ct a n d T est Di ar y  Dis p e nsi n g

2 1. S u p er vis e d T est -Pr o d u ct A p pli c ati o n P ost -Pr o c e d ur e

2 2. I n str u me nt al  M e as ur e m e nts P ost-Pr o c e d ur e, P ost -Tr e at m e nt * * *

2 3. S u bj e ct S elf -Ass ess m e nt P ost -Pr o c e d ur e, P ost -Tr e at m e nt * * * *

2 4. D er m at ol o gi st Ass ess m e nt P ost -Pr o c e d ur e, P ost -Tr e at m e nt * * * *

* Ass ess m e nts t o b e t a k e n 7 d a ys aft er c o m pl eti o n of t h e st u d y m at eri al s e nsiti vit y t est

* * Ass ess m e nts t o b e t a k e n 6 0 ± 1 5 mi n ut es aft er c o m pl eti o n of t h e f a c i al p e el pr o c e d ur e

* * * Ass ess m e nts t o b e t a k e n 1 8 0 ± 1 5 a n d 3 6 0 ± 1 5 mi n ut es aft er c o m pl eti o n of t h e f a ci al p e el 

pr o c e d ur e . 

* * * * Ass ess m e nts t o b e t a k e n 1 8 0 ± 1 5 mi n ut es aft er c o m pl eti o n of t h e f a ci al p e el pr o c e d ur e . 

S u bj e cts s h o ul d r e m ai n at t h e sit e u ntil 5: 0 0 P M t o pr e v e nt e x p os ur e t o i nt e ns e s u nli g ht.

Visit 4 / D a y 9 (1 D a y aft e r Visit 3)

T h e f o ll owi n g ass ess m e nts will b e c o n d u ct e d i n t h e or d er writt e n:

1. C urr e nt / C o n c o mit a nt M e di c at i on

2. A d v ers e E v e nts
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3. C o nti n u e d S u bj e ct Eli gi bilit y

4. C o m pli a n c e ( Di ar y  r e vi e w)

5. I n str u me nt al  M e as ur e m e nts P ost-Pr o c e d ur e, P ost -Tr e at m e nt *

6. I ma g e c a pt ur e ( VI SI A) P ost -Pr o c e d ur e, P ost -Tr e at m e nt *

7. S u bj e ct S elf -Ass ess m e nt P ost -Pr o c e d ur e, P ost -Tr e at m e nt *

8. D er m at ol o gi st Ass ess m e nt P ost -Pr o c e d ur e, P ost -Tr e at m e nt *

9. S u p er vis e d T est -Pr o d u ct A p pli c ati o n

1 0. S u p er vis e d S u ns cr e e n A p pli c at i on

* Ass ess m e nts t o b e t a k e n 2 4 ± 4 h o urs aft er c o m pl eti o n of t h e f a ci al p e el pr o c e d ur e

Visit 5 / D a y 1 0 ( 1 D a y aft e r Visit 4) ; Visit 6 / D a y 1 1 ( 1 Da y aft e r Visit 5), Visit 7

/ D a y 1 5 (4 D a ys Aft e r Visit 6)

T h e f o ll owi n g ass ess m e nts will b e c o n d u ct e d i n t h e or d er writt e n:

1. C urr e nt / C o n c o mit a nt M e di c at i on

2. A d v ers e E v e nts

3. C o nti n u e d S u bj e ct Eli gi bilit y

4. C o m pli a n c e ( Di ar y  r e vi e w)

5. I n str u me nt al  M e as ur e m e nts P ost-Pr o c e d ur e, P ost -Tr e at m e nt *

6. S u bj e ct S elf -Ass ess m e nt P ost -Pr o c e d ur e, P ost -Tr e at m e nt *

7. D er m at ol o gi st Ass ess m e nt P ost -Pr o c e d ur e, P ost -Tr e at m e nt *

8. S u p er vis e d T est -Pr o d u ct A p pli c ati o n

9. S u p er vis e d S u ns cr e e n A p pli c at i on

* Ass ess m e nts t o b e t a k e n 4 8 ± 4 ( Visit 5), 7 2 ± 4 ( Visit 6) a n d 1 6 8 ± 4 ( Visit 7) h o urs aft er 

c o m pl eti o n of t h e f a ci al p e el pr o c e d ur e

Visit 8 / D a y 2 2 ( 7 D a ys aft e r Visit 7 )

T h e f o ll owi n g ass ess m e nts will b e c o n d u ct e d i n t h e or d er writt e n:

1. C urr e nt / C o n c o mit a nt M e di c at i on

2. A d v ers e E v e nts

3. C o nti n u e d S u bj e ct Eli gi bilit y

4. C o m pli a n c e ( Di ar y  r e vi e w)

5. I n str u me nt al  M e as ur e m e nts P ost-Pr o c e d ur e, P ost -Tr e at m e nt *

6. I ma g e c a pt ur e ( VI SI A) P ost -Pr o c e d ur e, P ost -Tr e at m e nt *

7. S u bj e ct S elf -Ass ess m e nt P ost -Pr o c e d ur e, P ost -Tr e at m e nt *

8. S u bj e ct Gl o b al S elf- Ass ess m e nt

9. D er m at ol o gi st Ass ess m e nt P ost -Pr o c e d ur e, P ost -Tr e at m e nt *

1 0. D er m at ol o gi st Glo b al  Ass ess m ent  of T oler a n c e

1 1. Pr o d u cts a n d T est Di ar y  R et ur n

1 2. Di s c h ar g e fr o m St u d y

* Ass ess m e nts t o b e t a k e n 3 3 6 ± 4 h o urs aft er c o m pl eti o n of t h e f a ci al p e el pr o c e d ur e
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3. 2. S u bj e ct R e st ri cti o n s







Lif est yl e/ Di et a r y

D uri n g t h e e nt ire st u d y  (s cr e e ni n g – L ast -S u bj e ct, L ast -Vi sit (L S L V ));

1. N ot t o p arti ci p at e i n a n y  ot h er c o s met i c or t h er a p e uti c st u d y

2. N ot t o a d d a n y  n e w c o s met i c pr o d u ct t o t h eir c urr e nt p ers o n al c ar e r e gi m e n 

( e. g. s h a m p o o, s h o w er g el, h a n d s o a p) or s wit c h br a n ds of l a u n dr y pr o d u cts 

d uri n g t h e st u d y

M e di c ati o ns a n d T r e at m e nts

O n t h e d a y  of sit e vi sit;
1. N ot t o a p pl y a n y  d et er g e nts ( e. g. s o a ps, s h a m p o os, b at h a n d s ho w er pr o d u cts) 

t o t h eir f a c e ot h er t h a n t h e cl e a ns er pr o vi d e d ( Si m ple Ki n d t o S ki n 
M oist urisi n g F a ci al W as h)

2. N ot t o a p pl y a n y  le a v e -o n c o s m et i cs ( e. g. cr e a ms, l otio ns, oil y  cle a nsi n g 
pr o d u ct s , m as c ar a) i n cl u di n g t h e t est pr o d u ct (P h ysi o g el C al mi n g R eli ef
R e st ori n g Li pi d B al m ) a n d s u ns cr e e n ( S u n m a x S e nsiti v e S P F 5 0) t o t h eir fa c e 
or e y el as h es

3. N ot t o c o ns u m e a n y c aff ei n e
4. N ot t o s m o k e (i n cl u d es ci g ar ett es, s his h a, ci g ars)

D uri n g t h e e nt ire st u d y  (s cr e e ni n g – L S L V) ;
1. N ot t o a p pl y a n y  d et er g e nts ( e. g. s o a ps, s h am p o os, b at h a n d s h o w er pr o d u cts) 

t o t h eir f a c e ot h er t h a n t h e cl e a ns er pr o vi d e d ( Si m ple Ki n d t o S ki n 
M oist urisi n g F a ci al W as h)

2. N ot t o us e a n y  f a ci al s ki n tr e at me nt s or c os m eti c pr o d u cts ot h er t h a n t h e 

p r o d u cts pr o vi d e d f or t his st u d y. S u bj e cts ar e p er mitt ed t o w e ar t h eir us u al 

m as c ar a d uri n g t his st u d y

3. N ot t o us e a n y  st u d y pr o hi bit e d m e di c ati on as s p e cifi e d i n t h e e x cl usi o n 

cri t eri a, i n cl u di n g a nti-i nfl a m m at or y, a n al g esi c or p h ot os e nsiti zi n g tr e at m e nts

4. T o a v oi d di r e ct e x p os ur e t o s u nli g ht b y s e e ki n g t h e s h a d e a n d t o w e ar a s u n 

h at a n d s u n gl ass es w h e n o ut si d e as f ar as pr a ct i c all y p ossi bl e

5. T o a v oi d u ltr a vi ol et ( UV) tr e at m e nts a n d t a n ni n g s al o ns

6. F e m al e s u bj e cts of c hil d - b e ari n g p ot e nti al m ust us e eff e cti v e c o ntr a c e pti o n

7. S u bj e cts m ust n ot c h a n g e a n y h or m o n al tr e at m e nt or c o ntr a c e pti o n t h at t h e y  

m a y b e r e c ei vi n g a n d m ust h a v e us e d t h e s a m e c o ntr a c e pti o n f or 3 m o nt hs 

pri or t o s cr e e ni n g

8. S u bj e cts m ust n ot u n d er g o a n y a est h et i c, c os m eti c or d er m at ol o gi c al tr e at m e nt 

i n t h e tr e at m e nt ar e a (f ac e or e y es)

9. Us e of f a ci al s cr u bs, d e pil at or y  cr e a ms, w a xi n g, bl e a c hi n g, 

mi cr o d er m a br asi o n, a n d l as er h air r e m o v al  
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3. 3. T y p e a n d Pl a n n e d N u m b e r of S u bj e cts



A p pr o xi m at el y  1 3 0 1 7 8 H e al t h y f e m al es wit hi n t h e a g es of 3 0 a n d 6 0 ye ars 

(in cl usi v e) wi t h Fit z p atric k S ki n Cl assifi c at i on II -I V a n d m o d er at e t o a d v a n c e d 

p h ot o -d a m a g e d s ki n will b e s cr e e n e d t o r a n d o mi z e 8 0 1 0 0 s u bj e cts t o e ns ur e 

a p pr o xi m at el y  6 0 8 0 s u bj e cts ( 3 0 4 0 s u bj e cts p er gr o u p) s u c c essf ull y c o m p l et e t h e 

st u d y. T h e s a m pl e si z e is b as e d o n cli ni c al c o nsi d er ati o ns a n d lit er at ur e pr e c e d e nt 

[ N ar ur k ar, S c h al k a, S uli m ovi c, Ki m]. Wit h 3 0 s u bj e cts p er tr e at m e nt gr o u p, a c h a n g e 

fr om b as eli n e i n Tr a ns e pi d er m al W at er L oss ( T E W L) at l e ast h alf t h e m a g nit u d e o f 

t he st a n d ar d d e vi ati o n ( e. g. ass u m e st d = 4 (r ef. ), a n d 2. 1-p oi nt 

m e a n c h a n g e fr o m b as eli n e) c a n b e d et e ct e d at t w o -sid e d al p h a = 0. 0 5 wit h 8 0 % 

p o w er.

S u bj e cts will b e r e cr uit e d fr o m t h e sit e d at a b as e a n d vi a l o c al a d v ert is e m e nt.

3. 4. St u d y D e si g n a n d D os e J ustifi c ati o n

T hi s st u d y  is a r a n d o mi z e d, e v al u at or-bli n d, si n gl e -c e nt er a n d t wo- ar m cli ni c al st u d y 

d esi g n e d t o e v alu at e t h e l o c al  t oler a n c e a n d c os m eti c effi c a c y o f a t o pi c al  s ki n c ar e 

f or mul at i on i n h e alt h y f em al e s u bj e cts wi t h mo d er at e t o a d v a n c e d p h ot o-d a m a g e d 

f a ci al s ki n w h o h a v e u n d er g o n e a 7 0 % Gl y c o li c A ci d f a ci al  p e el pr o c e d ur e. Gl y c o li c 

a ci d is s el e ct e d d u e t o its wi d es pr e a d us e a n d f a v o ur a bl e t ol er a n c e pr ofil e. [ S h ar a d] 

T h e t est pr o d u ct ( P h y sio g el C al mi n g R eli ef R est ori n g Li pi d B al m ) is d esi g n e d f or 

s u bj e ct s wit h dr y, irrit at e d s ki n a n d t h er e is f a v o ur a bl e l o c al t ol er a n c e cli ni c al d at a t o 

s u p p ort its us e f or a p pli c at i on t o s e nsit i v e, p ost-pr o c e d ur e s ki n. I n a d dit i on, t h e t est 

pr o d u ct h as b e e n m ar k et e d i n Br a zil f or m a n y  ye ars a n d h as a f a v o ur a bl e b e n efit -ris k 

pr ofil e b as e d o n p ost -m ar k eti n g d at a. T h e t est pr o d u ct will b e a p pli e d t wi c e d ail y , a s 

c o nsist e nt wit h t h e m ar k et e d i nstr u cti o ns f or us e. 

A 7 d a y  w as h o ut p h as e is i n cl u d e d t o st a n d ar di z e s u bj e cts’ s ki n c ar e r e gi m e ns. 

S u bj e cts will b e pr o vi d e d wit h a c o m m er ci all y a v ail a bl e f a ci al cl e a ns e r ( Si mpl e Ki n d 

t o S ki n M oisturi si n g F a ci al W as h) a n d s u ns cr e e n ( S u n m a x S e nsit i v e S P F 5 0 ) as 

st a n d ar d of c ar e. S u bj e cts will b e i nstr u ct e d t o us e t h e f a ci al cl e a ns er d uri n g t h e 

m o r ni n g a n d e v e ni n g, a n d t o a p pl y t h e s u ns cr e e n i n t h e mor ni n g ( aft er cl e a nsi n g) a n d 

at l u n c hti m e. S u n m a x S e nsit i v e S P F 5 0 is d esi g n e d f or s u bj e cts wit h s e nsiti v e s ki n 

a n d h as f a v o ur a bl e l o c al t ol er a n c e cli ni c al d at a t o s u p p ort its us e f or a p pli c at i on t o 

s e nsit i v e, p ost-pr o c e d ur e s ki n . Si m pl e Ki n d t o S ki n M o isturi si n g F a ci al W as h is als o 

d esi g n e d f or s u bj e cts wit h s e nsit i v e s ki n. 
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Wit hi n t h e w as h o ut p h as e, a st u d y mat eri al s e n sitivit y t est is i n cl u d e d t o i d e ntif y 

s u bj e cts w h o m a y b e s e nsit i v e t o t h e st u d y mat eri als i n or d er t o d et er mi n e w h et h er 

t he y  ar e s uit a bl e t o u n d er g o t h e f a ci al p e el pr o c e d ur e. A q u alifi e d d er m at ol o gist will 

di s p e ns e a t hi n l a y er of t h e 7 0 % gl y c o li c a ci d p e el s ol uti on t o c o v er a d e m ar c at e d 5 x 

5 c m  s q u ar e ar e a o n t h e v o l ar s urf a c e of t h e f or e ar m a n d, wi t hi n a p erio d of  3 0- 6 0 

s e c o n d s, will n e utr ali z e t h e 7 0 % gl y c oli c a ci d p e el s ol uti on wi t h t h e bi c ar b o n at e 

n e utr ali zi n g a g e nt a n d t he n rins e t h e s ki n t h or o u g hl y wit h w at er a n d p at dr y  wit h a 

s oft t o w el. O n c e dr y, t h e d er m at olo gist will a p pl y a t hi n l a y er of t h e S u n m a x 

S e nsit i v e S P F 5 0 S u ns cr e e n t o t h e 5 x 5 c m s q u ar e ar e a . D er mat ol o gi st a n d s u bj e ct 

s elf- ass ess m e nts will b e us e d t o e v al u at e l o c al t ol er a n c e. If s u bj e ct d at a f or t h e st u d y 

m at eri al s e nsit i vity st u d y c o nt ai ns a d er mat ol o gist or s u bj e ct s elf -ass ess m e nt s c or e of

“ S e v er e ” f or a n y  attri b ut e, t his s u bj e ct will b e d e e m e d t o b e i n vi o l ati on of e x cl usi o n 

cri t eri a 9 a n d m ust dis c h ar g e d fr o m t h e st u d y.

U p o n c o m pl et i on of t h e w as h o ut p h as e, s u bj e cts c o nsi d er e d t o b e eli gi bl e f or t h e t est 

p h as e will b e r a n d o mis e d t o t w o gr o u ps ( Gr o u p I: T est pr o d u ct; Gr o u p 2: N o -

tr e at me n t) a n d a q u alifi e d d er m at ol o gist wit h e x p eri e n c e a d mi nist eri n g f a ci al p e els  

will c o n d u ct t h e 7 0 % Gl y c o li c A ci d pr o c e d ur e.

S u bj e cts r a n d o mis e d t o Gr o u p I will b e i nstr u ct e d t o a p pl y t h e t est pr o d u ct t wi c e -

d ail y  ( mor ni n g a n d e v e ni n g) aft er cl e a nsi n g, f or a t ot al of 1 4 c o ns e c uti v e d a ys. All 

s u bj e cts will b e i nstr u ct e d t o c o nti n u e usi n g t h e f a ci al cl e a ns er t wi c e -d ail y  d uri n g t h e 

m o r ni n g a n d e v e ni n g, a n d t o a p pl y t h e s u ns cr e e n i n t he m or ni n g a n d at l un c ht i m e. A 

s u m m ar y of t h e s u bj e ct’s p ost- r a n d o mi z ati on r e gi m e n is i n cl u d e d b el o w f or cl arit y.

R a n d o mi z e d 

G r o u p

M o r ni n g L u n c hti m e * E v e ni n g

G r o u p 1

1. Cl e a nsi n g

2. T est Pr o d u ct

3. S u ns cr e e n

1. S u ns cr e e n 1. Cl e a nsi n g

2. T est Pr o d u ct

G r o u p 2
1. Cl e a nsi n g

2. S u ns cr e e n

1. S u ns cr e e n 1. Cl e a nsi n g

* L u n c hti m e a p pli c at i on m ust b e at l e ast 3 h o urs aft er pr e vi o us s u ns cr e e n a p pli c at i on

S u bj e cts will n ot a p pl y  a n y s u ns cr e e n o n t h e d a y of t h e f a ci al p e el pr o c e d ur e ( D a y 8), 

si n c e t h e y will r e m ai n at sit e u ntil t h e e v e ni n g ( aft er 5 p m).  O n t h e m o r ni n g of e a c h 

vi sit, pri or t o arri vi n g at t h e sit e, s u bj e cts will b e i nstr u ct e d t o cl e a ns e t h eir f a c e a n d 

n ot t o a p pl y  a n y t est pr o d u ct or s u ns cr e e n u ntil after all m e as ur e m e nts a n d 

ass ess m e nts h a v e b e e n c o m p l et e d. B ef or e l e a vi n g t h e sit e, s u bj e cts will u n d er g o
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s u p er vis e d t est pr o d u ct a n d/ or s u ns cr e e n a p pli c ati o n. A fter l e a vi n g t h e sit e, s u bj e cts 

s h o uld a p pl y  t h e s u ns cr e e n a s e c o n d ti m e, b ut n o s o o n er t h a n 3 h o urs aft er t h e 

pr e vi o us a p pli c at i on.

M e as ur e m e nts of s ki n h y dr at i on ( C or n e o m et er) a n d tr a ns e pi d er m al w at er l oss 

( T e w a met er), D er m at ol o gist a n d S u bj e ct s elf -a s s ess m e nts a n d p h ot o gr a p hs (i m a g e 

c a pt ur e) will b e p erf or m e d t hr o u g h o ut t h e st u d y  o n t h e s c h e d ul e d d a ys. S u bj e cts will 

b e i nstr u ct e d t o c o m pl et e a di ar y e v er y d a y t o e n c o ur a g e a n d r e c or d c o m pli a n c e. T h e 

di ar y  will b e r e vi e w e d b y t h e I n v esti g at or or d esi g n e e at e a c h visit a n d a n y  a d ditio n al  

or miss e d pr o d u ct a p pli c at i ons will b e r e c or d e d as d e vi at i ons. D er m at ol o gi st s a n d 

ot h er m e m b ers of t h e st u d y  st aff i n v ol v e d i n t he ass ess m e nt of a n y st u d y  e n d p oi nts 

will b e bli n d t o r a n d o mi z ati o n. All pr a ct i c al eff orts will b e m a d e t o e ns ur e t h e s a m e 

D er m at ol o gi st ass ess es t h e s a m e s u bj e ct t hr o u g h o ut t h e st u d y.

A c o m pr e h e nsi v e lit er at ur e s e ar c h of c os m eti c pr o c e d ur es a n d s ki n c ar e pr o d u cts 

cl ai mi n g us e p ost -c o s m et i c pr o c e d ur e w as c o n d u ct e d t o i nf or m t h e d e v el o p m e nt of 

t his st u d y. T h e lit er at ur e s e ar c h w as li mit e d t o h o m e-u s e t o pi c al  pr o d u cts a n d ai m e d 

t o id e nt if y all r el e v a nt cli ni c al st u di es c o n c er n e d wit h p ost -pr o c e d ur e c ut a n e o us 

t oler a bilit y a n d effi c a c y. S o ur c es us e d i n t h e s e ar c h i n cl u d e d co m p a n y w e b si t e s, 

G N P D, e -c o m m er c e si t e s, G o o gle S e ar c h (t o i d e ntif y  pr o d u cts), Pr o q u est, P u b m e d, 

S c o p u s a n d G o o gl e S c h o l ar. T h e s e ar c h i d e ntifi e d a t ot al  of 3 0 cli ni c al st u dies

pri m aril y c o n c er n e d wit h e v al u at i n g t h e l oc al t oler a n c e of c os m et i c pr o d u cts f or 

t o pic al a p pli c at i on f oll owi n g l as er p e el, p h ot o d y n a mi c t h er a p y a n d c h e mi c al p e els. 

I n p artic ul ar, S uli m o vi c ( 2 0 0 2) st u di e d t h e c os m eti c b e n efits pr o vi d e d b y t o pi c al 

a p pl i c ati on of a w at er tr e at m e nt ( A v e n e E xtr a G e ntl e Cl e a n s er) c o m p ar e d t o pl a c e b o

( P etr ole u m) i n a s a m pl e of 7 4 s u bj e ct s w h o u n d er w e nt C O 2 p uls e d -l as er tr e at m e nt. 4 0 

s u bj e cts w er e r a n d o mis e d t o t h e c os m eti c w at er gr o u p a n d 2 3 s u bj e cts t o t h e p l a c e b o. 

S u bj e cts w er e e x a mi n e d r e g ul arl y o v er a t ot al p ost -tr e at m e nt p eri o d of 8 4 d a ys.  

D uri n g t h e tr e at m e nt c o urs e, t h e o v er all s e v eri t y of er yt he m a w a s l ess i n t h e w at er 

gr o u p t h a n i n t h e c o ntr ol gr o u p, a diff er e n c e s h o w n t o b e st atist i c all y si g nifi c a nt 

( p< 0. 0 4) fr o m d a y  1 4 u ntil t h e e n d of tr e at m e nt, e x c e pt at d a y  2 8 ( p< 0. 0 7). 

E v ol ut i ons of t h e f u n cti o n al s y m pt o ms ( p ai n, it c hi n g, sti n gi n g a n d ti g ht e ni n g) i n t h e 

t wo gr o u ps w er e all st atist i c all y si g nifi c a nt l y i m pr o v e d c o m p ar e d t o t h e p ost -

pr o c e d ur e b as eli n e ( p < 0. 0 5) aft er 3 -4 w e e ks of tr e at m e nt , alt h o u g h i nt er -gr o u p 

sig nifi c a n c e w as o nl y o bs er v e d f or m e a n it c hi n g ( D a y  2 8), sti n gi n g ( Da y s 1 4 a n d 2 1) 

a n d ti g ht e ni n g ( D a ys 1 2 a n d 2 1). I n v est i g at or-ass ess e d gl o b al effi c a c y a n d s u bj e ct

s elf-ass ess e d gl o b al t ol er a n c e at t h e e n d of t h e st u d y w as st atisti c all y si g nifi c a nt l y i n 

f a v o ur of t h e w at er gr o u p c o m p ar e d t o pl a c e b o ( p< 0. 0 5). T hr e e tr e a t me nt -r el at e d 

 

D o c u m e nt N a m e   

T y p e  V er si o n  D o c u m e nt I d e ntifi er  Eff e cti v e D at e  

    

R e a s o n F or I s s u e   
 

 

 

 

 

 

 

 

 

 

 

 

 

1 5- S e p- 2 0 1 7 0 9: 2 7: 1 5

 

Pr ot o c ol 2 0 6 8 2 7 d o c

el d o _ c o ntr oll e d 4. 0; M o st- R e c e nt; Eff e cti v e; C U R R E N T

A ut o I s s u e

0 9 0 0 3 2 d 5 8 0 d 9 8 e b 9

P a g e 3 5 of 9 3

C CI



3 6

l oc al si d e -eff e cts w er e r e p ort e d d uri n g t h e st u d y . O n e s u bj e ct e x p eri e n c e d a n all er gi c 

c o nt a ct d er m at itis of u n d et er mi n e d ori gi n a n d w as wit h dr a w n fr o m t h e st u d y at t h e 

2 8- d a y  vi sit. O n e s u bj e ct pr es e nt e d p eri-l a bi al p ust ul es a n d w as with dr a w n at D a y  7. 

A t hi r d s u bj e ct pr es e nt e d cl e a ns er-i m p ut e d c o nt a ct all er g y at t h e e n d of st u d y. N o 

s yst e mi c a d v ers e eff e cts t h at w er e c o nsi d er e d p ossi bl e or pr o b a bl y r el at e d t o t est 

tr e at me nt w er e r e c or d e d f or eit h er gr o u p.

N ar ur k ar ( 2 0 1 0) c o n d u ct e d a 1 4 -w e e k o p e n -l ab el st u d y t o e v alu at e t h e effi c a c y a n d 

s af et y of  a t o pic al  c o s m etic s ki n c ar e r e gi m e n f or mi ni mi zi n g l o c ali z e d A d v ers e 

E v e nts ( A Es ) d uri n g t w o 6 -w e e k pr o c e d ur e c y cl es wit h fr a ct i on at e d l as er or i nt e ns e 

p ul s e d li g ht. T h e s ki n c ar e r e gi m e n c o nsist e d o f a 2 -w e e k pr e -pr o c e d ur e p h as e, a 1 -

w e e k p ost -pr o c e d ur e p h as e a n d a 3 -w e e k m ai nt e n a n c e p h as e. I n v est i g at ors a n d 

s u bj e cts r at e d t h e pr es e n c e a n d s e v erit y of  er yt he m a, i t c hi n g, sti n gi n g/ b ur ni n g, 

e d e m a, p ai n, pr uri t us, s w elli n g, cr usts/ er osi o ns a n d p h ot o-d a m a g e. T w o d a y s aft er 

e a c h pr o c e d ur e, m ost ass ess m e nts w er e n e ar b as eli n e v al u es a n d at 4 w e e ks all 

i n v esti g at or s c or es w er e c o m p ar a bl e t o b as eli n e.  T w o w e e ks p ost-pr o c e d ur e, m e a n 

s u bj e ct r ati n gs f or m ost e n d p oi nts w er e ‘ n o n e’ t o ‘ mil d’. F o urt e e n s u bj e cts r e p ort e d a 

t ot al of 1 6 A E’s. Of t h es e, 4 s u bj e cts ( 1 5 %) r e p ort e d A E’s c o nsi d er e d p ossi bl y 

r elat e d t o t h e n o n -a bl at i v e c os m eti c pr o c e d ur e or t h e t est pr o d u ct r e gi m e n. T h es e 

A E’s i n cl u d e d a c n e a n d f a ci al r as h a n d w er e mil d i n i nt e nsit y.  T w o s u bje ct s wi t hdr e w 

fr o m t h e st u d y d u e t o a n A E. O n e s u bj e ct h a d a s e v er e r as h w as c o nsi d er e d pr o b a bl y 

r elat e d t o t h e st u d y  tr e at me nt a n d o n e s u bj e ct d e v el o p e d s hi n gl es, w hi c h w as 

c o nsi d er e d u nr el at e d t o tr e at m e nt.

S c h al k a ( 2 0 1 3) p u blis h e d t h e r es ults of a cli ni c al st u d y w hi c h i n v esti g at e d t h e 

effi c a c y  a nd s af et y  of a n o v el c o s met i c s ki n c ar e pr o d u ct i n s u bj e cts w h o u n d er w e nt a 

5 % r eti n o i c a ci d f a ci al p e el. T his c om p ar at i v e, o p e n-l a b el cli ni c al st u d y r a n d o mi z e d 

5 2 s u bj e cts w h o w er e di vi d e d i nt o t w o gr o u ps, wit h 2 6 s u bj e cts all o c at e d t o e a c h 

gr o u p . O n e gr o u p w as pr o vi d e d with a S u n Pr ot e cti o n F a ct or ( S P F ) 3 0 cr e a m 

( c o ntr ol) a n d t h e ot h er gr o u p w as pr o vi d e d wit h t h e t est pr o d u ct a n d S P F 3 0 c o ntr ol. 

R e g ul ar cli ni c al ass ess m e nt a n d bi o p h ysi c al m e as ur e m e nts w er e c o n d u ct e d f or a 

p eri o d of 1 w e e k p ost -pr o c e d ur e. Fift y s u bj e cts c o m pl et e d t h e st u d y, wit h o n e s u bj e ct 

wi t hdr a wi n g f or p ers o n al r e as o ns a n d t h e ot h er dis c o nti n u e d fr o m t he st u d y  d u e t o t h e 

o c c urr e n c e of mil d c o nt a ct d er m at itis i n t h e t est pr o d u ct pl us s u ns cr e e n gr o u p. 

St ati st i call y si g nifi c a nt ( p < 0. 0 5) c os m et i c b e n efits w er e o bs er v e d f or cli ni c all y -

ass ess e d d es q u a m at i on ( D a y s 4 t o 7) a n d i nstr u m e nt al C or n e om et er m e as ur e m e nts 

( Da y s 2 t o 4) f or t h e tr e at m e nt gr o u p o v er t h e c o ntr ol gr o u p. Cr u ci all y, t h e m a g nit u d e 

of  c o s met i c ass essm e nts b et w e e n gr o u ps w as n u m eri c all y l ar g est b et w e e n d a ys 2 a n d 

4, pr es u m a bl y b e c a us e t h e s ki n ’s n at ur al  r e p air pr o c ess es w er e c o nti n u all y  r e d u ci n g 
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t he c ut a n e o u s d a m a g e f or b ot h gr o u ps, m a k i n g it mor e diffi c ul t t o me as ur e a c os m eti c 

b e n efit o v er ti m e.  B ar rier f u n ct i on w as o bs er v e d t o gr a d u all y w ors e n o v er t h e 

d ur ati o n of  t h e st u d y, wit h w e a k i n di c ati o ns of  im pr o v e m e nt b et w e e n d a ys 4 a n d 7.  

T h er e w as n o st atisti c all y si g nifi c a nt b arri er f u n ct i o n b e n efit b et w e e n gr o u ps at a n y 

ti m e p oi nt.

B as e d o n t his lit er at ur e r e vi e w, s u bj e ct vi sits h a v e b e e n i n cl u d e d at 2 4- 7 2 h o urs p ost -

pr o c e d ur e, w h er e diff er e n c es b et w e e n c o ntr ol a n d t est gr o u ps ar e e x p e ct e d t o b e 

l ar g est. W hil e it is e x p e ct e d t h e s ki n’s b arri er f u n cti on will r et ur n t o n or m al 2 4 t o 4 8 

h o urs f oll owi n g t h e pr o c e d ur e , t h e t ot al d ur ati o n of t h e t e st p h as e is 1 4 d a ys t o e n a bl e 

s uffi ci e nt ti m e t o m o nit or d es q u a m ati o n a n d er yt h e ma c o m p ar e d t o t h e p ost -

pr o c e d ur e , pr e-tr e at me nt b as eli n e. 
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4. S E L E C TI O N O F S T U D Y P O P U L A TI O N A N D 
WI T H D R A W A L C RI T E RI A

S p e cifi c i nf or m a tio n r e g ar di n g w ar ni n gs, pr e c a uti o ns, c o ntr ai n di c ati o ns, a d v ers e 

e v e nts, a n d ot h er p erti n e nt i nf or m at i on o n t h e G S K i n v esti g ati on al pr o d u ct or ot h er 

st u d y tr e at me nt t h at m a y  i m p a ct s u bj e ct eli gi bility is pr o vi d e d i n t h e Pr o d u ct L a b el.

D e vi at i ons fr o m  in cl u sio n  a n d e x clu si o n  crit eria ar e n ot all o w e d b e c a us e t h e y  c a n 

p ot e nti all y  je o p ar di z e t h e s ci e nt ifi c i nt e grity of  t h e st u d y, r e g ulat or y  a c c e pt a bility or 

s u bj e ct s af et y. T h er ef or e, a d h er e n c e t o t h e crit eri a as s p e cifi e d i n t h e pr ot o c ol is 

ess e nt i al.

4. 1. I n cl u si o n C rit e ri a

A s u bj e ct will b e eli gi bl e f or i n cl u si o n  in t his st u d y  o nl y if all of t h e fol l owi n g crit eri a 
a p pl y:



1. C O N S E N T
D e m o nstr at es u n d erst a n di n g of t h e st u d y  pr o c e d ur es, r estri cti o ns a n d willi n g n ess t o 
p arti ci p at e as e vi d e n c e d b y  vol u nt ar y  writt e n i nf or m e d c o ns e nt a n d h as r e c ei v e d a 
sig n e d a n d d at e d c o p y  of t h e i nf or me d c o ns e nt f or m .

2. A G E
A g e d b et w e e n 3 0 a n d 6 0 y e ars i n cl usi v e .

3. G E N D E R
F e m al e.

4. G E N E R A L H E A L T H
G o o d g e n er al a n d m e nt al h e alt h wi t h, i n t he o pi ni o n of t h e i n v est i g at or or m e di c all y 
q u alifi e d d esi g n e e n o cli ni c all y si g nifi c a nt a n d r el e v a nt a b n or m alit i es i n m e di c al 
hi st or y  or u p o n p h y si c al e x a mi n ati on.

5. C O M P LI A N C E
Willi n g n ess t o a cti v el y p arti ci p at e i n t h e st u d y a n d t o att e n d all s c h e d ul e d visits.

6. S KI N T Y P E
A) Fi t z p atri c k p h ot ot yp e II -IV ( A p p e n di x 2 ).
B) S u bj e cts wit h Gl o g a u p h ot o a gi n g t y p e II -III ( A p p e n di x 3).
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7. C O N T R A C E P TI O N
F e m al es of c hil d b e ari n g p ot e nti al w h o ar e, i n t h e o pi ni o n of t h e i n v esti g at or, 
pr a cti si n g a r eli a bl e m et h o d of c o ntr a c e pti o n.  A d e q u at e c o ntr a c e pti o n is d efi n e d as 
a bsti n e n c e, or al c o ntr a c e pti v e, eit h er c o m bi n e d or pr o g est o g e n al o n e O R i nj e ct a bl e 
pr o g est o g e n O R i m pl a nts of l e v o n or g e str el O R e str o g e nic v a gi n al  ri n g O R 
p er c ut a n e o us c o ntr a c e pti v e p at c h es O R i ntr a ut eri n e d e vi c e or i ntr a ut eri n e s yst e m O R 
d o u bl e b arri er m et h o d ( c o n d o m  or o c clu si v e c a p [ di a p hr a g m  or c er vi c al va ul t c a p s] 
pl us s p er mi ci d al a g e nt [f o a m, g el, fil m, cr e a m, s u p p os itor y ]) O R m al e p art n er 
st erili z at i on pri or t o t h e f e m al e s u bj e ct's e ntr y  int o t h e st u d y , a n d t hi s mal e i s t h e s ol e 
p art n er f or t h at s u bj e ct.

4. 2. E x cl u si o n C rit e ri a

A s u bj e ct will n ot b e eli gi bl e f or i n cl usi o n i n t his st u d y if a n y  of t h e f oll owi n g cri t eria 

a p pl y:

1. P R E G N A N C Y
W o m e n w h o ar e k n o w n t o b e pr e g n a nt or w h o ar e i nt e n di n g t o b e c o m e pr e g n a nt o v er 
t he d ur ati o n of t h e st u d y .



2. B R E A S T -F E E DI N G
W o m e n w h o ar e br e ast -f e e di n g.

3. C O N C U R R E N T M E DI C A TI O N/ M E DI C A L HI S T O R Y 

A. A ct i v e s ki n dis e as e or o p e n w o u n d i n t h e t est ar e a.

B. M e di c al hist or y  of u si n g a me di c at e d a c n e tr e at m e nt ( e. g. B e n z o yl P er o xi d e, 

Cli n d a m y ci n, is otr eti n o i n) wit hi n t h e l ast 2 4 m o nt hs.

C. M e di c al hist or y  of d ys pl asti c n e vi or m el a n om a.

D. Pr e e xist i n g i nfl a m m at or y d er mat os es s u c h as ps ori asis, at o pi c d er m atit is

E. M ol es, t att o os, s c ars, irrit at e d s ki n, h airs, et c. at t h e t est ar e a t hat c o ul d, i n t h e 

o pi ni o n of t h e i n v est i g at or, i nfl u e n c e t h e i n v esti g ati on.

F. S y st e mi c t h er a p y wit h im m u n o - s u p pr essi v e dr u gs ( e. g. c orti c ost er oi ds) a n d/ or 

a nt i hist a mi n es wit hi n 7 d a ys pri or t o s cr e e ni n g a n d/ or t hr o u g h o ut t h e e ntir e 

c o urs e of t h e st u d y .

G. S y st e mi c u s e o f o v er -t he- c o u nt er ( O T C ) a n al g esi cs or a nti -i nfl a m m at or y 

dr u gs 2 4 h o urs pri or t o s cr e e ni n g.

H. S y st e mi c us e o f a n y p h ot os e nsit i zi n g m e di c ati on 2 w e e ks pri or t o s cr e e ni n g.

I. I nt e ns e s u n e x p os ur e, U V-tr e at me nts or t a n ni n g s al o n visit wit hi n t w o w e e ks 

pr i or t o s cr e e ni n g.

J. O n e of t h e f o ll owi n g ill n ess es t h at mi g ht r e q uir e r e g ul ar s yst e mi c m e di c at i on: 

I ns uli n-d e p e n d e nt di a b et es, c a n c er .
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K. O n e of t h e f o ll owi n g ill n ess es if n ot m e di c at e d: Ast h m a, h y p ert e nsi o n

L. M e di c al hist or y  of a b n or mal  r es p o ns e t o s u nli g ht.

M. S u b j e cts wit h a hist or y of me nt al  ill n ess.

N. O c ul ar s ur g er y  wit hi n t h e l ast 1 2 m o nt hs.

O. O c ul ar tr a u m a, i nf e ct i on or i nfl a m m at i on wi t hi n t h e la st 3 m o nt hs.

P. A ct i v e b l e p h aritis, c o nj u n cti vitis, u v eitis.

Q. A n y o c ul ar p at h ol o g y  r e q uirin g t o pi c al o c ul ar tr e at m e nt wit hi n t he l a st 1

m o nt h.

R. O c ul ar l a s er wi t hi n t h e la st 3 m o nt hs.

S. A est h et i c, c os m eti c or d er m at ol o gi c al tr e at m e nt i n t h e tr e at m e nt ar e a (f a c e), 

i n cl u di n g t h e us e of s ki n t o n e li g ht ni n g pr o d u cts, wit hi n t h e l ast 3 m o nt hs. 

T. Us e of f a ci al s cr u bs, d e pil at or y cr e a ms, wa xi n g a n d/ or bl e a c hi n g wi t hi n t h e 

l ast 2 w e e ks pri or t o s cr e e ni n g.

U. M i cr o d er m a bra si o n  a n d/ or la s er h air r e m o v al  wit hi n t h e la st 4 w e e k s pri or t o 

s cr e e ni n g.

V. M e di c al hist or y  of H er p es Si m pl e x ( C old S or e s).

4. A L L E R G Y/ I N T O L E R A N C E
A. K n o w n or s us p e ct e d i nt ol er a n c e or h y p er s e n si tivi t y t o t h e st u d y mat eri als ( or 

cl o s el y  r el at e d c o mp o u n ds) or a n y  of t h eir st at e d i n gr e di e nts.
B. D o c u m e nt e d all er gi es t o c os m et i c pr o d u cts or st u d y i n gr e di e nts.

5. C LI NI C A L S T U D Y/ E X P E R IM E N T A L P R O D U C T
A. P arti ci p ati o n i n a n ot h er cli n i c al st u d y (i n cl u di n g c os m eti c st u di es) or r e c ei pt 

of  a n i n v esti g ati on al dr u g wi t hi n 3 0 d a ys of t h e s cr e e ni n g visit.
B. Pr e vi o us p arti ci p at i on i n t his st u d y.

6. S U B S T A N C E A B U S E
R e c e nt hist or y  ( wit hi n t h e la st 5 y e ars) of al c o h ol or ot h er s u bst a n c e a b us e.
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7. P E R S O N N E L
A n e m pl o y e e of t h e s p o ns or or t h e st u d y  sit e or me m b ers of t h eir i m m e di at e f a mil y .

8. LI F E S T Y L E
A. R e q ui r e d t o w or k o ut sid e d uri n g d a yli g ht h o urs o v er t h e d ur at i on of t h e st u d y .
B. R e q ui r e d or ot h er wis e i nt e n di n g t o s p e n d pr ol o n g e d p eri o ds of ti m e o utsi d e 

d uri n g d a yli g ht h o urs o v er t h e d ur ati o n of t h e st u d y ( e. g. h o li d a y, s u n b at hi n g, 
a n d g ar d e ni n g ).

9. S T U D Y M A T E RI A L S E N SI TI VI T Y T E S T
A s c or e of “ S e v er e ” f or a n y  Der m at ol o gi st or S u bj e ct S elf-Ass ess e d e n d p o i nt at a n y 
ti m e f or t h e st u d y mat eri al s e n si tivit y t est. 

4. 3. S c r e e ni n g/ B a s eli n e F ail u r es

S cr e e n f ail ur es ar e d efi n e d as s u bj e cts w h o c o ns e nt t o p arti ci p at e i n t h e st u d y  b ut ar e 

n e v er s u bs e q u e nt l y r a n d omi z e d.  I n or d er t o e ns ur e tr a ns p ar e nt r e p orti n g of s cr e e n 

f ail ur e s u bj e cts, a mi ni m al s et of s cr e e n f ail ur e i nf or m ati o n is r e q uir e d i n cl u di n g 

D e m o gr a p h y , S cr e e n F ail ur e d et ails, Eli gi bility Crit eri a, a n d a n y  S erio us A d v ers e 

E v e nts (S A Es) . R e-s cr e e ni n g o f s u bj e cts will n ot b e all o w e d i n t his st u d y.

4. 4. Wit h d r a w al/ St o p pi n g C rit e ri a

A s u bj e ct m a y  wit hdr a w fr o m  t h e st u d y at a n y tim e at his/ h er o w n r e q u est, o r ma y  b e 
wi t hdr a w n at a n y  ti m e at t h e dis cr etio n of  t h e i n v e stig at or f or s af et y,  b e h a vi o ur al or 
a d mi nistr ati v e r e as o n s.

If t h e r e as o n f or r e m o v al of a s u bj e ct fr o m t he st u d y is a n A E or a n a b n or m al 
l a b or at or y t e st r e s ult, t h e pri n ci p al s p e cifi c e v e nt or test will b e r e c or d e d o n t h e 
el e ctr o ni c C as e R e p ort F or m  (e C R F).  If a s u bj e ct is wit h dr a w n fr o m t h e st u d y  
b e c a us e of a pr o d u ct li mit i n g A E, t h or o u g h eff orts s h o ul d b e cl e arl y m a d e t o 
d o c u m e nt t h e o ut c o m e. A n y A Es o n g oi n g at t h e fi n al visit will b e f oll o w e d u p u nt il 
r es ol v e d, t h e c o n diti on st a bili z es, is ot h er wis e e x pl ai n e d, or t h e s u bj e ct is l ost t o 
f oll ow- u p.

T h e f o ll owi n g a cti o n s m ust b e t a k e n i n r el ati o n t o a s u bj e ct w h o f ails t o att e n d t h e 
cli ni c f or a r e q uir e d st u d y  vi sit:

 T h e sit e m ust att e m pt t o c o nt a ct t h e s u bj e ct a n d r e -s c h e d ul e t h e miss e d visit as 
s o o n as p ossi bl e. 
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 T h e sit e m ust c o u ns el t h e s u bj e ct o n t h e i m p ort a n c e of m ai nt ai ni n g t h e 
assi g n e d visit s c h e d ul e a n d as c ert ai n w h et h er or n ot t h e s u bj e ct wis h es t o 
a n d/ or s h o ul d c o nti n u e i n t h e st u d y . 

 I n c as es w h er e t h e s u bj e ct is d e e m e d ‘l ost t o f oll o w u p’, t h e i n v esti g at or or 
d esi g n e e m ust m a k e e v er y eff ort t o r e g ai n c o nt a ct wit h t h e s u bj e ct ( w h er e 
p ossi bl e, at l e ast 2 t el e p h o n e c alls). T h e c o nt a ct att e m pt s h o ul d b e 
d o c u m e nt e d i n t h e s u bj e ct’s r e c or d . 

 S h o ul d t h e s u bj e ct c o nti n u e t o b e u nr e a c h a bl e, o nl y  t h e n will h e/s h e b e 
c o nsi d er e d t o h a v e wit h dr a w n fr o m t he st u d y  wit h a pri m ar y r e a s o n of “ L o st 
t o F oll o w-u p ”.

4. 5. S u bj e ct R e pl a c e m e nt

S u bj e c t s w h o wit h dr a w fr o m t he st u d y  p o st-r a n d o mi z ati on will n ot b e r e pl a c e d.

4. 6. S u bj e ct a n d St u d y C o m pl eti o n

A c o m p l et e d s u bj e ct is o n e w h o h as c om p l et e d all p h as es of t h e st u d y.

T h e e n d o f t he st u d y  is d efi n e d as t h e d at e of t h e l ast s u bj e ct’s l ast visit.
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5 . P R O D U C T I N F O R M A TI O N

5 . 1. St u d y P r o d u ct

T h e f o ll owi n g st u d y  pr o d u cts will b e s u p pli e d b y t he Cli ni c al S u p pli es D e p art m e nt, 
G S K C H:

R ef e r e n c e / 
W as h o ut Cl e a ns e r

T est P r o d u ct
R ef e r e n c e / 
W as h o ut
S u ns c r e e n

P r o d u ct N a m e Si m pl Ki n d t o S ki n 
M oist uri s i n g F a ci al 

W as h

P h ysi o g el C al mi n g 
R eli ef R est ori n g Li pi d 

B al m 

S u n m a x S e nsiti v e S P F 
5 0

P r o d u c t 
F o r m ul ati o n 
C o d e

N/ A  
( C o m m er ci al, U K)

A p pli c ati o n 
Q u a ntit y A p pr o xi m at el y 0. 6 -1 g

R o ut e of 
A p pli c ati o n T o pi c al

A p pli c ati o n 
I nst r u cti o ns

I n yo ur h a n ds, w or k 
a s m all  a mo u nt i nt o 
a l at h er. M ass a g e 
o nt o w et s ki n, ri ns e 
wi t h w at er. 

A v o i d c o nt a ct wit h 
e y e s. If c o nt a ct 
o c c urs, ri ns e 
t hor o u g hl y wit h 
w at er.

A p pl y t wi c e a d a y  
( mor ni n g a n d 
e v e ni n g)  

Di s p e ns e a p e a -si z e d 
q u a nt ity o nt o t h e 
fi n g erti ps a n d a p pl y 
t o t h e f ull f a c e.

A v o i d c o nt a ct wit h 
e y es. If c o nt a ct 
o c c urs ri ns e 
t hor o u g hl y wit h
w at er.

A p pl y t wi c e a d a y  
( mor ni n g a n d 
e v e ni n g )

D o n ot a p pl y i n t h e 
m o r ni n g if yo u ar e 
visit i n g t h e sit e o n 
t he s a m e d a y .

Di s p e ns e a p e a -si z e d 
q u a nt ity o nt o t h e 
fi n g erti ps a n d a p pl y 
t o t h e f ull f a c e.

A v o i d c o nt a ct wit h 
e y es. If c o nt a ct 
o c c urs ri ns e 
t hor o u g hl y wit h 
w at er.

A p pl y t wi c e a d a y  
( mor ni n g a n d 
l u n c hti m e) 

D o n ot a p pl y i n t h e 
m o r ni n g if yo u ar e 
visit i n g t h e sit e o n 
t he s a m e d a y . 

 

D o c u m e nt N a m e   

T y p e  V er si o n  D o c u m e nt I d e ntifi er  Eff e cti v e D at e  

    

R e a s o n F or I s s u e   
 

 

 

 

 

 

 

 

 

 

 

 

 

1 5- S e p- 2 0 1 7 0 9: 2 7: 1 5

 

Pr ot o c ol 2 0 6 8 2 7 d o c

el d o _ c o ntr oll e d 4. 0; M o st- R e c e nt; Eff e cti v e; C U R R E N T

A ut o I s s u e

0 9 0 0 3 2 d 5 8 0 d 9 8 e b 9

P a g e 4 3 of 9 3

C CI C CI

C CI

C CI



4 4

Ot h er it e ms t o b e s u p pli e d b y t h e Cli ni c al S u p pli es D e p art m e nt, G S K C H:

N a m e of It e m P u r p os e
N ot A p pli c a bl e N ot A p pli c a bl e

Ot h er it e ms t o b e s u p pli e d b y t h e Si t e:

N a m e of It e m P u r p os e
7 0 % Gl y c o li c A ci d Tr e at m e nt - S M 
E m pr e n di m e nt os F ar m a c ê ut i c os ( F a gr o n) 
fr om M a gi s P h ar m a

Gl y c o li c a ci d s ol uti on wi t h w hi c h t o 
e x e c ut e t h e f a ci al p e el pr o c e d ur e

S o di u m  Bi c ar b o n at e N e utr ali zi n g 
S ol uti o n - L a bs y nt h Pr o d ut os p ar a 
L a b or at óri os ( S y nt h) fr o m M a gis P h ar m a

N e utr ali zi n g a g e nt us e d i n t h e fi n al st e p 
of  t h e f a ci al p e el pr o c e d ur e

5 . 2. A p pli c ati o n S c h e d ul e

A 7 d a y  w as h o ut p h as e is i n cl u d e d t o st a n d ar di z e s u bj e cts’ s ki n c ar e r e gi m e ns. 

S u bj e cts will b e pr o vi d e d wit h a c o m m er ci all y a v ail a bl e f a ci al cl e a ns er ( Si m pl e Ki n d 

t o S ki n M oisturi si n g F a ci al W as h) a n d s u ns cr e e n ( S u n m a x S e nsit i v e S P F 5 0) as 

st a n d ar d of c ar e. S u bj e cts will b e i nstr u ct e d t o us e t h e f a ci al cl e a ns er d uri n g t h e 

m o r ni n g a n d e v e ni n g, a n d t o a p pl y t h e s u ns cr e e n i n t h e mor ni n g ( aft er cl e a nsi n g) a n d 

at l u n c hti m e. S u n m a x S e nsit i v e S P F 5 0 is d esi g n e d f or s u bj e cts wit h s e nsiti v e s ki n 

a n d h as f a v o ur a bl e l o c al t ol er a n c e cli ni c al d at a t o s u p p ort its us e f or a p pli c at i on t o 

s e nsit i ve, p ost -pr o c e d ur e s ki n. Si m pl e Ki n d t o S ki n M o isturi si n g F a ci al W as h is als o 

d esi g n e d f or s u bj e cts wit h s e nsit i v e s ki n. 

Wit hi n t h e w as h o ut p h as e, a st u d y mat eri al s e n sitivit y t est is i n cl u d e d t o i d e ntif y 

s u bj e cts w h o m a y b e s e nsit i v e t o t h e st u d y mat eri a ls i n or d er t o d et er mi n e w h et h er 

t he y  ar e s uit a bl e t o u n d er g o t h e f a ci al p e el pr o c e d ur e. A q u alifi e d d er m at ol o gist will 

di s p e ns e a t hi n l a y er of t h e 7 0 % gl y c o li c a ci d p e el s ol uti on t o c o v er a d e m ar c at e d 5 x 

5 c m  s q u ar e ar e a o n t h e v o l ar s urf a c e of t h e f or ear m a n d, wi t hi n a p erio d of  3 0- 6 0 

s e c o n ds, will n e utr ali z e t h e 7 0 % gl y c o li c a ci d p e el s ol uti on wi t h t h e bi c ar b o n at e 

n e utr ali zi n g a g e nt a n d t h e n ri ns e t h e s ki n t h or o u g hl y wit h w at er a n d p at dr y  wit h a 

s oft t o w el. O n c e dr y, t h e d er m at olo gist will a p pl y a t hi n l a y er of t h e S u n m a x 

S e nsit i v e S P F 5 0 su ns cr e e n t o t h e 5 x 5 c m s q u ar e ar e a. D er m at ol o gist a n d s u bj e ct 

s elf- ass ess m e nts will b e us e d t o e v al u at e l o c al t ol er a n c e. If s u bj e ct d at a f or t h e st u d y 

m at eri al s e nsit i vity st u d y c o nt ai ns a d er mat ol o gist or s u bj e ct s elf -ass ess m e nt s c or e of

“ S e v er e ” f or a n y  attri b ut e, t his s u bj e ct will b e d e e m e d t o b e i n vi o l ati on of e x cl usi o n 

cr iteri a 9 a n d m ust b e d is c h ar g e d fr om t he st u d y .
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U p o n c o m pl et i on of t h e w as h o ut p h as e, s u bj e cts c o nsi d er e d t o b e eli gi bl e f or t h e t est 

p h as e w ill b e r a n d o mis e d t o t w o gr o u ps ( Gr o u p I: T est pr o d u ct; Gr o u p 2: N o -

tr e at me nt) a n d a q u alifi e d d er m at ol o gist wit h e x p eri e n c e a d mi nist eri n g f a ci al p e els  

will c o n d u ct t h e 7 0 % Gl y c o li c A ci d pr o c e d ur e.

S u bj e cts r a n d o mis e d t o Gr o u p I will b e i nstr u ct e d t o a p p l y t h e t est pr o d u ct t wi c e-

d ail y  ( mor ni n g a n d e v e ni n g) aft er cl e a nsi n g, f or a t ot al of 1 4 c o ns e c ut i v e d a ys. All 

s u bj e cts will b e i nstr u ct e d t o c o nti n u e usi n g t h e f a ci al cl e a ns er t wi c e -d ail y  d uri n g t h e 

m o r ni n g a n d e v e ni n g, a n d t o a p pl y t h e s u ns cr e e n i n t he m or ni n g a n d at l un c ht i m e. A 

s u m m ar y of t h e s u bj e ct’s p ost- r a n d o mi z ati on r e gi m e n is i n cl u d e d b el o w f or cl arit y.  

R a n d o mi z e d 

G r o u p

M o r ni n g L u n c hti m e * E v e ni n g

G r o u p 1

1. Cl e a nsi n g

2. T est Pr o d u ct

3. S u ns cr e e n

2. S u ns cr e e n 1. Cl e a nsi n g

2. T est Pr o d u ct

G r o u p 2
1. Cl e a nsi n g

2. S u ns cr e e n

2. S u ns cr e e n 2. Cl e a nsi n g

* L u n c hti m e a p pli c at i on m ust b e at l e ast 3 h o urs aft er pr e vi o us s u ns cr e e n a p pli c at i on

S u bj e cts will n ot a p pl y  a n y s u ns cr e e n o n t h e d a y of t h e f a ci al p e el pr o c e d ur e ( D a y 8), 

si n c e t h e y will r e m ai n at sit e u ntil t h e e v e ni n g ( aft er 5 p m).  O n t he m or ni n g o f e a c h 

vi sit, pri or t o arri vi n g at t h e t est sit e, s u bj e cts will b e i nstr u ct e d t o cl e a ns e t h eir f a c e 

a n d n ot t o a p pl y  a n y t est pr o d u ct or s u ns cr e e n u ntil aft er all m e as ur e m e nts a n d 

ass ess m e nts h a v e b e e n c o m p l et e d. B ef or e l e a vi n g t h e si t e, s u bj e cts will u n d er g o t est 

pr o d u ct a n d/ or s u ns cr e e n a p pli c at i on u n d er s u p er visi o n . Aft er le a vi n g t h e sit e, 

s u bj e cts s h o ul d a p pl y t h e s u ns cr e e n a s e c o n d ti m e, b ut n o s o o n er t h a n 3 h o urs aft er 

t he pr e vi o us a p pli c ati o n.

5. 3 . A p pli c ati o n M o difi c ati o n

N o m o difi c at i on of  pr o d u ct a p pli c ati on is p er mitt e d i n t his st u d y.

5 . 4. P r o d u ct C o m pli a n c e

A d ail y  d air y will b e u s e d t o m o nit or a n d pr o m ot e c o m pli a n c e. S u bj e cts will n ot b e 
e x cl u d e d d u e t o miss e d a p pli c ati o ns, b ut will b e r e mi n d e d t o us e t h e pr o d u cts as p er 
t he i n str u cti o n s pr o vi d e d a n d t o c o m pl et e t h e di ar y c ar d o n a d ail y b asis t o e n c o ur a g e 
c o m pli a n c e. Mi s s e d or a d di tio n al  pr o d u ct a p pli c ati o ns will b e r e c or d e d b y t h e 
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I n v esti g at or or d esi g n e e as d e vi ati ons. S u bj e cts will b e as k e d t o bri n g t h eir w as h o ut 
a n d t est pr o d u cts t o e a c h sit e visit .

T o b e c o nsi d er e d c o m p li a nt a n d p art of t h e p er-pr ot o c o l ( P P) p o p ulat i on, a s u bj e ct 
m ust h a v e us e d t h e t est pr o d u ct a n d/ or s u ns cr e e n at l e ast 8 0 % of t h e i nstr u ct e d 
n u m b er of a p pli c ati o ns f o ll owi n g c o m pl et i on of t h e f a ci al p e el pr o c e d ur e.

5. 5. P r e c a uti o ns

N o s p e ci al pr e c a ut i ons ar e r e q uir e d pr o vi di n g t h e st u d y  is c arrie d o ut i n a c c or d a n c e 
wi t h t hi s pr ot o c ol.

5. 6. O v e r d os e

A n o v er d os e is a d eli b er at e or i n a d v ert e nt a d mi nistr ati o n of a pr o d u ct at a d os e hi g h er 
t ha n s p e cifi e d i n t h e pr ot o c ol.

O v er d os e is n ot li k el y t o o c c ur i n t h is st u d y.  Li mit ed q u a nt iti es of t h e pr o d u ct will b e 
s u p pli e d, a n d cl os el y mo ni t or e d b y t h e sit e for e a c h s u bj e ct.

O v er d os e p er s e is n ot a n A E.  H o w e v er, a n y  cli ni c al s e q u el a e of a n o v er d os e s h o ul d 
b e r e p ort e d as a n A E ( a n d s eri o us a d v ers e e v e nt ( S A E), i f a p pr o pri at e).  F or 
r e p orti n g, f oll ow t h e A E a n d S A E r e p orti n g i nstr u cti o ns.

5. 7. R es c u e T h e r a p y

N o r es c u e t h er a p y  is r e q uir e d i n t his st u d y.

5. 8. P r o d u ct A s si g n m e nt

S u bj e cts will b e assi g n e d t o st u d y  pr o d u ct i n a c c or d a n c e wit h t h e r a n d o mi z ati on 
s c h e d ul e g e n er at e d b y  t h e Bio st ati st i cs D e p art me nt, G S K C H, pri or t o t h e st art of t h e 
st u d y, usi n g v ali d at e d i nt er n al s oft w ar e.

5. 8 . 1 R a n d o mi z ati o n

A u ni q u e s c r e e ni n g n u m b er will i d e ntif y e a c h s u bj e ct s cr e e n e d f or st u d y  
p arti ci p at i on.  S cr e e ni n g n u m b ers will b e assi g n e d i n as c e n di n g n u m eri c al or d er as 
e a c h s u bj e ct si g ns t h eir c o ns e nt f or m.  S u bj e cts w h o m e et all i n cl usi o n a n d e x cl usi o n 
cri t eri a will b e r a n do m i z ed a c c or di n g t o t h e r a n d o mi z at i on s c h e d ul e.  R a n d o mi z at i on 
n u m b ers will b e assi g n e d i n as c e n di n g n u m eri c al or d er as e a c h s u bj e ct is d et er mi n e d 
t o b e f ull y eli gi bl e.
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5. 8 . 2 Bli n di n g

T his is a n e v al u at or -bli n d cli ni c al st u d y. T h er ef or e, all p er s o n n el  a n d ev al u at ors w h o 
m a y i nfl u e n c e st u d y  o ut c o mes ar e bli n d e d t o t h e pr o d u ct all o c ati o n of s u bj e cts a n d 
t hei r diari es . T h e I n v est i g at or or t h eir d esi g n e es w h o ar e n ot i n v ol v e d i n pr o c e d ur es 
or pr o c ess es w hi c h m a y i nfl u e n c e st u d y  o ut c o me s ar e n ot r e q ui r e d t o b e bli n d e d t o 
t he pr o d u ct all o c at i on of s u bj e cts a n d will h a v e visi bilit y of  t h e s u bj e ct diar y .

5. 8 . 3 C o d e B r e a ks

T h e bli n d m ust o nl y b e br o k e n i n a n e m er g e n c y w h er e it is ess e nt i al t o k n o w w hic h 
pr o d u ct a s u bj e ct r e c ei v e d i n or d er t o gi v e t h e a p pr o pri at e m e di c al c ar e.  W h er e v er 
p ossi bl e t h e I n v est i g at or ( or d esi g n e e) m ust c o nt a ct t h e S p o ns or pri or t o br e a ki n g t h e 
bli n d.  T h e i n v est i g at or m ust d o c u m e nt t h e r e as o n f or br e a ki n g t h e c o d e a n d si g n a n d 
d at e t h e a p pr o pri at e d o c u m e nt.

T h e st u d y  bli n d must b e r et ur n e d t o G S K C H at t h e e n d of t h e st u d y .

5. 9. P a c k a gi n g a n d L a b elli n g

T h e W as h o ut/ R ef er e n c e pr o d u cts ( Si m pl e Ki n d t o S ki n M o isturi si n g F a ci al W as h 
a n d S u n m a x S e nsit i v e S P F 5 0) a n d T est Pr o d u ct (P h ysi o g el C al mi n g R eli ef R e st ori n g 
Li pi d B al m ) will b e o v er-wr a p p e d i n o p a q u e vi n yl a n d a n y br a n di n g o n t h e 
c o m m er ci al pr o d u cts will b e o bs c ur e d. 

A n e w l a b el will b e cr e at e d b y t h e Cli ni c al S u p pli es D e p art m e nt, G S K C H a n d 
a p pli e d t o e a c h pr o d u ct. T h e c o nt e nts of t h e l a b el will b e i n a c c or d a n c e wit h all 
a p pli c a bl e r e g ul at or y  r e q uir e m e nts a n d will b e t h e r es p o nsi bility of t h e Cli ni c al 
S u p pli es D e p art m e nt , G S K C H. E a c h st u d y la b el  will c o nt ai n, b ut n ot b e li mit e d t o, 
pr ot o c ol  n u m b er, pr o d u ct c o d e l ett er f or T est Pr o d u ct o nl y a n d dir e cti ons f or st or a g e.

C ar e s h o ul d b e t a k e n wit h t h e s u p pli e d pr o d u cts a n d t h eir l a b els s o t h at t h e y  ar e 
m ai nt ai n e d i n g o o d c o n diti o n.  It is i m p ort a nt t h at all l a b els r e m ai n i nt a ct a n d l e gi bl e 
f or t h e d ur atio n of  t h e st u d y. S u bje ct s s h o ul d b e i nstr u ct e d t o n o t r e mo v e or d ef a c e 
a n y p art of t h e st u d y  la b el .

5 . 9. 1. A c c o u nt a bilit y of P r o d u ct

All pr o d u cts s u p pli e d ar e f or us e o nl y i n t his cli ni c al st u d y  a n d s h o uld n ot b e us e d f or 
a n y ot h er p ur p os e.

T h e i n v est i gat or or d esi g n e e will m ai nt ai n a f ull r e c or d of st u d y  pr o d u ct 
a c c o u nt a bilit y. A Pr o d u ct Dis p e nsi n g L o g m ust b e k e pt c urr e nt a n d will c o nt ai n t h e 
f oll owi n g i nf or m at i on:
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1. T h e i d e nt ifi c ati on of t h e s u bj e ct t o w h o m t h e st u d y pr o d u ct w as dis p e ns e d.
2. T h e d at e(s) a n d q u a ntit y of  t h e st u d y pr o d u ct dis p e ns e d t o t h e s u bj e ct.
3. T h e d at e(s) a n d q u a ntit y of  t h e st u d y pr o d u ct r et ur n e d b y t h e s u bj e ct (if 

a p pli c a bl e).

T h e i n v e nt or y  must b e a v ail a bl e f or i ns p e ct i on b y t h e st u d y  mo ni t or d uri n g t h e st u d y. 
At  t h e e n d of t h e st u dy,  st u d y pr o d u ct s u p pli es will b e v erifi e d b y t h e m o nit or.  St u d y 
pr o d u ct s u p pli es will t h e n b e eit h er c oll e ct e d b y  t h e st u d y mo ni t or or r et ur n e d b y t h e 
i n v esti g at or or d esi g n e e t o t h e G S K C H Cli ni c al S u p pli es D e p artm e nt  or d esi g n at e d 
v e n d or.

5. 9. 2. St o r a g e of P r o d u ct

St u d y  pr o d u ct s u p pli es m ust b e st or e d i n c o m pli a n c e wit h t h e l a b el r e q uir e m e nts i n a 
s ec ur e pl a c e wi t h li mit e d or c o ntr oll e d a c c ess.
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6 . S T U D Y A S S E S S M E N T S A N D P R O C E D U R E S

T his s e ct i on lists t h e pr o c e d ur es a n d p ar a m et ers of e a c h pl a n n e d st u d y ass ess m e nt.  
T h e e x a ct ti mi n g of e a c h ass ess m e nt at  e a c h s c h e d ul e d visit is list e d i n t h e S c h e d ul e 
of E v e nts s e cti o n.

A d h er e n c e t o t h e st u d y  d e si g n r e q uir e m e nts, i n cl u di n g all ass ess m e nts a n d 
pr o c e d ur es ar e ess e nti al a n d r e q uir e d f or st u d y  c o n d u ct.

6 . 1. Vi sit 1 – S c r e e ni n g / W a s h o ut Visit

6 . 1.1 . I nf o r m e d C o ns e nt

T h e i n v est i g at or, or d esi g n e e, m ust o bt ai n writt e n (si g n e d a n d d at e d b y t h e s u bj e ct) 
i nf or me d c o ns e nt fr o m  e a c h s u bj e ct p artici p ati n g i n t hi s st u d y  aft er a d e q u at e 
e x pl a n at i on of t h e ai ms, m et h o ds, o bj e cti v es, a n d p ot e nti al h a z ar ds of t he st u d y .

T h e i n v est i g at or, or d esi g n e e, m ust als o e x pl ai n t o t h e s u bj e cts t h at t h e y ar e 
c o m pl et el y fr e e t o r ef us e t o e nt er t h e st u d y  or t o wit hdr a w fr o m  it at a n y ti m e.  
A p pr o pri at e f or ms f or d o c u m e nt i n g a writt e n c o ns e nt will b e pr o vi d e d b y t h e 
i n v estig at or or b y  G S K C H.  T h e i n v esti g at or, or d esi g n e e, s h o ul d si g n a n d d at e t h e 
c o ns e nt f or m t o c o nfir m t h at t h e c o ns e nt pr o c ess w as c o m pl et e d c orr e ctl y .  T h e 
s u bj e ct will b e pr o vi d e d wi t h a c o p y of t h eir si g n e d a n d d at e d i nf or m e d c o ns e nt f or m
(I C F) a n d a n y ot h er writt e n i nf or m ati o n w hi c h t h e y s h o ul d b e i nstr u ct e d t o r et ai n.

A list of t h e c h e mi c al e ntiti es pr es e nt i n all f or m ul ati o ns will b e pr o vi d e d t o s u bj e cts 
s o t h at t h e y ma y e v al u at e t h e list f or a n y  k n o w n s e nsiti vity or i nt ol er a n c e t o t h e st u d y  
m at eri als. It will b e m a d e cl e ar o n t h e I C F t h at s u bj e cts w h o h a v e a k n o w n s e nsiti vity 
or i nt ol er a n c e t o t h e st u d y  mat eri al s s h o ul d n ot pr o vi d e t h eir c o ns e nt t o c o nti n u e.

If, d uri n g a s u bj e ct’s p arti ci p at i on i n t h e st u d y, a n y n e w i nf or m ati o n b e c om e s 
a v ail a bl e t h at m a y aff e ct t h e s u bj e ct’s willi n g n ess t o p arti ci p at e i n t h e st u d y , e a c h 
o n g oi n g s u bj e ct s h o ul d r e c ei v e a c o p y  of t his n e w i nf or mat i on a n d b e r e -c o ns e n t e d 
i nto t h e st u d y . S u bj e cts s h o uld b e pr o vi d e d wi t h a c o p y of t h e si g n e d a n d d at e d 
a m e n d e d c o ns e nt f or m. T h e d at e of c o ns e nt will b e r e c or d e d o n t h e e C R F .

P h ot o gr a p hs (I ma g e C a pt ur e – VI SI A) ar e t o b e c a pt ur e d f or b ot h cli ni c al ass ess m e nt 

a n d p ot e nti al  c o m m er ci al e x ploi t atio n . Su bj e cts will b e r e q u est e d t o pr o vi d e t h eir 

c o ns e nt o n t h e I C F. S u bj e cts w h o d o n ot pr o vi d e c o ns e nt f or t h e p ot e nti al c o m m er ci al 

e x pl o itat i on of t h eir p h ot o gr a p hi c d at a will st ill b e c o nsi d er e d eli gi bl e f or t h e st u d y. 

All s u bj e cts will h a v e t h eir p h ot o gr a p hs t a k e n at t h e s c h e d ul e d ti m e p oi nts t o e n a bl e 
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t he E v al u at or t o m a k e a n a c c ur at e a ss ess m e nt of gl o b al t ol er a n c e a n d c os m eti c 

effi c a c y . 

6. 1. 2 . D e m o g r a p hi cs

T h e f o ll owi n g d e m o gr a p hi c p ar a m et ers will b e c a pt ur e d b y  t h e I n v e stig at or or 
d esi g n e e a n d r e c or d e d o n t h e e C R F : y e ar of birt h, r a c e a n d g e n d er .

6. 1. 3 . M e di c al Hist o r y a n d C o n c o mit a nt M e di c ati o n

M e di c al hist or y  will b e ass ess e d as r el at e d t o t h e i n cl usi o n/ e x cl usi on cri t eria b y t h e 
I n v esti g at or or d esi g n e e.  D et ails of a n y r el e v a nt m e di c al or s ur gi c al hist or y wit hi n 
t he l ast y e ar , i n clu di n g all er gi es or dr u g s e nsit i vity, will b e r e c or d e d o n t h e e C R F .  
A n y c o n c o mit a nt t h er a p y  t a k e n i n t h e 3 0 d a ys prior t o t he S cr e e ni n g Visit a n d 
t hr o u g h o ut t h e st u d y will als o b e r e c or d e d.

6. 1. 4. Fit z p at ri c k S ki n T y p e Ass ess m e nt

Fi t z p atri c k s ki n ty p e ass ess m e nt will b e c o n d u ct e d b y a tr ai n e d, q u alifi e d t e c h ni ci a n
a n d r e c or d e d o n t h e e C R F usi n g t h e s c al e b el o w.

T y p e D es c ri pti o n

I Al w a ys b ur ns, n e v er t a ns

II us u all y b ur ns, t a ns mi ni m all y
III s o m eti m es mil d b ur n, t a ns u nif or ml y ( cr e a m w hit e; f air wit h a n y h air or 

e y e c ol or)
I V b ur ns mi ni m all y, al w a ys t a ns w ell ( m o d er at e br o w n)
V v er y  r ar el y bur n s, t a n s v er y  e asil y ( d ar k br o w n)
VI N e v er b ur ns, n e v er t a ns ( d e e pl y pi g m e nt e d d ar k br o w n t o d ar k est 

br o w n)

6. 1. 5. Gl o g a u P h ot o a gi n g T y p e Ass ess m e nt

Gl o g a u p h ot o a gi n g t y p e ass ess m e nt wi ll b e c o nfir m e d b y a tr ai n e d, q u alifi e d 
t e c h ni ci a n a n d r e c or d e d o n t h e e C R F usi n g t h e s c al e b el o w.
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G r o u p Cl assifi c ati o n S ki n C h a r a ct e risti cs

I Mil d E arl y P h ot o a gi n g: mil d pi g m e nt c h a n g es, n o k er at osis, 

mi ni m al wri n kl es, mi ni m al or n o m a k e u p

II M o d er at e E arl y t o M o d er at e P h ot o a gi n g: E arl y  br o w n s p ots visi bl e, 

k er at osis p al p a bl e b ut n ot visi bl e, p ar all el s mil e li n es b e gi n 

t o a p p e ar, w e ars s o m e f o u n d ati o n

III A d v a n c e d A d v a n c e d P h ot o a gi n g: O b vi o us dis c o l or ati o ns, visi bl e 

c a pill ari es (t el a n gi e ct as i as), visi bl e k er at osis, w e ars h e a vi er 

f ou n d at i on al w a ys

I V S e v er e S e v er e P h ot o a gi n g: Y ell o w -gr a y  s ki n c olor, pri or s ki n 

m ali g n a n ci es, wri n kl es t hr o u g h o ut - n o n or m al  s ki n, c a n n ot 

w e ar m a k e u p b e c a us e it c a k es a n d cr a c ks

6. 1. 6 . I n cl usi o n / E x cl usi o n C rit e ri a

In cl usi o n/ e x cl usi o n cri t eri a will b e ass ess e d b y t h e I n v est i g at or or m e di c all y q u alifi e d 

d esi g n e e a n d r e c or d e d o n t h e e C R F. E x cl usi o n 3 P will b e ass ess e d b y  a q u alifi e d 

o p ht h al m o l ogi st. At t his p oi nt, e x cl usi on cri t eri a 9 will n ot b e e v al u at e d u ntil aft er

c o m pl et i on of t h e st u d y  mat eri al  s e n sitivi t y t est a n d c orr es p o n di n g D er m at ol o gist a n d 

S u bj e ct s elf- ass ess m e nt d at a. 

6. 1. 7 . S u bj e ct Eli gi bilit y

S u bj e cts m e et i n g t h e i n cl usi on a n d e x cl usi o n cri t eri a, w h o m pr o vid e t h ei r i nf or m e d 

c o ns e nt a n d w h o ar e als o c o nsi d er e d eli gi bl e f or e nr o ll m e nt i n t h e st u d y b y t he 

I n v esti g at or or m e di c all y q u alifi e d d esi g n e e will b e e nr oll e d i nt o t h e st u dy.  

C o nfir m ati o n o f w h et h er a s u bj e ct w as e nr oll e d, or n ot, will b e r e c or d e d o n t h e e C R F.

6. 1. 8 . St u d y M at e ri al S e nsiti vit y T est

T his pr o c e d ur e is i n cl u d e d t o d et er mi n e w h et h er e a c h s u bj e ct is ov erl y  s e n sitiv e t o 

t he w as h o ut pr o d u cts a n d gl y c o li c a ci d p e el r e gi m e n.  A q u alifi e d d er m at ol o gist will 

di s p e ns e a t hi n l a y er of t h e 7 0 % gl y c o li c a ci d p e el s ol uti on ( a p pr o xi m at el y 0. 5 ml) t o 

c o v er a d e m ar c at e d 5 x 5 c m s q u ar e ar e a o n t h e v ol ar s urf a c e of t h e f or e ar m a n d, 

wi t hi n a p erio d of a p pr o xi m at el y 3 0- 6 0 s e c o n ds, will n e utr ali z e t h e 7 0 % gl y c o li c a ci d 

p e el  s olut i on wi t h t h e bi c ar b o n at e n e utr ali zi n g ag e nt t h e n rins e t h e s ki n t h or o u g hl y 

wi t h w at er a n d p at dr y wit h a s oft t o w el. O n c e dr y, t h e d er mat ol o gi st will a p pl y a t hi n 

l a y er of t h e S u n m a x S e nsit i v e S P F 5 0 s u ns cr e e n t o t h e f or e ar m. S u c c essf ul 

c o m pl et i on of t his pr o c e d ur e will b e r e c or d e d o n t h e e C R F.
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6. 1. 9 . S u bj e ct S elf- Ass ess m e nt of S e nsiti vit y

T h e f o ll owi n g ass ess m e nts will b e c o n d u ct e d b y  t e st s u bje cts r efl e ct i v e of t h eir s ki n 
c o n di tio n at t h e 5 x 5 c m s q u ar e ar e a o n t h e v ol ar s urf a c e of t h e f or e ar m at t h e ti m e of 
e v al u at i on a n d r e c or d e d o n t h e e C R F.

S c o r e P ai n Sti n gi n g/ 

B u r ni n g

It c hi n g Ti g ht n ess R e d n ess D r y n ess

0 N o n e  N o n e  N o n e  N o n e  N o n e  N o n e

1 Mil d  Mil d  Mil d  Mil d  Mil d  Mil d

2 M o d er at e  M o d er at e  M o d er at e  M o d er at e  M o d er at e  M o d er at e

3 S e v er e S e v er e S e v er e S e v er e S e v er e S e v er e

6. 1. 1 0 . D e r mat ol o gist Ass ess m e nt of S e nsiti vit y

T h e f o ll owi n g ass ess m e nts will b e c o n d u ct e d b y  a d er mat ol o gi st r efl e ct i v e of t h e 
s u bj e ct’s s ki n c o n di tio n at t h e 5 x 5 c m s q u ar e ar e a o n t h e v ol ar s urf a c e of t h e 
f or e ar m at t h e ti m e of t h e e v al u at i on a n d r e c o r d e d o n t h e e C R F.  W h e n e v er p ossi bl e, 
it is pr ef er a bl e f or t h e s a m e d er m at ol o gist t o e v al u at e t h e s a m e s u bj e ct t hr o u g h t h e 
e nt ire st u d y .

E r yt h e m a

S c o r e D es c ri pti o n

0 N o n e - N o  e vi d e n c e of er yth e m a pr es e nt

1 Mil d – Sl i g ht r e d c ol or ati o n

2 M o d er at e - D ef i nit e r e d n ess

3 S e v er e - M ar k e d er y t h e m a, brig ht r e d t o d u s k y  d ar k r e d i n c ol or

D r y n ess

S c o r e D es c ri pti o n

0 N o n e - N o  dr y n ess

1 Mil d - B ar el y p er c e pt i bl e, fi n e s c al es or fl a k es pr es e nt t o li mit e d ar e as of 

t he t e st sit e

2 M o d er at e - Fi n e s c al es or fl a k es g e n e r ali z e d t o all ar e as of t h e t est sit e

3 S e v er e - S c ali n g a n d p e eli n g of s ki n o v er all ar e as of t h e t est sit e
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D es q u a m ati o n

S c o r e D es c ri pti o n

0  N o n e - No e vi d e n c e of d es q u a m ati o n/ p e eli n g

1 Mil d - B ar el y p er c e pt i bl e s c ali n g; e vi d e nt o nl y o n s cr atc hi n g

2 M o d er at e - Mi ni m al s c ali n g, a d h er e nt t o t h e s ki n

3 S e v er e - M o d er at e s c ali n g, l o os el y a d h er e nt t o t h e s ki n a n d e asil y 

r e mo v a bl e

E d e m a

S c o r e D es c ri pti o n

0 N o n e - N o  e d e m a pr es e nt

1 Mil d - B ar el y p er c e pt i bl e e d e m a pr es e nt

2 M o d er at e - D efi nit e e d e m a pr es e nt

3 S e v er e - M ar k e d/ pr o n o u n c e d e d e m a pr es e nt

6. 1. 1 1 . E x cl usi o n C rit e ri a 9

D er m at ol o gi st a n d S u bj e ct s elf-ass ess m e nt d at a will b e e v al u at e d b y  t h e I n v esti g at or 
or d e si g n e e. A n y s u b j e ct wit h a s c or e of “ S e v er e ” f or a n y of t h e D er mat ol o gi st 
( Er yt he m a, Dr y n ess, D es q u a m at i on, E d e m a) or S u bj e ct s elf - ass ess e d ( P ai n, 
Sti n gi n g/ B ur ni n g, It c hi n g, Ti g ht n ess, R e d n ess, Dr y n ess) p ar a m et ers will b e 
c o nsi d er e d t o b e i n vi o l ati on of e x cl usi o n cri t eri a 9 a n d will b e dis c h ar g e d fr o m t h e 
st u d y. All ot h er s u bje cts will b e c o nsi d er e d eli gi bl e t o c o nti n u e i n t h e st u d y .

A n y D er m at ol o gist or S u bj e ct s elf -ass ess e d s c or e of “s e v er e ” will als o b e c o nsi d er e d 
a n a d v ers e e v e nt a n d r e p ort e d as p er t h e pr o c e d ur es o ut li n e d i n S e cti on 7. 
D er m at ol o gi st or S u bj e ct s elf- ass ess e d s c or es of “ n o n e ”, “ mil d ” a n d “ m o d er at e ” will 
n ot b e c o nsi d er e d a d v ers e e v e nts. 

6. 1. 1 2 . S u bj e ct Eli gi bilit y

S e e 6. 1. 7.

6. 1. 1 3 . W as h o ut P r o d u cts a n d W as h o ut Di a r y Dis p e nsi n g

Di s p e nsi n g of w as h o ut pr o d u cts a n d w as h o ut di ar y t o s u bj e cts t o st a n d ar di z e s ki n 
c ar e r e gi m e n a n d us a g e i nstr u cti o ns will  be r e c or d e d o n t h e e C R F .
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6. 2 . Visit 2 – 1 d a y aft e r Visit 1

6. 2. 1. C u r r e nt / C o n c o mit a nt M e di c ati o n

A n y c o n c o mit a nt t h er a p y  t a k e n si n c e t h e la st vi sit a n d t hr o u g h o ut t h e st u d y will b e 
r e c or d e d o n t h e e C R F b y t h e I n v esti g at or or d esi g n e e.

6. 2 . 2. A d v e rs e E v e nts

A d v ers e e v e nts will b e a ss ess e d b y t h e I n v est i g at or or d esi g n e e a n d r e c or d e d o n t h e 

e C R F, as p er t h e pr o c ess d et ail e d i n S e ct i on 7.

As p er S e cti o n 7. 1, t h e f oll o wi n g d o es n ot m e et t h e d efi nit i on of a n a d v ers e e v e nt :
“ A n y cli ni c all y  si g nifi c a nt a b n or mal  la b or at or y  fi n di n gs (if a p pli c a bl e) or ot h er 
a b n or m al  s af et y ass ess m e nts w hi c h ar e ass o ci at e d wit h t h e u n d erl yi n g dis e as e, u nl ess 
j u d g e d b y t h e i n v esti g at or t o b e m or e s e v er e t h a n e x p e ct e d f or t h e s u bj e ct’s 
c o n di tio n. ” T h er ef or e, t h e D er m at ol o gist ( er y t he m a, e d e m a, dr y n ess, a n d 
d es q u a m at i on) a n d S u bj e ct -s elf ass ess m e nt ( p ai n, sti n gi n g/ b ur ni n g, it c hi n g, ti g ht n ess, 
r e d n ess, a n d dr y n ess) gr a d es will o nl y be c o nsi d er e d a d v ers e e v e nts if t h e y ar e s c or e d 
as “ S e v er e ”, or if t h e i n v esti g at or j u d g es t h e m t o b e m or e s e v er e t h a n e x p e ct e d i n 
c o n t e xt of t h e Gl y c oli c A ci d tr e at m e nt pr o c e d ur e. 

6. 2. 3. C o nti n u e d S u bj e ct Eli gi bilit y

T h e I n v esti g at or or d esi g n e e will as c ert ai n w h et h er t h er e h a v e b e e n a n y d e vi at i ons 
fr om t he pr ot o c ol  si n c e t h e la st vi sit, w h et h er t h e s u bj e ct h as a d h er e d t o t h e lif est yle 
r e strict i ons si n c e t h e l ast visit a n d w h et h er, i n t h eir o pi ni o n, t h e s u bj e ct is eli gi bl e t o 
c o nti n u e i n t h e st u d y . S u bj e ct C o nti n u e d S u bj e ct Eli gi bilit y will b e r e c or d e d o n t h e 
e C R F.

6. 2 . 4. C o m pli a n c e ( Di a r y R e vi e w)

S u bj e ct di ari es will b e r e vi e w e d b y t h e I n v est i g at or or t h eir d esi g n e e. S u bj e cts w h o 
a p pl y t h e w as h o ut pr o d u cts m or e or l ess fr e q u e nt l y t h a n t wi c e a d a y will b e 
c o nsi d er e d t o h a v e d e vi at e d fr o m t h e pr ot o c ol a n d a d dit i on al/ miss e d a p pli c ati o ns will 
r e c or d e d o n t h e D e vi at i ons L o g. T h e t ot al n u m b er of  pr o d u ct a p pli c ati o ns a n d t ot al 
n u m b er of miss e d pr o d u ct a p pli c at i ons will b e r e c or d e d o n t h e e C R F.

6. 2. 5 . S u bj e ct S elf-Ass ess m e nt of S e nsiti vit y

Ass ess m e nts t o b e t a k e n as p er 6. 1. 9, 2 4 ± 4 h o urs aft er c o m pl et i on of t h e st u d y 
m at eri al  s e nsit i vity t e st.
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6. 2 . 6. D e r m at ol o gist Ass ess m e nt of S e nsiti vit y

Ass ess m e nts t o b e t a k e n as p er 6. 1. 1 0 , 2 4 ± 4 h o urs aft er c o m pl eti on of t h e st u d y 
m at eri al  s e n sitivi t y t e st.

6. 2. 7 . E x cl usi o n C rit e ri a

T h e e x cl u si o n  crit eria d es cri b e d i n A p p e n di x 4 will b e c o nfir m e d b y t h e I n v est i g at or 

or m e di c all y q u ali fi e d d e sig n e e a n d r e c or d e d o n t h e e C R F .

A n y s u bj e ct wit h a s c or e of “ S e v er e ” f or a n y o f t he D er m at ol o gi st ( Er y t he m a, 
Dr y n ess, D es q u a m at i on, E d e m a) or S u bj e ct s elf -ass ess e d ( P ai n, Sti n gi n g/ B ur ni n g, 
It c hi n g, Ti g ht n ess, R e d n ess, Dr y n ess) p ar a m et ers will b e c o nsi d er e d to b e i n vi o l ati on 
of  e x clu s i on cri t eria 9 a n d will b e dis c h ar g e d fr o m t he st u d y . All ot h er s u bj e cts will 
b e c o nsi d er e d eli gi bl e t o c o nti n u e i n t h e st u d y .

A n y D er m at ol o gist or S u bj e ct s elf -ass ess e d s c or e of “s e v er e ” will als o b e c o nsi d er e d 
a n a d v ers e e v e nt a n d r e p ort e d as p er t h e pr o c e d ur es o utli n e d i n S e ct i on 7. 
D er m at ol o gi st or S u bj e ct s elf- ass ess e d s c or es of “ n o n e ”, “ mil d ” a n d “ m o d er at e ” will 
n ot b e c o nsi d er e d a d v ers e e v e nts. 

6. 2 . 8. S u bj e ct Eli gi bilit y

S e e 6. 1. 7.

6. 3 . Vi sit 3 – D a y of P r o c e d u r e - 6 d a y s aft e r Vi sit 2

6. 3. 1. C u r r e nt / C o n c o mit a nt M e di c ati o n

A n y c o n c o mit a nt t h er a p y  t a k e n si n c e t h e la st vi sit a n d t hr o u g h o ut t h e st u d y will b e 
r e c or d e d o n t h e e C R F b y t h e I n v est i g at or or d esi g n e e.

6. 3. 2. A d v e rs e E v e nts

A d v ers e e v e nts will b e ass ess e d b y t h e I n v est i g at or or d esi g n e e a n d r e c or d e d o n t h e

e C R F , as p er t h e pr o c ess d et ail e d i n S e cti on 7 .

As p er S e cti o n 7. 1, t h e f oll o wi n g d o es n ot m e et t h e d efi nit i on of a n a d v ers e e v e nt:
“ A n y cli ni c all y  si g nifi c a nt a b n or mal  la b or a t or y fi n di n gs (if a p pli c a bl e) or ot h er 
a b n or m al  s af et y ass ess m e nts w hi c h ar e ass o ci at e d wit h t h e u n d erl yi n g dis e as e, u nl ess 
j u d g e d b y t h e i n v esti g at or t o b e m or e s e v er e t h a n e x p e ct e d f or t h e s u bj e ct’s 
c o n di tio n. ” T h er ef or e, t h e D er m at ol o gist ( er y t he m a, e d e m a, dr y n ess, a n d 
d es q u a m at i on) a n d S u bj e ct -s elf ass ess m e nt ( p ai n, sti n gi n g/ b ur ni n g, it c hi n g, ti g ht n ess, 
r e d n ess, a n d dr y n ess) gr a d es will o nl y be c o nsi d er e d a d v ers e e v e nts if t h e y ar e s c or e d 
as “ S e v er e ”, or if t h e i n v est i g at or j u d g es t h e m t o b e m or e s e v er e t ha n e x p e ct e d i n 
c o nt e xt of t h e Gl y c o li c A ci d tr e at m e nt pr o c e d ur e. 
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6. 3. 3. C o nti n u e d S u bj e ct Eli gi bilit y

T h e I n v esti g at or or d esi g n e e will as c ert ai n w h et h er t h er e h a v e b e e n a n y d e vi at i ons 
fr om t he pr ot o c ol  si n c e t h e la st vi sit, w h et h er t h e s u bj e ct h as a dh er e d t o t h e lif est yl e 
r e strict i ons si n c e t h e l ast visit a n d w h et h er, i n t h eir o pi ni o n, t h e s u bj e ct is eli gi bl e t o 
c o nti n u e i n t h e st u d y . S u bj e ct C o nti n u e d S u bj e ct Eli gi bilit y will b e r e c or d e d o n t h e 
e C R F.

6. 3. 4. C o m pli a n c e ( Di a r y R e vi e w)

S u bj e ct di ari es will b e r e vi e w e d b y  t h e I n v esti g at or or t h eir d esi g n e e. S u bj e cts w h o 
a p pl y t h e w as h o ut pr o d u ct m or e or l ess fr e q u e nt l y t ha n t wi c e a d a y  will b e c o nsi d er e d 
t o h a v e d e vi at e d fr o m t h e pr ot o c ol a n d a d diti on al/ miss e d a p pli c ati o ns will r e c or d e d 
o n t h e D e vi at i ons L o g. T h e t ot al n u m b er of pr o d u ct a p pli c at i ons a n d t ot al n u m b er of 
miss e d pr o d u ct a p pli c at i ons will b e r e c or d e d o n t h e e C R F. 

6. 3. 5 . S u bj e ct S elf-Ass ess m e nt of S e nsiti vit y

Ass ess m e nts t o b e t a k e n as p er 6. 1. 9, 7 d a y s aft er c o m pl eti o n of t h e st u d y m at eri al 
s e nsiti vit y t est.

6. 3 . 6. D e r mat ol o gist Ass ess m e nt of S e nsiti vit y

Ass ess m e nts t o b e t a k e n as p er 6. 1. 1 0 , 7 d a ys aft er c o m pl eti o n of t h e st u d y m at eri al 
s e nsiti vit y t est.

6. 3. 7. E x cl usi o n C rit e ri a

E x cl usi o n cri t eria d et ail e d i n A p p e n di x 4 will  be ass ess e d b y t h e I n v est i g at or or 
m e di c all y q u ali fi e d desi g n e e t o c o nfir m s u bj e ct eli gi bilit y a n d r e c or d e d o n t h e e C R F . 
S u bj e cts w h o tri g g er a n y o f t he e x cl usi o n cri t eria will  be dis c h ar g e d fr o m  t h e st u d y.

A n y s u bj e ct wit h a s c or e of “ S e v er e ” f or a n y o f t he D er m at ol o gi st ( Er y t he m a, 
Dr y n ess, D es q u a m at i on, E d e m a) or S u bj e ct s elf -a s s e ss e d ( P ai n, Sti n gi n g/ B ur ni n g, 
It c hi n g, Ti g ht n ess, R e d n ess, Dr y n ess) p ar a m et ers will b e c o nsi d er e d t o b e i n vi o l ati on 
of  e x clu si o n  cri t eria 9 a n d will b e dis c h ar g e d fr o m t he st u d y . All ot h er s u bj e cts will 
b e c o nsi d er e d eli gi bl e t o c o nti n u e i n t h e st u d y .

A n y D er m at ol o gist or S u bj e ct s elf -ass ess e d s c or e of “s e v er e ” will als o b e c o nsi d er e d 
a n a d v ers e e v e nt a n d r e p ort e d as p er t h e pr o c e d ur es o utli n e d i n S e ct i on 7. 
D er m at ol o gi st or S u bj e ct s elf- ass ess e d s c or es of “ n o n e ”, “ mil d ” a n d “ m o d er at e ” will 
n ot b e c o nsi d e r e d a d v ers e e v e nts. 
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6. 3. 8 . S u bj e ct Eli gi bilit y

S e e 6. 1. 7. N ot e, t o b e c o nsi d er e d c o m pli a nt eli gi bl e t o c o nti n u e i n t h e st u d y, a s u bj e ct 
m ust n ot h a v e miss e d m or e t h a n 5 a p pli c at i ons of eit h er t he w as h o ut cl e a ns er or 
s u ns cr e e n. S u bj e cts f aili n g t o m e et t his crit erio n will  be c o nsi d er e d t o h a v e d e vi at e d 
fr om t he pr ot o c ol  a n d will be dis c h ar g e d fr o m  t h e st u d y.

6. 3. 9 . S u bj e ct R a n d o mi sati o n

S u bj e ct r a n d o mi s ati o n will  be c o n d u ct e d as p er t h e pr o c ess d et ail e d i n S e ct i on 5. 8. 1 

a n d d o c u m e nt e d o n t h e e C R F .

6. 3. 1 0 . I nst r u m e nt al M e as u r em e nts P r e -P r o c e d u r e

I n str u me nt al  me as ur e m e nts of Tr a ns e pi d er m al  Wat er L oss a n d s ki n h y dr ati o n will b e 

c o n d u ct e d b y  t h e I n v esti g at or or d esi g n e e a n d r e c or d e d o n t h e e C R F. S ubj e cts will

a c cli m at i ze t o t h e c o ntr oll e d r o o m t e m p er at ur e ( 2 1 ± 1 º C) a n d h u mi dit y ( 5 0 ± 1 0 %) f or 

at l e ast 3 0 mi n ut es pri or t o i nstr u m e nt al ass ess m e nt. 

I nst r u m e nt al M e as u r e m e nt of T r a ns e pi d e r m al W at e r L oss

T E W L m e as ur e m e nt will b e p erf or m e d b y  e va p ori m etr y  wi t h a T e w a met er T M 3 0 0 

( C o ur a g e & K h a z a k a, C ol o g n e, G er m a n y) f o ll owi n g t h e E ur o p e a n E x p ert Gr o u p o n 

Effi c a c y M e as ur e m e nt of C os m et i cs a n d Ot h er T o pi c al Pr o d u cts ( E E M C O) G ui d a n c e 

f or t h e Ass ess m e nt of Tr a ns e pi d er m al W at er L oss i n C os m et i c S ci e n c es. [ R o gi ers]  

M e as ur e m e nts will b e t a k e n i n tri pli c at e o n t h e l ef t c h e e k ( b elo w t h e c h e e k b o n e, 

b et w e e n t h e n os e a n d e ar a n d n ot o v erl a p pi n g wit h t h e sit e pr e vi o usl y us e d f or T E W L 

m e as ur e m e nts ) wit h u nit s of g/ m2 / hr. T E W L m e as ur e m e nts will b e t a k e n wit h t h e 

s u bj e ct lyi n g h ori z o nt all y , o n t h eir b a c k, s o t h at t h e c hi m n e y of t h e T e w a met er pr o b e 

is ali g n e d v erti c all y.

I nst r u m e nt al M e as u r e m e nt of M oist u ris ati o n

M e as ur e m e nt of str at u m c or n e u m h y dr ati o n will b e p erf or m e d b y t h e el e ctri c al 

c a p a cit a n c e m et h o d wit h a C or n e o m et e r C M 8 6 5 ( C o ur a g e & K h a z a k a, C ol o g n e, 

G er m a n y) f oll o wi n g t h e E E M C O G ui d a n c e f or t h e Ass ess m e nt of  Str at u m Cor n e u m  

H y dr at i on . [ B er ar d es c a] C or n e o m et er m e as ur e m e nts will b e t a k e n i n tripli c at e at t h e 

l eft c h e e k ( b el o w t h e c h e e k b o n e, b et w e e n t h e n os e a n d e ar) wit h t h e s u bj e ct l yi n g 

h ori z o nt all y , o n t h eir b a c k. I nstr u m e nt al d at a will b e r e p ort e d i n C or n e o m et er U nits

6. 3. 1 1 . I ma g e C a pt u r e ( VI SI A) P r e -P r o c e d u r e

VI SI A C R ® hi g h r es o l uti on p h ot o gr a p hs of t h e fr o nt, l eft a n d ri g ht si d es of s u bj e ct’s 

f a c es will b e t ak e n usi n g p o l aris e d a n d n o n-p ol ari s e d li g ht i n g a n d d o c u m e nt e d o n t h e 
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e C R F. J e w elr y will b e r e m o v e d a n d h air l o os el y t i e d b a c k a n d c o v er e d wit h a bl a c k 

v eil s o t h at it d o es n ot i nt erf er e wit h t h e p h ot o gr a p h. S u bj e cts will b e as k e d t o 

m ai nt ai n a r el a x e d, n e u tr al e x pr essi on wi t h t h eir e y e s clos e d. P h ot o gr a p hi c i m a g es of 

s u bj e cts ar e c o nsi d er e d p ers o n al i d e nt ifi a bl e i nf or m ati on ( PII) a n d will b e tr a nsf err e d 

s e c ur el y fr o m t h e sit e t o G S K. S u bje ct s w h o di d n ot pr o vi d e c o ns e nt f or t h e 

c o m m er ci al e x pl o itati o n of  t heir p h ot o gr a p hi c d at a will n ot h a v e t h eir p h ot o gr a p hs 

t a k e n.

6. 3. 1 2 . S u bj e ct S elf-Ass ess m e nt P r e -P r o c e d u r e

T h e f o ll owi n g ass ess m e nts will b e c o n d u ct e d b y  t e st s u bje cts r efl e ct i v e of t h eir f a ci al 
s ki n c o n di tio n  at t h e ti m e of e v al u ati on a n d r e c or d e d o n t h e e C R F.

S c o r e P ai n Sti n gi n g/ 

B u r ni n g

It c hi n g Ti g ht n ess R e d n ess D r y n ess

0 N o n e  N o n e  N o n e  N o n e  N o n e  N o n e

1 Mil d  Mil d  Mil d  Mil d  Mil d  Mil d

2 M o d er at e  M o d er at e  M o d er at e  M o d er at e  M o d er at e  M o d er at e

3 S e v er e S e v er e S e v er e S e v er e S e v er e S e v er e

6. 3. 1 3 . D e r m at o l o gist Ass ess m e nt P r e -P r o c e d u r e

T h e f o ll owi n g ass ess m e nts will b e c o n d u ct e d b y  a d er mat ol o gi st r efl e cti v e of t h e 
s u bj e ct’s f a ci al s ki n c o n di tio n at t h e ti m e of t h e e v al u at i on a n d r e c or d e d o n t h e e C R F .  
W h e n e v er p ossi bl e, it is pr ef er a bl e f or t h e s a m e d er m a t olo gist t o e v al u at e t h e s a m e 
s u bj e ct t hr o u g h t h e e nt ire st u d y .

E r yt h e m a

S c o r e D es c ri pti o n

0 N o n e - N o  e vi d e n c e of er yth e m a pr es e nt

1 Mil d – Sl i g ht r e d c ol or ati o n

2 M o d er at e - D efi nit e r e d n ess

3 S e v er e - M ar k e d er y t h e m a, brig ht r e d t o d u s k y  d ar k r e d in c ol or
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D r y n ess

S c o r e D es c ri pti o n

0 N o n e - N o  dr y n ess

1 Mil d - B ar el y p er c e pt i bl e, fi n e s c al es or fl a k es pr es e nt t o li mit e d ar e as of 

t he f a c e

2 M o d er at e - Fi n e s c al es or fl a k es g e n er ali z e d t o all ar e as of t h e f a c e

3 S e v er e - S c ali n g a n d p e eli n g of s ki n o v er all ar e as of t h e f a c e

D es q u a m ati o n

S c o r e D es c ri pti o n

0  N o n e - No e vi d e n c e of d es q u a m ati o n/ p e eli n g

1 Mil d - B ar el y p er c e pt i bl e s c ali n g; e vi d e nt o nl y o n s cr at c hi n g

2 M o d er at e - Mi ni m al s c ali n g, a d h er e nt t o t h e s ki n

3 S e v er e - M o d er at e s c ali n g, l oos el y  a d h er e nt t o t h e s ki n a n d e asil y 

r e mo v a bl e

E d e m a

S c o r e D es c ri pti o n

0 N o n e - N o  e d e m a pr es e nt

1 Mil d - B ar el y p er c e pt i bl e e d e m a pr es e nt

2 M o d er at e - D efi nit e e d e m a pr es e nt

3 S e v er e - M ar k e d/ pr o n o u n c e d e d e m a pr es e nt

6. 3 . 14 . D e r mat ol o gi c al P r o c e d u r e ( F a ci al P e el)

T h e 7 0 % Gl y c o li c A ci d f a ci al p e el pr o c e d ur e will b e c o n d u ct e d b y  a m e di c all y 
q u alifi e d pr of essi o n al wit h h a n ds -o n e x p eri e n c e a d mi nist eri n g p e els of t his n at ur e. 
T h e sit e will s o ur c e 7 0 % Gl y c o li c A ci d tr e at me nt ( S M E m pr e n di m e nt o s 
F ar m a c ê ut i c os ( F a gr o n) ) a n d S o diu m  Bi c ar b o n at e n e utr ali zi n g s ol uti o n (L a bs y nt h 
Pr o d ut os p ar a L a b or at óri os ( S y nt h) ) fr o m M a gi s P h ar ma a n d will r et ai n a c o p y  of t h e 
p ur c h as e or d er a n d c ertifi c at e of a n al ysis , w hi c h will b e st or e d i n t h e Tri al M ast er 
Fil e ( T M F).

Pr i or t o t h e Gl y c oli c A ci d tr e at m e nt, t he s u bj e ct’s s ki n will b e d e gr eas e d b y wi pi n g 
wi t h a g a u z e s o a k e d i n a n al c o h o l s olut i on ( 7 0 % ( w/ w) i n w at er). A fr es h g a u z e will 
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t he n b e s o a k e d i n t h e 7 0 % Gl y c o li c A ci d s ol uti on, w hi c h will b e a p pli e d e v e nl y  o v er 
t he e nt ire f a c e ( e x cl u di n g e y eli ds) st arti n g i n t h e c e nt er a n d m o vi n g t o t h e p eri p h er y 
of  t h e f a c e.  T h e Gl y c oli c A ci d s ol uti on will r e m ai n i n c o nt a ct wit h t h e s ki n f or a 
mi ni m u m o f 1 mi n ut e a n d a m a xi m u m o f 3 mi n ut es. T h e d er m at ol o gist will 
d et er mi n e t h e e x a ct tr e at me nt ti m e o n a s u bj e ct b y s u bj e ct b asis b y mo ni t ori n g t h eir 
i n di vi d u al r es p o ns e t o tr e at m e nt.  T h e d er m at ol o gist m a y d et er mi n e t h at it is i n t h e 
i nter ests of t he s u bj e ct t o t er mi n at e t h e tr e at m e nt p h as e s o o n er t h a n 1 mi n ut e aft er 
i niti al a p pli c ati on. T his will b e c o nsi d er e d a pr ot o c ol d e vi ati o n a n d r e c or d e d o n t h e 
D e vi at i on s L o g. Si mil arl y, a tr e at m e nt p h as e of l o n g er t h a n 3 mi n ut es will b e 
r e p ort e d as a d e vi ati on.  S u bj e cts w h o d o n ot r e c ei v e at l e ast 1 mi n ut e or w h o r e c ei v e 
m o r e t h a n 3 mi n ut es of  Gl y c oli c A ci d tr e at m e nt will st ill b e c o nsi d er e d eli gi bl e t o 
c o nti n u e t h e st u d y  u nl ess t h e d er m at ol o gist b eli e v es t h e m ot h er wis e u ns uit a bl e t o 
c o nti n u e ( e. g. f or s af et y r e as o ns).

O n c e t h e Gl y c o li c A ci d tr e at m e nt p eri o d is c o m pl et e, a fr es h ga u z e will b e so a k e d 
wi t h t h e s o diu m bi c ar b o n at e s ol uti o n, w hi c h will b e a p pli e d e v e nl y  o v er t h e e ntire 
f a c e ( e x cl u di n g e y eli ds) st arti n g i n t h e c e nt er a n d m o vi n g t o t h e p eri p h er y o f t he f a c e. 
T his pr o c ess will b e r e p e at e d u ntil t h e d er m at ol o gist c o nsi d ers t h e Gl y c o li c Aci d 
s olut i on t o b e s u c c essf ull y n e utr ali z e d. T h e d er m at ol o gist will t h e n ri ns e t h e s u bj e ct’s 
f a c e t h or o u g hl y wit h w at er. 

S u bj e cts will b e i nstr u ct e d t o c o nt a ct t h e st u d y  sit e (i n p ers o n or b y ph o n e) i n c as e of 
di s c o mf ort b et w e e n visit s. A m e d i c all y q u alifi e d d er mat ol o gi st will e v al u at e t h e 
s u bj e ct’s r e p orts of dis c o mf o rt a n d d et er mi n e a n a p pr o pri at e c o urs e of a cti o n, 
i n cl u di n g w h et h er t o dis c o nti n u e a s u bj e ct’s i n v ol v e m e nt i n t h e st u d y. A d v ers e e v e nts 
will b e r e p ort e d as p er t h e pr o c e d ur es i n S e cti o n 7.

6. 3 . 15 . D e r m at ol o gist Ass ess m e nt P ost -P r o c e d u r e, P r e -T r e at m e nt 
( B A S E LI N E)

Ass ess m e nts t o b e t a k e n a n d r e c or d e d as p er 6. 3 . 1 4, 6 0 ± 1 5 mi n ut es aft er c o m pl eti on 
of  t h e f a ci al p e el pr o c e d ur e.

6. 3. 1 6 . I nst r u m e nt al M e as u r em e nts P ost -P r o c e d u r e, P r e -T r e at m e nt 
( B A SE LI N E)

Ass ess m e nts t o b e t a k e n a n d r e c or d e d as p er 6. 3. 10 , 6 0 ± 1 5 mi n ut es af t er c o mpl et i on 
of  t h e f a ci al p e el pr o c e d ur e.

6. 3. 1 7 . I ma g e C a pt u r e ( VI SI A) P o st -P r o c e d u r e, P r e -T r e at m e nt 
( B A S E LI N E)

Ass ess m e nts t o b e t a k e n a n d r e c or d e d as p er 6. 3 . 11 , 6 0 ± 1 5 mi n ut es aft er c o m pl et i on 
of  t h e f a ci al p e el pr o c e d ur e.
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6. 3. 1 8 . S u bj e ct S elf-Ass ess m e nt P ost -P r o c e d u r e, P r e -T r e at m e nt 
( B A S E LI N E)

Ass ess m e nts t o b e t a k e n a n d r e c or d e d as p er 6. 3 . 12 , 6 0 ± 1 5 mi n ut es af t er c o mpl et i on 
of  t h e f a ci al p e el pr o c e d ur e.

6. 3. 1 9 . T est P r o d u ct a n d T est Di a r y Dis p e nsi n g . W as h o ut Di a r y 
C oll e cti o n.

T h e ti m e a n d d at e of  t est pr o d u ct dis p e nsi n g will b e d o c u m e nt e d o n t h e e C R F . T e st 

pr o d u ct di ar y will b e dis p e ns e d a n d w as h o ut di ar y  c oll e ct e d.  S u bj e cts r a n d o mis e d t o 

t est pr o d u ct will b e dis p e ns e d a diff er e nt di ar y t ha n s u bj e cts w h o ar e n ot r a n d o mis e d 

t o t est pr o d u ct. T h e I n v esti g at or or d esi g n e e i n v o l v e d i n t est pr o d u ct a n d t est di ar y 

di s p e n si n g must n ot b e i n v ol v e d i n a n y ass ess m e nt s i n or d er t o pr ot e ct t h e bli n d.

6. 3. 2 0 . S u p e r vis e d T est P r o d u ct A p pli c ati o n P ost -P r o c e d u r e

S u bj e cts r a n d o mi z e d t o t est pr o d u ct ( Gr o u p I) will b e i nstr u ct e d t o a p pl y t h e t est 
pr o d u ct as p er t h e l a b ell e d us a g e i nstr u cti o ns i m m e di at el y aft er t he p ost -pr o c e d ur e, 
pr e -tr e at me nt ( b as eli n e) ass ess m e nts ar e c o m pl et e . T h e I n v esti g at or or d esi g n e e will 
o v ers e e t his i nit i al pr o d u ct a p pli c ati o n. Gr o u p II will n ot a p pl y  a n y t est pr o d u ct. 
Pr o d u ct a p pli c at i on will b e r e c or d e d o n t h e e C R F a n d s u bj e ct di ar y a n d m ust h a p p e n 
at l e ast 3 0 mi n ut es pri or t o a n y  furt h er i n str u m e nt al  me a s ur e m e nt s . T h e I n v esti g at or 
or d e si g n e e i n v o l v e d i n t his st e p m ust n ot b e i n v ol v e d i n a n y ass ess m e nts i n or d er t o 
pr ot e ct t h e bli n d.

6. 3. 2 1 . I nst r u m e nt al M e as u r e m e nts P ost -P r o c e d u r e , P o st-T r e at m e n t

M e as ur e m e nt s t o b e t a k e n a n d r e c or d e d as p er 6. 3 . 10 , 1 8 0 ± 1 5 a n d 3 6 0 ± 1 5 mi n ut es 

af t er c o mpl et i on of t h e f a ci al p e el pr o c e d ur e.

6. 3. 2 2 . S u bj e ct S elf -Ass ess m e nt P ost -P r o c e d u r e , P o st-T r e at m e nt

Ass ess m e nts t o b e t a k e n a n d r e c or d e d as p er 6.3 . 12 , 1 8 0 ± 1 5 mi n u t e s af t er c o mpl et i on 

of  t h e f a ci al p e el pr o c e d ur e.

6. 3. 2 3 . E v al u at o r ( D e r m at ol o gist) Ass ess m e nt P o st -P r o c e d u r e , P ost-
T r e at m e nt

Ass ess m e nts t o b e t a k e n a n d r e c or d e d as p er 6. 3. 13 , 1 8 0 ± 1 5 mi n ut es aft er c o m pl et i on 

of  t h e f a ci al p e el pr o c e d ur e.
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S u bj e cts will r e m ai n at sit e u ntil at l e ast 5: 0 0 P M t o pr e v e nt e x p os ur e t o i nt e ns e 

s u nli g ht.

6. 4 . Visit 4 – 1 d a y aft e r Visit 3 

S u bj e cts will b e i nstr u ct e d t o arri v e at t h e sit e pri or t o 9: 0 0 A M t o mi ni mi z e e x p os ur e 

t o i nt e ns e s u nli g ht. 

6. 4. 1. C u r r e nt / C o n c o mit a n t M e di c ati o n

A n y c o n c o mit a nt t h er a p y  t a k e n si n c e t h e la st vi sit a n d t hr o u g h o ut t h e st u d y will b e 
r e c or d e d o n t h e e C R F b y t h e I n v est i g at or or d esi g n e e.

6. 4. 2. A d v e rs e E v e nts

A d v ers e e v e nts will b e ass ess e d b y t h e I n v est i g at or or d esi g n e e a n d r e c or d e d o n t he
e C R F , as p er t h e pr o c ess d et ail e d i n S e cti on 7.

As p er S e cti o n 7. 1, t h e f oll o wi n g d o es n ot m e et t h e d efi nit i on of a n a d v ers e e v e nt:
“ A n y cli ni c all y  si g nifi c a nt a b n or mal  la b or at or y  fi n di n gs (if a p pli c a bl e) or ot h er 
a b n or m al  s af et y ass ess m e nts w hi c h ar e a s s o ci at e d wi t h t h e u n d erl yi n g dis e as e, u nl ess 
j u d g e d b y t h e i n v esti g at or t o b e m or e s e v er e t h a n e x p e ct e d f or t h e s u bj e ct’s 
c o n di tio n. ” T h er ef or e, t h e D er m at ol o gist ( er y t he m a, e d e m a, dr y n ess, a n d 
d es q u a m at i on) a n d S u bj e ct -s elf ass ess m e nt ( p ai n, sti n gi n g/ b u r ni n g, it c hi n g, tig ht n ess, 
r e d n ess, a n d dr y n ess) gr a d es will o nl y be c o nsi d er e d a d v ers e e v e nts if t h e y ar e s c or e d 
as “ S e v er e ”, or if t h e i n v esti g at or j u d g es t h e m t o b e m or e s e v er e t h a n e x p e ct e d i n 
c o nt e xt of t h e Gl y c o li c A ci d tr e at m e nt pr o c e d ur e. 

6. 4. 3. C o nti n u e d S u bj e ct Eli gi bilit y

T h e I n v esti g at or or d esi g n e e will as c ert ai n w h et h er t h er e h a v e b e e n a n y d e vi at i ons 
fr om t he pr ot o c ol  si n c e t h e la st vi sit, w h et h er t h e s u bj e ct h as a d h er e d t o t h e lif est yl e 
r e strict i ons si n c e t h e l ast visit a n d w h et h er, i n t h ei r o pi nio n , t h e s u bj e ct is eli gi bl e t o 
c o nti n u e i n t h e st u d y . S u bj e ct C o nti n u e d S u bj e ct Eli gi bilit y will b e r e c or d e d o n t h e 
e C R F.

6. 4. 4 . C o m pli a n c e ( Di a r y R e vi e w)

S u bj e ct di ari es will b e r e vi e w e d b y t h e I n v est i g at or or t h eir d esi g n e e. S u bj e cts w h o 
a p pl y t h e w as h o ut pr o d u cts ( All s u bj e cts) a n d t est pr o d u ct ( Gr o u p I, o nl y ) mor e or 
l ess fr e q u e ntl y t h a n t wi c e a d a y will b e c o nsi d er e d t o h a v e d e vi at e d fr o m t h e pr ot o c ol 
a n d a d dit i on al/ miss e d a p pli c at i ons will r e c or d e d o n t h e D e vi at i ons L o g. T h e t ot al 
n u m b er of pr o d u ct a p pli c at i ons a n d t ot al n u m b er of miss e d pr o d u ct a p pli c at i on s will 
b e r e c or d e d o n t h e e C R F.
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6. 4 . 5. I nst r u m e nt al M e as u r e m e nts P ost-P r o c e d u r e, P ost -T r e at m e nt ( 2 4 ± 4 
h o u rs aft e r F a ci al P e el)

M e as ur e m e nt s t o b e t a k e n a n d r e c or d e d as p er 6.3. 1 0 , 2 4 ± 4 h o ur s aft er c o m pl eti o n o f 

t he f a ci al p e el pr o c e d ur e .

6. 4. 6 . I ma g e C a pt u r e ( VI SI A) P o st -P r o c e d u r e, P ost -T r e at m e nt ( 2 4 ± 4 
h o u rs aft e r F a ci al P e el)

Ass ess m e nts t o b e t a k e n a n d r e c or d e d as p er 6. 3. 1 1 , 2 4 ± 4 h o ur s aft er c o m pl eti o n o f 

t he f a ci al p e el pr o c e d ur e .

6. 4. 7 . S u bj e ct S elf -Ass ess m e nt P ost -P r o c e d u r e , P ost-T r e at m e nt ( 2 4 ± 4 
h o u rs aft e r F a ci al P e el)

Ass ess m e nts t o b e t a k e n a n d r e c or d e d as p er 6. 3. 12 , 2 4 ± 4 h o ur s aft er c o m pl eti o n o f 

t he f a ci al p e el pr o c e d ur e .

6. 4. 8 . D e r mat ol o gist Ass ess m e nt P ost -P r o c e d u r e, P ost - Tr e at e m e nt ( 2 4 ± 4 
h o u rs aft e r F a ci al P e el)

Ass ess m e nts t o b e t a k e n a n d r e c or d e d as p er 6. 3. 1 3 , 2 4 ± 4 h o urs aft er c o m pl eti o n o f 

t he f a ci al p e el pr o c e d ur e .

6. 4. 9. S u p e r vis e d T est P r o d u ct A p pli c ati o n

O nl y s u bj e cts i n Gr o u p I will u n d er g o s u p er vis e d t est pr o d u ct a p pli c ati o n. T h e 
I n v esti g at or or d esi g n e e will o v ers e e a p pli c ati o n of t h e t est pr o d u c t. Pr o d u ct 
a p pli c at i on will b e r e c or d e d o n t h e e C R F a n d s u bj e ct di ar y . T h e I n v esti g at or or 
d esi g n e e i n v o l v e d i n t his st e p m ust n ot b e i n v ol v e d i n a n y ass ess m e nts i n or d er t o 
pr ot e ct t h e bli n d.

6. 4 . 10 . S u p e r vis e d S u ns c r e e n A p pli c ati o n

All s u bj e cts will u n d er g o s u p er vis e d s u ns cr e e n a p pli c at i on. T h e I n v est i g at or or 
d esi g n e e will o v ers e e a p pli c at i on of t h e S P F 5 0 s u ns cr e e n. Pr o d u ct a p pli c at i on will 
b e r e c or d e d o n t h e e C R F a n d s u bj e ct diar y . 

6. 5 . Visit 5 – 1 d a y aft e r Visit 4  

S u bj e cts will b e i nstr u ct e d t o arri v e at t h e sit e pri or t o 9: 0 0 A M t o mi ni mi z e e x p os ur e 

t o i nt e ns e s u nli g ht. 
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6. 5. 1. C u r r e nt / C o n c o mit a nt M e di c ati o n

A n y c o n c o mit a nt t h er a p y  t a k e n si n c e t h e la st vi sit a n d t hr o u g h o ut t h e st u d y will b e 
r e c or d e d o n t h e e C R F b y t h e I n v esti g at or or d esi g n e e.

6. 5. 2. A d v e rs e E v e nts

A d v ers e e v e nts will b e ass ess e d b y t h e I n v esti g at or or d esi g n e e a n d r e c or d e d o n t h e 
e C R F, as p er t h e pr o c ess d et ail e d i n S e ct i on 7.

As p er S e ct i on 7. 1, t h e f oll o wi n g d o es n ot m e et t h e d efi nit i on of a n a d v ers e e v e nt:
“ A n y cli ni c all y  si g nifi c a nt a b n or mal  la b or at or y  fi n di n gs (if a p pli c a bl e) or ot h er 
a b n or m al  s af et y ass ess m e nts w hi c h ar e ass o ci at e d wit h t h e u n d erl yi n g dis e as e, u nl ess 
j u d g e d b y t h e i nv est i g at or t o b e m or e s e v er e t h a n e x p e ct e d f or t h e s u bj e ct’s 
c o n di tio n. ” T h er ef or e, t h e D er m at ol o gist ( er y t he m a, e d e m a, dr y n ess, a n d 
d es q u a m at i on) a n d S u bj e ct -s elf ass ess m e nt ( p ai n, sti n gi n g/ b ur ni n g, it c hi n g, ti g ht n ess, 
r e d n ess, a n d dr y n ess) gr a d es will o nl y be c o nsi d er e d a d v ers e e v e nts if t h e y ar e s c or e d 
as “ S e v er e ”, or if t h e i n v esti g at or j u d g es t h e m t o b e m or e s e v er e t h a n e x p e ct e d i n 
c o nt e xt of t h e Gl y c o li c A ci d tr e at m e nt pr o c e d ur e. 

6. 5. 3. C o nti n u e d S u bj e ct Eli gi bilit y

T h e I n v esti g at or or d esi g n e e will as c ert ai n w h et h er t h er e h a v e b e e n a n y d e vi at i ons 
fr om t he pr ot o c ol  si n c e t h e la st vi sit, w h et h er t h e s u bj e ct h as a d h er e d t o t h e lif est yl e 
r e strict i ons si n c e t h e l ast visit a n d w h et h er, i n t h eir o pi ni o n, t h e s u bj e ct is eli gi bl e t o 
c o nti n u e i n t h e st u d y . S ubj e ct C o nti n u e d S u bj e ct Eli gi bilit y will b e r e c or d e d o n t h e 
e C R F.

6. 5. 4. C o m pli a n c e ( Di a r y R e vi e w)

S u bj e ct di ari es will b e r e vi e w e d b y t h e I n v est i g at or or t h eir d esi g n e e. S u bj e cts w h o 
a p pl y t h e w as h o ut pr o d u cts ( All s u bj e cts) a n d t est pr o d u ct ( Gr o u p I, o n l y) m o r e or 
l ess fr e q u e ntl y t h a n t wi c e a d a y will b e c o nsi d er e d t o h a v e d e vi at e d fr o m t h e pr ot o c ol 
a n d a d dit i on al/ miss e d a p pli c at i ons will r e c or d e d o n t h e D e vi at i ons L o g. T h e t ot al 
n u m b er of pr o d u ct a p pli c at i ons a n d t ot al n u m b er of miss e d pr o d u ct a p pli c at io n s will  
b e r e c or d e d o n t h e e C R F. 

6. 5. 5 . I nst r u m e nt al M e as u r e m e nts Post -P r o c e d u r e, P ost -T r e at m e nt ( 4 8 ± 4 
h o u rs aft e r F a ci al P e el)

M e as ur e m e nt s t o b e t a k e n a n d r e c or d e d as p er 6. 3. 10 , 4 8 ± 4 h o ur s aft er c o m pl eti o n o f 

t he f a ci al p e el pr o c e d ur e .
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6. 5. 6 . S u bj ect S elf -Ass ess m e nt P ost -P r o c e d u r e , P ost-T r e at m e nt ( 4 8 ± 4 
h o u rs aft e r F a ci al P e el)

Ass ess m e nts t o b e t a k e n a n d r e c or d e d as p er 6. 3. 1 2 , 4 8 ± 4 h o ur s aft er c o m pl eti o n o f 

t he f a ci al p e el pr o c e d ur e .

6. 5. 7 . D e r mat ol o gist Ass ess m e nt P ost -P r o c e d u r e, P o st -T r e at e m e nt ( 4 8± 4 
h o u rs aft e r F a ci al P e el)

Ass ess m e nts t o b e t a k e n a n d r e c or d e d as p er 6. 3. 1 3 , 4 8 ± 4 h o urs aft er c o m pl eti o n o f 

t he f a ci al p e el pr o c e d ur e .

6. 5. 8 . S u p e r vis e d T est P r o d u ct A p pli c ati o n

O nl y s u bj e cts i n Gr o u p I will u n d er g o s u p er vis e d t est pr o d u ct a p pli c ati o n. T h e 
I n v esti g at or or d esi g n e e will o v ers e e a p pli c ati o n of t h e t est pr o d u ct. Pr o d u ct 
a p pli c at i on will b e r e c or d e d o n t h e e C R F a n d s u bj e ct di ar y . T h e I n v esti g at or or 
d esi g n e e i n v o l v e d i n t his st e p m ust n ot b e i n v ol v e d i n a n y ass ess m e nts i n or d er t o 
pr ot e c t t h e bli n d.

6. 5. 9 . S u p e r vis e d S u ns c r e e n A p pli c ati o n

All s u bj e cts will u n d er g o s u p er vis e d s u ns cr e e n a p pli c at i on. T h e I n v est i g at or or 
d esi g n e e will o v ers e e a p pli c at i on of t h e S P F 5 0 s u ns cr e e n. Pr o d u ct a p pli c at i on will 
b e r e c or d e d o n t h e e C R F a n d s u bj e ct di ar y . 

6. 6 . Visit 6 – 1 d a y aft e r Visit 5  

S u bj e cts will b e i nstr u ct e d t o arri v e at t h e sit e pri or t o 9: 0 0 A M t o mi ni mi z e e x p os ur e 

t o i nt e ns e s u nli g ht. 

6. 6. 1. C u r r e nt / C o n c o mit a nt M e di c ati o n

A n y c o n c o mit a nt t h er a p y  t a k e n si n c e t h e la st vi sit a n d t hr o u g h o ut t h e st u d y will b e 
r e c or d e d o n t h e e C R F b y t h e I n v esti g at or or d esi g n e e.

6. 6. 2. A d v e rs e E v e nts

A d v ers e e v e nts will b e ass ess e d b y t h e I n v esti g at or or d esi g n e e a n d r e c or d e d o n t h e 
e C R F, as p er t h e pr o c ess d et ail e d i n S e ct i on 7.

As p er S e cti o n 7. 1, t h e f oll o wi n g d o es n ot m e et t h e d efi nit i on of a n a d v ers e e v e nt:
“ A n y cli ni c all y  si g nifi c a nt a b n or mal  la b or at or y  fi n di n gs (if a p pli c a bl e) or ot h er 
a b n or m al  s af et y ass ess m e nts w hi c h ar e ass o ci at e d wit h t h e u n d erl yi n g dis e as e, u nl ess 
j u d g e d b y t h e i n v esti g at or t o b e mor e s e v er e t h a n e x p e ct e d f or t h e s u bj e ct’s 
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c o n di tio n. ” T h er ef or e, t h e D er m at ol o gist ( er y t he m a, e d e m a, dr y n ess, a n d 
d es q u a m at i on) a n d S u bj e ct -s elf ass ess m e nt ( p ai n, sti n gi n g/ b ur ni n g, it c hi n g, ti g ht n ess, 
r e d n ess, a n d dr y n ess) gr a d es will o nl y be c o nsi d er e d a d v ers e e v e nts if t h e y ar e s c or e d 
as “ S e v er e ”, or if t h e i n v esti g at or j u d g es t h e m t o b e m or e s e v er e t h a n e x p e ct e d i n 
c o nt e xt of t h e Gl y c o li c A ci d tr e at m e nt pr o c e d ur e. 

6. 6. 3. C o nti n u e d S u bj e ct Eli gi bilit y

T h e I n v esti g at or or d esi g n e e will as c ert ai n w h et h er t h er e h a v e b e e n a n y d e vi at i ons 
fr om t he pr ot o c ol  si n c e t h e la st vi sit, w h et h er t h e s u bj e ct h as a d h er e d t o t h e lif est yl e 
r e strict i ons si n c e t h e l ast visit a n d w h et h er, i n t h eir o pi ni o n, t h e s u bj e ct is eli gi bl e t o 
c o nti n u e i n t h e st u d y . S u bj e ct C o ntin u e d S u bj e ct Eli gi bilit y will b e r e c or d e d o n t h e 
e C R F.

6. 6. 4. C o m pli a n c e ( Di a r y R e vi e w)

S u bj e ct di ari es will b e r e vi e w e d b y t h e I n v est i g at or or t h eir d esi g n e e. S u bj e cts w h o 
a p pl y t h e w as h o ut pr o d u cts ( All s u bj e cts) a n d t est pr o d u ct ( Gr o u p I, o nl y ) mor e or
l ess fr e q u e ntl y t h a n t wi c e a d a y will b e c o nsi d er e d t o h a v e d e vi at e d fr o m t h e pr ot o c ol 
a n d a d dit i on al/ miss e d a p pli c at i ons will r e c or d e d o n t h e D e vi at i ons L o g. T h e t ot al 
n u m b er of pr o d u ct a p pli c at i ons a n d t ot al n u m b er of miss e d pr o d u ct a p pli c at i ons will 
b e r e c or d e d o n t h e e C R F. 

6. 6. 5 . I nst r u m e nt al M e as u r e m e nts P ost-P r o c e d u r e, P ost -T r e at m e nt ( 7 2 ± 4 
h o u rs aft e r F a ci al P e el)

M e as ur e m e nt s t o b e t a k e n a n d r e c or d e d as p er 6. 3. 10 , 7 2 ± 4 h o ur s aft er c o m pl eti o n o f 

t he f a ci al p e el pr o c e d ur e .

6. 6. 6 . S u bj e ct S elf-Ass e ss m e nt P ost -P r o c e d u r e , P ost-T r e at m e nt ( 7 2 ± 4 
h o u rs aft e r F a ci al P e el)

Ass ess m e nts t o b e t a k e n a n d r e c or d e d as p er 6. 3. 1 2 , 7 2 ± 4 h o ur s aft er c o m pl eti o n o f 

t he f a ci al p e el pr o c e d ur e .

6. 6. 7 . D e r mat ol o gist Ass ess m e nt P ost -P r o c e d u r e, P o st -T r e at e m e nt ( 7 2 ± 4 
h o u rs aft e r F a ci al P e el)

Ass ess m e nts t o b e t a k e n a n d r e c or d e d as p er 6. 3. 1 3 , 7 2 ± 4 h o urs aft er c o m pl eti o n o f 

t he f a ci al p e el pr o c e d ur e .

6. 6. 8 . S u p e r vis e d T est P r o d u ct A p pli c ati o n

O nl y s u bj e cts i n Gr o u p I will u n d er g o s u p er vis e d t est pr o d u ct a p pli c ati o n. T h e 
I n v est i g at or or d esi g n e e will o v ers e e a p pli c ati o n of t h e t est pr o d u ct. Pr o d u ct 

 

D o c u m e nt N a m e   

T y p e  V er si o n  D o c u m e nt I d e ntifi er  Eff e cti v e D at e  

    

R e a s o n F or I s s u e   
 

 

 

 

 

 

 

 

 

 

 

 

 

1 5- S e p- 2 0 1 7 0 9: 2 7: 1 5

 

Pr ot o c ol 2 0 6 8 2 7 d o c

el d o _ c o ntr oll e d 4. 0; M o st- R e c e nt; Eff e cti v e; C U R R E N T

A ut o I s s u e

0 9 0 0 3 2 d 5 8 0 d 9 8 e b 9

P a g e 6 6 of 9 3

C CI



6 7

a p pli c at i on will b e r e c or d e d o n t h e e C R F a n d s u bj e ct di ar y . T h e I n v esti g at or or 
d esi g n e e i n v o l v e d i n t his st e p m ust n ot b e i n v ol v e d i n a n y ass ess m e nts i n or d er t o 
pr ot e ct t h e bli n d.

6. 6. 9 . S u p e r vis e d S u ns c r e e n A p pli c ati o n

All s u bj e cts will u n d er g o s u p er vis e d s u ns cr e e n a p pli c at i on. T h e I n v est i g at or or 
d esi g n e e will o v ers e e a p pli c at i on of t h e S P F 5 0 s u ns cr e e n. Pr o d u ct a p pli c at i on will 
b e r e c or d e d o n t h e e C R F a n d s u bj e ct di ar y. 

6. 7. Visit 7 – 4 d a y s aft e r Visit 6 

S u bj e cts will b e i nstr u ct e d t o arri v e at t h e sit e pri or t o 9: 0 0 A M t o mi ni mi z e e x p os ur e 

t o i nt e ns e s u nli g ht. 

6. 7. 1. C u r r e nt / C o n c o mit a nt M e di c ati o n

A n y c o n c o mit a nt t h er a p y  t a k e n si n c e t h e la st vi sit a n d t hr o u g h o ut t h e st u d y will b e 
r e c or d e d o n t h e e C R F b y t h e I n v esti g at or or d esi g n e e.

6. 7. 2. A d v e rs e E v e nts

A d v ers e e v e nts will b e ass ess e d b y t h e I n v esti g at or or d esi g n e e a n d r e c or d e d o n t h e 
e C R F, as p er t h e pr o c ess d et ail e d i n S e ct i on 7.

As p er S e cti o n 7. 1, t h e f oll o wi n g d o e s n ot m e et t h e d efi nit i on of a n a d v ers e e v e nt:
“ A n y cli ni c all y  si g nifi c a nt a b n or mal  la b or at or y  fi n di n gs (if a p pli c a bl e) or ot h er 
a b n or m al  s af et y ass ess m e nts w hi c h ar e ass o ci at e d wit h t h e u n d erl yi n g dis e as e, u nl ess 
j u d g e d b y t h e i n v esti g at or t o b e m or e s e v er e t h a n e x p e ct e d f or t h e s u bj e ct’s 
c o n di tio n. ” T h er ef or e, t h e D er m at ol o gist ( er y t he m a, e d e m a, dr y n ess, a n d 
d es q u a m at i on) a n d S u bj e ct -s elf ass ess m e nt ( p ai n, sti n gi n g/ b ur ni n g, it c hi n g, ti g ht n ess, 
r e d n ess, a n d dr y n ess) gr a d es will o nl y be c o nsi d er e d a d v er s e e v e nts if t h e y ar e s c or e d 
as “ S e v er e ”, or if t h e i n v esti g at or j u d g es t h e m t o b e m or e s e v er e t h a n e x p e ct e d i n 
c o nt e xt of t h e Gl y c o li c A ci d tr e at m e nt pr o c e d ur e. 

6. 7. 3. C o nti n u e d S u bj e ct Eli gi bilit y

T h e I n v esti g at or or d esi g n e e will as c ert ai n w h et h er t h e r e h a v e b e e n a n y d e vi ati ons 
fr om t he pr ot o c ol  si n c e t h e la st vi sit, w h et h er t h e s u bj e ct h as a d h er e d t o t h e lif est yl e 
r e strict i ons si n c e t h e l ast visit a n d w h et h er, i n t h eir o pi ni o n, t h e s u bj e ct is eli gi bl e t o 
c o nti n u e i n t h e st u d y . S u bj e ct C o ntin u e d S u bj e c t Eli gi bility will b e r e c or d e d o n t h e 
e C R F.
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6. 7. 4. C o m pli a n c e ( Di a r y R e vi e w)

S u bj e ct di ari es will b e r e vi e w e d b y t h e I n v est i g at or or t h eir d esi g n e e. S u bj e cts w h o 
a p pl y t h e w as h o ut pr o d u cts ( All s u bj e cts) a n d t est pr o d u ct ( Gr o u p I, o nl y ) mor e or 
l ess fr e q ue nt l y t h a n t wi c e a d a y will b e c o nsi d er e d t o h a v e d e vi at e d fr o m t h e pr ot o c ol 
a n d a d dit i on al/ miss e d a p pli c at i ons will r e c or d e d o n t h e D e vi at i ons L o g. T h e t ot al 
n u m b er of pr o d u ct a p pli c at i ons a n d t ot al n u m b er of miss e d pr o d u ct a p pli c at i ons will 
b e r e c or d e d o n t h e e C R F. 

6. 7. 5 . I nst r u m e nt al M e as u r e m e nts Post -P r o c e d u r e, P ost -T r e at m e nt 
( 1 6 8± 4 h o u rs aft e r F a ci al P e el)

M e as ur e m e nt s t o b e t a k e n a n d r e c or d e d as p er 6. 3. 10 , 1 6 8 ± 4 h o ur s aft er c o m pl eti o n 

of  t h e f a ci al p e el pr o c e d ur e.

6. 7. 6 . S u bj e ct S elf-Ass ess m e nt P o st -P r o c e d u r e , P ost-T r e at m e nt ( 1 6 8 ± 4 
h o u rs aft e r F a ci al P e el)

Ass ess m e nts t o b e t a k e n a n d r e c or d e d as p er 6. 3. 1 2 , 1 6 8 ± 4 h o ur s aft er c o m pl eti o n o f 

t he f a ci al p e el pr o c e d ur e .

6. 7. 7 . D e r mat ol o gist Ass ess m e nt P ost -P r o c e d u r e, P o st -T r e at e m e nt ( 1 6 8 ± 4 
h o u rs aft e r F a ci al P e el)

Ass ess m e nts t o b e t a k e n a n d r e c or d e d as p er 6. 3. 1 3 , 1 6 8 ± 4 h o urs aft er c o m pl eti o n o f 

t he f a ci al p e el pr o c e d ur e .

6. 7. 8 . S u p e r vis e d T est P r o d u ct A p pli c ati o n

O nl y s u bj e cts i n Gr o u p I will u n d er g o s u p er vis e d t est pr o d u ct a p pli c ati o n. T h e 
I n v esti g at or or d e sig n e e will  o v ers e e a p pli c atio n of  t h e t est pr o d u ct. Pr o d u ct 
a p pli c at i on will b e r e c or d e d o n t h e e C R F a n d s u bj e ct di ar y . T h e I n v esti g at or or 
d esi g n e e i n v o l v e d i n t his st e p m ust n ot b e i n v ol v e d i n a n y ass ess m e nts i n or d er t o 
pr ot e ct t h e bli n d.

6. 7 . 9. S u p e r vis e d S u ns c r e e n A p pli c ati o n

All s u bj e cts will u n d er g o s u p er vis e d s u ns cr e e n a p pli c at i on. T h e I n v est i g at or or 
d esi g n e e will o v ers e e a p pli c at i on of t h e S P F 5 0 s u ns cr e e n. Pr o d u ct a p pli c at i on will 
b e r e c or d e d o n t h e e C R F a n d s u bj e ct di ar y. 

6. 8 . Visit 8 – 7 d a ys aft e r Visit 7  

S u bj e cts will b e i nstr u ct e d t o arri v e at t h e sit e pri or t o 9: 0 0 A M t o mi ni mi z e e x p os ur e 

t o i nt e ns e s u nli g ht. 
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6. 8. 1. C u r r e nt / C o n c o mit a nt M e di c ati o n

A n y c o n c o mit a nt t h er a p y  t a k e n si n c e t h e la st vi sit a n d t hr o u g h o ut t h e st u d y w ill b e 
r e c or d e d o n t h e e C R F b y t h e I n v est i g at or or d esi g n e e.

6. 8. 2. A d v e rs e E v e nts

A d v ers e e v e nts will b e ass ess e d b y t h e I n v est i g at or or d esi g n e e a n d r e c or d e d o n t h e

e C R F , as p er t h e pr o c ess d et ail e d i n S e cti on 7.

As p er S e cti o n 7. 1, t h e f oll o wi n g d o es n ot m e et t h e d efi nit i on of a n a d v ers e e v e nt:
“ A n y cli ni c all y  si g nifi c a nt a b n or mal  la b or at or y  fi n di n gs (if a p pli c a bl e) or ot h er 
a b n or m al  s af et y ass ess m e nts w hi c h ar e ass o ci at e d wit h t h e u n d erl yi n g dis e as e, u nl ess 
j u d g e d b y t h e i n v esti g at or t o b e m or e s e v er e t ha n e x p e ct e d f or t h e s u bj e ct’s 
c o n di tio n. ” T h er ef or e, t h e D er m at ol o gist ( er y t he m a, e d e m a, dr y n ess, a n d 
d es q u a m at i on) a n d S u bj e ct -s elf ass ess m e nt ( p ai n, sti n gi n g/ b ur ni n g, it c hi n g, ti g ht n ess, 
r e d n ess, a n d dr y n ess) gr a d es will o nl y be c o nsi d er e d a d v ers e e v e n ts if t h e y ar e s c or e d 
as “ S e v er e ”, or if t h e i n v esti g at or j u d g es t h e m t o b e m or e s e v er e t h a n e x p e ct e d i n 
c o nt e xt of t h e Gl y c o li c A ci d tr e at m e nt pr o c e d ur e. 

6. 8. 3. C o nti n u e d S u bj e ct Eli gi bilit y

T h e I n v esti g at or or d esi g n e e will as c ert ai n w h et h er t h er e h a v e b e e n a n y d e vi at i ons 
fr om t he pr ot o c ol  si n c e t h e la st vi sit, w h et h er t h e s u bj e ct h as a d h er e d t o t h e lif est yl e 
r e strict i ons si n c e t h e l ast visit a n d w h et h er, i n t h eir o pi ni o n, t h e s u bj e ct is eli gi bl e t o 
c o nti n u e i n t h e st u d y . S u bj e ct C o nti n u e d S u bj e ct Eli gi bilit y will b e r e c or d e d o n t h e 
e C R F.

6. 8. 4 . C o m pli a n c e ( Di a r y R e vi e w)

S u bj e ct di ari es will b e r e vi e w e d b y t h e I n v est i g at or or t h eir d esi g n e e. S u bj e cts w h o 
a p pl y t h e w as h o ut pr o d u cts ( All s u bj e cts) a n d t est pr o d u ct ( Gr o u p I, o nl y ) mor e or 
l ess fr e q u e ntl y th a n t wi c e a d a y  will b e c o nsi d er e d t o h a v e d e vi at e d fr o m t h e pr ot o c ol 
a n d a d dit i on al/ miss e d a p pli c at i ons will r e c or d e d o n t h e D e vi at i ons L o g. T h e t ot al 
n u m b er of pr o d u ct a p pli c at i ons a n d t ot al n u m b er of miss e d pr o d u ct a p pli c at i ons will 
b e r e c or d e d o n t h e e C R F. 

6. 8. 5 . I nst r u m e nt al M e as u r e m e nts P ost-P r o c e d u r e, P ost -T r e at m e nt 
( 3 3 6 ± 4 h o u rs aft e r F a ci al P e el)

M e as ur e m e nt s t o b e t a k e n a n d r e c ord e d as p er 6. 3. 1 0 , 3 3 6 ± 4 h o urs aft er c o m pl eti o n 

of  t h e f a ci al p e el pr o c e d ur e.
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6. 8. 6 . I ma g e C a pt u r e ( VI SI A) P ost -P r o c e d u r e, P ost- T r e at m e nt ( 3 3 6 ± 4 
h o u rs aft e r F a ci al P e el)

Ass ess m e nts t o b e t a k e n a n d r e c or d e d as p er 6. 3. 1 1 , 3 3 6± 4 h o urs aft er c o m pl eti o n o f 

t he f a ci al p e el pr o c e d ur e.

6. 8 . 7. S u bj e ct S elf-Ass ess m e nt P ost -P r o c e d u r e, P o st -T r e at m e nt ( 3 3 6 ± 4 
h o u rs aft e r F a ci al P e el )

Ass ess m e nts t o b e t a k e n a n d r e c or d e d as p er 6. 3. 1 2 , 3 3 6 ± 4 h o urs aft er c o m pl eti o n o f 

t he f a ci al p e el pr o c e d ur e .

6. 8. 8 . S u bj e ct Gl o b al S elf-Ass ess m e nt

T est s u bj e cts will r at e t h e l e v el o f s at isf a cti on wi t h t h e p ost-pr o c e d ur e s ki n c ar e 

r e gi m e n t o w hi c h t h ey w er e r a n d o mi z e d usi n g s c al e b el o w. T h es e d at a will b e 

r e c or d e d o n t h e e C R F.

S c o r e D es c ri pti o n

0 V er y  S atisfi e d

1 S ati sfi e d

2 P o orl y S at isfi e d

3 N ot at all S atisfi e d

6. 8 . 9. D e r mat ol o gist Ass es m e nt P ost -P r o c e d u r e, P o st -T r e at m e nt ( 3 3 6 ± 4 
h o u rs aft e r F a ci al P e el)

Ass ess m e nts t o b e t a k e n a n d r e c or d e d as p er 6. 3. 1 3 , 3 3 6± 4 h o urs aft er c o m pl eti o n o f 

t he f a ci al p e el pr o c e d ur e.

6. 8 . 10 . D e r m at ol o gist Gl o b al Ass ess m e nt

T h e D er m at ol o gi st will a s s e s s t h e lo c al  t oler a n c e of t h e p ost -pr o c e d ur e s ki n c ar e 

r e gi m e n i n c o nt e xt of t h e e x p e ct e d eff e cts of t h e pr o c e d ur e f or e a c h s u bj e ct usi n g t h e 

s c al e b el o w a n d d o c u m e nt t h e s c or e o n t h e e C R F . T o ma k e t his ass ess m e nt, t h e 

D er m at ol o gi st will dr a w o n t h e t ot al s et of cli ni c al a n d s u bj e ct s elf -a s s e s s m e nt d at a 

f or e a c h s u bj e ct. T h e D er m at ol o gist m u st b e u n a w ar e of w h et h er a s u bj e ct w as 

r a n d omi z e d t o t est pr o d u ct t o pr ot e ct t h e bli n d.  
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R ati n g D es c ri pti o n

0 - Pr o d u ct R e gi m e n 

w as W ell T ol er at e d

N o cli ni c all y si g nifi c a nt w ors e ni n g of t h e e x p e ct e d 

sig n s/ s y m pt o m s of t h e pr o c e d ur e. N o  n e w si g ns/s y m pt o ms 

m a nif est d uri n g pr o d u ct us e.

1 - Pr o d u ct R e gi m e n 

w as N ot W ell T o l er at e d

Cl e ar , cli ni c all y r el e v a nt w o rs e ni n g of t h e s e v erit y or 

fr e q u e n c y of e x p e ct e d sig n s/ s y m pt o m s of t h e pr o c e d ur e 

a n d / or a n y o c c urr e n c e of n e w , u n e x p e ct e d sig ns/s y m pt o m s 

d uri n g pr o d u ct us e. 

6. 8 . 11 . P r o d u cts a n d T est Di a r y R et u r n

W as h o ut pr o d u cts, t est pr o d u ct a n d t est di ar y will b e r et ur n e d t o t h e I n v est i g at or or 

d esi g n e e a n d d o c u m e nt e d o n t h e e C R F . 

6. 8 . 12 . Dis c h a r g e f r o m  St u d y

S u bj e cts will b e e v al u at e d t o d et er mi n e i f t h e y c o m pl et e d all st u d y pr o c e d ur es or if 
t he y  w er e dis c o nti n u e d fr o m t h e st u d y e arl y.  If t h e s u bj e ct dis c o nti n u e d at a n y p oi nt 
d uri n g t h e st u d y , t h e pri m ar y r e a s o n f or wit hdr a w al  s ho ul d b e r e c or d e d o n t h e St u d y  
C o n cl u si o n  p a g e of t h e e C R F b y s el e ct i n g o n e of t h e o pti o n s b el o w.
1. S u bj e ct di d n ot m e et st u d y  crit eria
2. A d v ers e E v e nt
3. L ost t o F oll o w U p
4. Pr ot o c ol  Viol at i on
5. Wit h dr a w al o f C o ns e nt
6. Ot h er
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7 . S A F E T Y A S S E S S M E N T S

7 . 1. D efi niti o n s of a n A d v e rs e E v e nt a n d S e ri o us A d v e rs e E v e nt 

7 . 1. 1. A d v e rs e E v e nts

T h e i n v esti g at or or sit e st aff will b e r es p o nsi bl e f or d et e cti n g, d o c u m e nti n g a n d 
r e p orti n g e v e nts t h at m e et t h e d efi niti on of a n A E or S A E.

A d v e rs e E v e nt D efi niti o n:
1. A n A E i s a n y u nt o w ar d me di c al o c c urr e n c e i n a s u bj e ct or cli ni c al 

i n v esti g ati on s u bj e ct, t e m p or all y  a s s o ciat e d wi t h t h e us e of a n i n v esti g ati on al 
or w as h o ut pr o d u ct, w h et h er or n ot c o nsi d er e d r el at e d t o t h e i n v est i g ati on al or 
w as h o ut pr o d u ct.

2. N O T E: A n A E c a n t h er ef or e b e a n y u nf a v or a bl e a n d u ni nt e n d e d si g n 
(in cl u di n g a n a b n or m al l a b or at or y fi n di n g), s y m pt o m, or dis e as e ( n e w or 
e x a c er b at e d) t e m p or all y ass o ci at e d wit h t h e us e of a n i n v est i g ati on al or 
w as h o ut pr o d u ct.

E v e nts m e eti n g A E d efi niti o n i n cl u d e:
1. A n y a b n or m al l a b or at or y  t e st r e s ult s (if a p pli c a bl e) or ot h er s af et y 

ass ess m e nts, i n cl u di n g t h os e t h at w ors e n fr o m b as eli n e, a n d f elt t o b e 
cli ni c all y si g nifi c a nt i n t h e m e di c al a n d s ci e nt ifi c j u d g me nt of t h e 
i n v esti g at or.

2. E x a c er b at i on of a c hr o ni c or i nt er mitt e nt pr e -e xist i n g c o n diti on i n cl udi n g 
ei t her a n i n cr e as e i n fr e q u e n c y a n d/ or i nt e nsit y of  t h e c o n ditio n .

3. N e w c o n dit i on(s) d et e ct e d or di a g n os e d aft er st u d y pr o d u ct a d mi nistr ati o n 
e v e n t h o u g h it m a y  ha v e b e e n pr es e nt pri or t o t h e st art of t h e st u d y .

4. Si g ns, s y m pt o ms, or t h e cli ni c al s e q u el a e of  a s us p e ct e d i nt er a cti o n.
5. Si g ns, s y m pt o ms, or t h e cli ni c al s e q u el a e of a s us p e ct e d o v er d os e of eit h er 

st u d y pr o d u ct or a c o n c o mit a nt m e di c ati on ( o v er d os e p er s e will n ot b e 
r e p ort e d as a n A E/ S A E).

E v e nts N O T m e eti n g d efi niti o n of a n A E i n cl u d e:
1. A n y cli ni c all y  sig nifi c a nt a b n or m al l a b or at or y  fi n di n gs (if a p pli c a bl e) or ot h er 

a b n or m al  s af et y ass ess m e nts w hi c h ar e ass o ci at e d wit h t h e u n d erl yi n g dis e as e, 
u nl ess j u d g e d b y t h e i n v esti g at or t o b e m or e s e v er e t h a n e x p e ct e d f or t h e 
s u bj e ct’s c o n dit i on. 

2. T h e d is e as e/ dis or d er/ c o n diti on b ei n g st u di e d or e x p e ct e d pr o gr essi o n, si g ns, 
or s y m pt o ms of t h e dis e as e/ dis or d er b ei n g st u di e d, u nl ess m or e s e v er e t h a n 
e x p e ct e d f or t h e s u bj e ct’s c o n dit i on.. 

3. M e di c al or s ur gi c al pr o c e d ur e ( e. g., e n d os c o p y , a p p e n d e ct o m y): t h e co n di tio n 
t hat l e a ds t o t h e pr o c e d ur e is a n A E.
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4. Si t u atio ns w h er e a n u nt o w ar d m e di c al o c c urr e n c e di d n ot o c c ur (s o ci al a n d/ or 
c o n v e ni e n c e a d missi o n t o a h os pit al).

5. A nt i ci p at e d d a y-t o-d a y fl u ct u ati o ns of pr e-e xist i n g dis e as e(s) or c o n diti on(s) 
pr es e nt or d et e ct e d at t h e st art of t h e st u d y  t h at d o n ot w ors e n.

7 . 1. 2. S e ri o us A d v e rs e E v e nts

S e ri o us A d v e rs e E v e nt is d efi n e d as a n y u nt o w a r d m e di c al o c c u r r e n c e t h at, at 
a n y d os e:

A. R es ults i n d e at h
B. Is lif e-t h r e at e ni n g

N O T E: T h e t er m 'lif e -t hr e at e ni n g' i n t h e d efi niti on of 's eri o us' r ef ers t o a n 
e v e nt i n w hi c h t h e s u bj e ct w as at ris k of d e at h at t h e ti m e of t h e e v e nt.  It d o es 
n ot r ef er t o a n e v e nt, w hi c h h y p ot h et i c all y mi g ht h a v e c a us e d d e at h, if it w er e 
m o r e s e v er e.

C. R e q ui r es h os pit ali z ati o n o r p r ol o n g ati o n of e xisti n g h os pit ali z ati o n
N O T E: I n g e n er al, h os pit ali z at i on si g nifi es t h at t h e s u bj e ct h as b e e n d et ai n e d 
( us u all y i n v ol vi n g at l e ast a n o v er ni g ht st a y) at th e h os pit al or e m er g e n c y 
w ar d f or o bs er v ati o n a n d/ or tr e at m e nt t h at w o ul d n ot h a v e b e e n a p pr o pri at e i n 
t he p h ysi ci a n’s offi c e or o ut -s u bj e ct s etti n g.  C o m pli c at i ons t h at o c c ur d uri n g 
h o s pi t ali z atio n ar e A E s.  If a c o m pli c ati o n pr ol o n g s h o s pi t ali z atio n or f ulfills 
a n y ot h er s eri o us crit eri a, t h e e v e nt is s eri o us.  W h e n i n d o u bt as t o w h et h er 
“ h os pit ali z at i on ” o c c urr e d or w as n e c ess ar y , t h e A E s h o uld b e c o nsi d er e d 
s erio u s.

H os pit ali z ati o n f or el e ct i v e tr e at m e nt of a pr e-e xisti n g c o n dit i on t h at di d n ot 
w ors e n fr o m b as eli n e is n ot c o nsi d er e d a n A E.

D. R es ults i n dis a bilit y/i n c a p a cit y
N O T E: T h e t er m dis a bilit y m e a ns a s u bst a nt i al di sr u ptio n of  a p ers o n’s a bility 
t o c o n d u ct n or m al lif e f u n cti ons.

T his d efi nit i on is n ot i nt e n d e d t o i n cl u d e e x p eri e n c es of r el ati v el y mi n or 
m e di c al si g nifi c a n c e s u c h as u n c o m p li c at e d h e a d a c h e, n a us e a, v omit i n g, 
di arr h e a, i nfl u e n z a, a n d a c ci d e nt al tr a u m a ( e. g. s pr ai n e d a n kl e) w hi c h m a y  
i nterf er e or pr e v e nt e v er y d a y  lif e f u n cti ons b ut d o n ot c o nstit ut e a s u bst a nt i al 
di sr u pt i on.

E. Is a c o n g e nit al a n o m al y/ bi rt h d ef e ct
F. Ot h e r Sit u ati o ns

1. M e di c al or s ci e nt ifi c j u d g m e nt s h o ul d b e e x er cis e d i n d e ci di n g 
w h et h er r e p orti n g is a p pr o pri at e i n ot h er sit u ati o ns, s u c h as i m p ort a nt 
m e di c al e v e nts t h at m a y n ot b e i m m e di at el y lif e -t hr e at e ni n g or r es ult 
i n d eat h or h o s pi t ali z ati on b ut m a y j e o p ar di z e t h e s u bj e ct or m a y 
r e q uir e me di c al or s ur gi c al i nt er v e nt i on t o pr e v e nt o n e of t h e ot h er 
o ut c o m es list e d i n t h e a b o v e d efi nit i on. T h es e s h o ul d als o b e 
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c o nsi d er e d s eri o us.
2. E x a m pl es of s u c h e v e nts ar e i n v asi v e or m ali g n a nt c a n c ers, i nt e nsi v e 

tr e at me nt i n a n e m er g e n c y  r o o m or at h o me f or all er gi c br o n c h os p as m, 
bl o o d d ys cr asi as or c o n v ulsi o ns t h at d o n ot r es ult i n h os pit ali z at i on or 
d e v el o p m e nt of dr u g d e p e n d e n c y  or dr u g a b us e or r e p orts of 
s p o nt a n e o us a b orti o n.

7. 2 . R e c o r di n g A d v e r s e E v e nt s a n d S e ri o u s A d v e r s e E v e nt s

R e c o r di n g of a d v e rs e e v e nts a n d s e ri o us a d v e rs e e v e nts:
1. T h e i n v est i g at or or sit e st aff will b e r es p o nsi bl e f or d et e cti n g, d o c u m e nti n g 

a n d r e p orti n g e v e nts t h at m e et t h e d efi nit i on of a n A E or S A E. 
2. T h e i n v est i g at or or sit e st aff will t h e n r e c or d all r el e v a nt i nf or m ati on 

r e g ar di n g a n A E/ S A E i n t h e e C R F .
3. T h er e m a y b e i nst a n c es w h e n c o pi es of m e di c al r e c or ds f or c ert ai n c as es ar e 

r e q u est e d b y G S K.  I n t hi s i nst a n c e, all s u bj e ct i d e nt ifi ers, wit h t h e e x c e pti on 
of  t h e s u bj e ct n u m b er, will b e bli n d e d o n t h e c o pi es of t h e m e di c al r e c or ds 
pri or t o s u b missi o n t o G S K.

4. T h e i n v est i g at or will att e m pt t o est a blis h a di a g n osis of t h e e v e nt b as e d o n 
sig n s, s y m pt o ms, a n d/ or ot h er cli ni c al i nf or m ati o n.  I n s u c h c as es, t h e 
di a g n osis will b e d o c u m e nt e d as t h e A E/ S A E a n d n ot t h e i n di vi d u al 
sig n s/ s y m pt o m s. Cli ni c al AEs will b e d es cri b e d b y di a g n osis a n d n ot b y  
s y m pt o ms w h e n p ossi bl e ( e. g., u p p er r es pir at or y  tr a ct i nf e cti o n, s e as o n al 
all er g y , et c. i nst e a d of r u n n y no s e).

5. A Es will b e c o ll e ct e d fr om t he st art of t he st u d y m at erial  s e n sitivi t y t e st at 
Vi sit 1 a n d u nt il 5 d a ys f oll owi n g l ast a d mi nistr ati o n of t h e st u d y  pr o d u ct.

6. S A Es will b e c oll e ct e d o v er t h e s a m e ti m e p eri o d as st at e d a b o v e f or A Es.  
H o w e v er, a n y  S A Es ass ess e d as r el at e d t o st u d y p artici p at i on ( e. g., 
i n v esti g ati on al pr o d u ct, pr ot o c ol m a n d at e d pr o c e d ur es, i n v asi v e t ests, or 
c h a n g e i n e xist i n g t h er a p y) or r el at e d t o a G S K c o n c omit a nt m e di c at i on will 
b e r e c or d e d fr o m t h e ti m e a s u bj e ct c o ns e nts t o p arti ci p at e i n t h e st u d y  u p t o 
a n d i n cl u di n g a n y f o ll ow- u p c o nt a ct.  

7. M e di c al c o n dit i ons r e p ort e d pri or t o t h e ti m e p eri o d f or r e p orti n g A Es/ S A Es 
s h o uld b e r e c or d e d as p art of t h e s u bj e ct’s m e di c al hist or y .

7. 3 . E v al u ati n g A d v e r s e E v e nt s a n d S e ri o u s A d v e r s e E v e nt s

Ass ess m e nt of I nt e nsit y:
T h e i n v est i g at or or d esi g n e e will m a k e a n ass ess m e nt of i nt e nsity f or e a c h A E a n d 
S A E r e p ort e d d uri n g t h e st u d y  a n d will a s si g n it t o o n e of t h e f oll owi n g c at e g ori es:

1. Mil d:  A n e v e nt t h at is e asil y t ol er at e d b y  t h e s u bj e ct, c a usi n g mi ni m al 
di s c o mf ort a n d n ot i nt erf eri n g wit h e v er y d a y a ct i viti es.

2. M o d er at e:  A n e v e nt t h at is s uffi ci e nt l y dis c omf o rti n g t o i nt erf er e wit h n or m al 
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e v er y d a y a ct i viti es
3. S e v er e:  A n e v e nt t h at pr e v e nts n or m al e v er y d a y a cti vit i es. - a n A E t h at is 

ass ess e d as s e v er e will n ot b e c o nf us e d wit h a n S A E. S e v erit y is a c at e g or y 
utili z e d f or r ati n g t h e i nt e nsit y of a n e v e nt; a n d b ot h A Es a n d S A Es c a n b e 
ass ess e d as s e v er e.

N ot e: A n e v e nt is d efi n e d as ‘s eri o us’ w h e n it m e ets at l e ast o n e of t h e pr e -d efi n e d 
o ut c o m es as d es cri b e d i n t h e d efi nit i on of a n S A E.

Ass ess m e nt of C a us alit y:
1. T h e i n v est i g at or is o bli g at e d t o ass ess t h e r el ati o ns hi p b et w e e n st u d y pr o d u ct 

a n d t h e o c c urr e n c e of e a c h A E/ S A E.
2. A "r e as o n a bl e p ossi bilit y " is m e a nt t o c o n v e y  t h at t h er e ar e f a cts/ e vi d e n c e or 

ar g u m e nts t o s u g g est a c a us al r el ati o ns hi p, r at h er t h a n a r el at i on s hi p c a n n ot b e 
r ule d o ut.

3. T h e i n v est i g at or will us e cli ni c al j u d g m e nt t o d et er mi n e t h e r el ati ons hi p.
4. Alt er n at i v e c a us es, s u c h as n at ur al hist or y of t h e u n d erl yi n g dis e as es, 

c o n c o mit a nt t h er a p y , ot h er ris k f a ct ors, a n d t h e t e m p or al r el ati ons hi p of t h e 
e v e nt t o t h e st u d y  pr o d u ct will be c o nsi d er e d a n d i n v esti g at e d.

5. T h e i n v est i g at or will als o c o ns ult t h e Pr o d u ct I nf or m ati on, f or m ar k et e d 
pr o d u cts, i n t h e d et er mi n at i on of his/ h er ass ess m e nt.

6. F or e a c h A E/ S A E t h e i n v esti g at or m ust d o c u m e nt i n t h e m e di c al n ot es 
(s o ur c e d o c u m e nt) or e C R F t hat h e/s h e h as r e vi e w e d t h e A E/ S A E a n d h as 
pr o vi d e d a n ass ess m e nt of c a us alit y.

7. T h er e m a y b e sit u at i ons w h e n a n S A E h as o c c urr e d a n d t h e i n v est i g at or h as 
mi ni m al i nf or m at i on t o i n cl u d e i n t h e i nit i al r e p ort t o G S K.  H o w e v e r, it is 
v e r y i m p o rt a nt t h at t h e i n v esti g at o r al w a ys m a k e a n ass ess m e nt of 
c a us alit y f o r e v e r y e v e nt p ri o r t o t h e i niti al t r a ns missi o n of t h e S A E d at a 
t o G S K.

8. T h e i n v est i g at or m a y c h a n g e his/ h er o pi ni on of c a us alit y i n li g ht of f oll ow- u p 
i nf or mat i on, a m e n di n g t h e S A E d at a c oll e ct i on t o ol a c c or di n gl y.

9. T h e c a us alit y ass ess m e nt is o n e of t h e cri t eria us e d w h e n d et er mi ni n g
r e g ulat or y  r e p orti n g r e q uir e m e nts.

7. 4 . R e p o rti n g A d v e r s e E v e nt s a n d S e ri o us A d v e rs e E v e nt s

A E R e p o rti n g t o G S K C H:
1. A Es will b e r e c or d e d i n t h e A E s e ct i on of t h e e C R F . 
2. M e di c al c o n dit i ons r e c or d e d b y  t h e s u bj e ct o n a di ar y c ar d or si mil ar 

d o c u m e nt t h at m e et t h e d efi nit i on of a n A E m ust als o b e r e c or d e d i n t h e A E 
s e ct i on of t h e e C R F , if n ot pr e vio u sl y  w ell-c h ar a ct eri z e d b y  t h e i n v esti g at or i n 
t he s u bj e ct’s m e di c al hist or y . 

3. A Es eli cit e d b y t h e i n v esti g at or i n a st a n d ar d m a n n er at t h e st u d y visits s h o ul d 
als o b e r e c or d e d i n t h e A E s e ct i on of t h e e C R F .  T h e i n v esti g at or or d esi g n e e 
m ust as k t h e s u bj e ct t h e f o ll owi n g q u esti o n d uri n g e a c h visit i n cl u di n g a n y 
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f oll ow- u p visits:  “ H a v e y o u f elt u n w ell, e x p eri e n c e d a n y s y m pt o ms or t a k e n 
a n y m e di c ati o n (si n c e y o ur l ast visit) (t o d a y) (si n c e y o ur l ast d os e) (si n c e t h e 
l ast s essi o n) ? ”

4. T h e m e di c all y q u alifi e d i n v esti g at or s h o ul d r e vi e w a d v ers e e v e nts i n a ti m el y  
m a n n er; t his r e vi e w s h o ul d b e d o c u m e nt e d i n writ i n g i n t h e s o ur c e d o c u m e nt 
or i n t h e e C R F . 

5. Aft er t h e st u d y  is c o mpl et e d at a gi v e n sit e, a n d t h e sit e h as r e c ei v e d t h eir 
st u d y d at a o n C o mp a ct Dis cs ( C Ds), t h e el e ctr o ni c d at a c oll e cti o n t o ol will b e 
r e mo v e d fr o m  t h e i nt er n et t o pr e v e nt t h e e ntr y of n e w d at a or c h a n g es t o 
e xist i n g d at a.

S A E R e p o rti n g t o G S K C H:
A p a p er c o p y  of t h e S A E f or m pr o vid e d i n t h e i n v esti g at or st u d y mast er fil e s h o ul d 
b e c o m p l et e d as f ull y as p ossi bl e. 
It is ess e nt i al t o e nt er t h e f oll o wi n g i nf or m ati on: 

1. Pr ot o c ol  a n d s u bj e ct id e nt ifi ers
2. S u bj e ct’s d e m o gr a p h y
3. D es cri pt i on of e v e nts, wit h di a g n osis if a v ail a bl e
4. I n v esti g at or o pi ni on of  r el atio n s hi p t o st u d y  pr o d u ct (s e e s e cti o n 7 . 3)
5. Cri t erio n f or s eri o us n ess.

T h e f o ll owi n g ar e d esir a bl e a n d ar e of p arti c ul ar r el e v a n c e f or i n v est i g at or a n d 
G S K C H ass ess m e nt of t h e S A E r e p ort:

1. D at e of o ns et of A E 
2. D at e A E st o p p e d, if r el e v a nt
3. St u d y  pr o du ct st art d at e
4. St u d y  pr o d u ct e n d d at e if r el e v a nt
5. A ct i on t a k e n o n st u d y  pr o d u ct
6. O ut c o m e if k n o w n

T h e S A E f or m, c o m pl et e d as f ull y  as p ossi bl e, a n d S A E f a x c o v er s h e et m ust b e 
f a x e d or e-m ail e d t o t h e a p pr o pri at e G S K C H St u d y M a n a g er as s o o n as p ossi bl e, b u t 
n ot l at e r t h a n 2 4 h o u rs af t er st u d y sit e p er s o n n el le ar n of t h e e v e nt. T h e G S K C H 
St u d y  M a n a g er s h o uld b e n otifi e d of t h e sit u at i on b y t el e p h o n e or e m ail.

F a x S e ri o us A d v e rs e E v e nts t o:
U S: 

T h e G S K C H S A E C o or di n at or will b e r es p o nsi bl e f or f or w ar di n g t h e S A E f or m t o 
t he C as e M a n a g e m e nt Gr o u p, Gl o b al Cli ni c al S af et y  a n d P h ar m a c o vi gil a n c e , t h e 
M e di c al Dir e ct or r es p o nsi bl e f or t h e st u d y  a n d ot h er G S K C H p ers o n n el as 
a p pr o pri at e vi a e m ail.

B r a zil S A E C o o r di n at o r ( ):
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T el : 
E- m a il: 

B r a zil b a c k u p c o nt a ct ( ):
T el : 

T h e i nit i al r e p ort will b e f oll ow e d u p wi t h mor e i nf or m at i on as r el e v a nt, or as 
r e q u est e d b y t h e G S K C H st u d y ma n a g er.

7. 5 . F oll o w -u p of A d v e rs e E v e nt s a n d S e ri o us A d v e rs e E v e nt s

F oll o w -u p of A Es a n d S A Es:
1. Aft er t h e i nit i al r e p ort, t h e i n v esti g at or is r e q uir e d t o pr o a cti v el y f oll ow u p 

wi t h e a c h s u bj e ct a n d pr o vi d e f urt h er i nf or m ati on o n t h e s u bj e ct’s c o n dit i on.
2. All A Es/ S A Es w ill b e f oll ow e d u nt il r es ol uti on, u ntil t h e c o n dit i on st a bili z es, 

u nt il t h e e v e nt is ot h er wis e e x pl ai n e d, or u ntil t h e s u bj e ct is l ost t o f oll o w-u p.  
3. T h e i n v est i g at or is o bli g at e d t o p erf or m or arr a n g e f or t h e c o n d u ct of 

s u p pl e m e nt al me as ur e m e nts a n d/ or e v al u at i ons as m a y b e i n di c at e d or as 
r e q u est e d b y G S K t o elu ci d at e as f ull y  as p ossi bl e t h e n at ur e a n d/ or c a us ality 
of  t h e A E or S A E.

4. I n v esti g at ors ar e n ot o bli g e d t o a cti v el y s e e k A Es or S A Es i n f or m er s u bj e cts.  
H o w e v er, if t h e i n v est i g at or l e ar ns of a n y S A E, i n cl u di n g t h e d e at h, at a n y  
ti m e aft er a s u bj e ct h as b e e n dis c h ar g e d fr o m t h e st u d y, a n d c o nsi d ers t h e 
e v e nt r e as o n a bl y r el at e d t o t h e i n v est i g ati on al pr o d u ct or st u d y  p artici p at i on, 
t he i n v est i g at or will pr om pt l y n otif y  G S K C H.

5. T h e i n v est i g at or will s u b mit a n y u p d at e d S A E d at a t o G S K wit hi n t h e 
d esi g n at e d r e p orti n g ti m e fr a m es.

R e g ul at o r y a n d et hi cs r e p o rti n g r e q ui r e m e nts f o r S A Es:
1. T h e i n v est i g at or will pr om pt l y r e p ort all S A Es t o G S K C H withi n t h e 

d esi g n at e d r e p orti n g ti m efr a m es ( wit hi n 2 4 h o urs of l e arni n g of t h e e v e nt).  
G S K C H h as a l e g al r es p o nsi bilit y t o n otif y, a s a p pr o priat e, t h e l o c al  
r e g ulat or y  a ut h orit y a n d ot h er r e g ulat or y  a ut h orities a b o ut t h e s af et y  of a 
pr o d u ct u n d er cli ni c al i n v esti g ati o n.  Pr o m pt n otifi c ati o n of S A Es b y t h e 
i n v esti g ator t o G S K C H i s ess e nt i al s o t h at le g al  o bli g ati ons a n d et hi c al 
r es p o nsi biliti es t o w ar ds t h e s af ety of  s u bj e cts ar e m et.

2. G S K C H will c o m p l y wit h c o u ntr y s p e cifi c r e g ulat or y  r e q uir e m e nts r el ati n g t o 
s af et y r e p orti n g t o t h e r e g ul at or y a ut h ori t y, I E C a n d i n v esti g at ors.

3. I n v esti g at or s af ety r e p orts ar e pr e p ar e d a c c or di n g t o G S K C H p oli c y a n d ar e 
f or w ar d e d t o i n v esti g at ors as n e c ess ar y.  A n i n v esti g at or s af et y r e p ort is 
pr e p ar e d f or a S A E(s) t h at is b ot h attri b ut a bl e t o i n v esti g ati o n al pr o d u ct a n d 
u n e x p e ct e d.  T h e p ur p os e of t h e r e p ort is t o f ulfill s p e cifi c r e g ul at or y a n d 
G C P r e q uir e m e nts, r e g ar di n g t h e pr o d u ct u n d er i n v esti g ati o n.

4. A n i n v esti g at or w h o r e c ei v es a n i n v esti g at or s af et y r e p ort d es cri bi n g a S A E(s) 
or ot h er s p e cifi c s af et y i nf or m ati on ( e. g., s u m m ar y of li st i n g of S A Es) fr om 
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G S K C H will fil e it wit h t h e I n v est i g at or Br o c h ur e ( or s af ety st at e me nt) a n d 
will n otif y  t he I E C, if a p pr o pri at e a c c or di n g t o l o c al r e q uir e m e nts.

7 . 6. C oll e cti o n of P r e g n a n c y I nf o r m ati o n

7 . 6.1. Ti m e P e ri o d f o r C oll e cti n g of P r e g n a n c y I nf o r m ati o n

C oll e cti o n of P r e g n a n c y I nf o r m ati o n:
1. Pr e g n a n c y i nf or m at i on will b e c o ll e ct e d o n all pr eg n a n ci es r e p ort e d f o ll owi n g 

a d mi nistr ati o n of a n y  w as h o ut pr o d u ct . I nf or mat i on o n pr e g n a n c y i d e nt ifi e d 
d uri n g t h e s cr e e ni n g p h as e a n d pri or t o i n v est i g ati o n al (t est pr o d u ct) a n d 
w as h o ut pr o d u ct s a d mi nistr ati o n d o es n ot n e e d t o b e c o ll e ct e d.

7 . 6.2. A cti o n t o b e T a k e n if P r e g n a n c y O c c u r s

A cti o n t o b e T a k e n:
1. T h e i n v est i g at or will c oll e ct pr e g n a n c y i nf or m ati o n o n a n y s u bj e ct w h o 

b e c o m e s pr e g n a nt w hil e p arti c i p ati n g i n t h e st u d y aft er a d mi nistr atio n of  t h e 
w as h o ut pr o d u ct. T h e i n v esti g at or will r e c or d pr e g n a n c y i nf or m at i on o n t h e 
a p pr o pri at e f or m a n d s u b mit it t o G S K C H wit hi n 2 w e e ks of l e ar ni n g of t h e 
s u bj e ct b e c o mi n g pr e g n a nt. T h e s u bj e ct will b e f o ll ow e d t o d et er mi n e t h e 
o ut c o m e of  t h e pr e g n a n c y. I nf or m atio n o n t h e st at us of t h e m ot h er a n d i nf a nt / 
n e o n at e (i n cl u di n g c o n c o mit a nt m e di c at i ons t a k e n b y t h e m ot h er d uri n g t h e 
pr e g n a n c y) will b e f or w ar d e d t o G S K C H. G e n er all y, f o ll ow- u p will b e n o 
l on g er t h a n 6 t o 8 w e e ks f o ll owi n g t h e esti m at e d d eli v er y  d at e. A n y 
t er mi n ati o n of t he pr e g n a n c y  will b e r e p ort e d.

2. W hil e pr e g n a n c y  it self is n ot c o nsi d er e d t o b e a n A E, a n y  pr e g n a n c y 
c o m pli c at i on or el e ct i v e t er mi n ati on f or me di c al  r e as o ns will b e r e c or d e d as 
a n A E or S A E.

3. A s p o nt a n e o us a b orti o n is al w a ys c o nsi d er e d t o b e a n S A E a n d will b e 
r e p ort e d as s u c h. A n S A E o c c urri n g i n ass o ci at i on wi t h a pr e g n a n c y, br o u g ht 
t o t h e i n v esti g at or’s att e nti o n aft er t h e s u bj e ct c o m pl et e d t h e st u d y a n d 
c o nsi d er e d b y t h e i n v esti g at or as p o ssi bl y r el at e d t o t h e i n v esti g ati o n al 
pr o d u ct, m u st b e pr o m ptl y f or w ar d e d t o G S K.

4. W hil e t h e i n v est i g at or is n ot o bli g e d t o a cti v el y s e e k t his i nf or m ati o n i n 
f or mer st u d y  p artici p a nts, h e or s h e m a y  le ar n of a n S A E t hr o u g h s p o nt a n e o us 
r e p orti n g.

5. If t h e s u bje ct b e c o m es pr e g n a nt d uri n g t h e st u d y t h e y s h o ul d b e wit h dr a w n 
fr om t he st u d y  a n d t his s h o uld b e r e c or d e d i n t h e a p pr o pri at e s e ct i on of t h e
e C R F .
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8 . D A T A M A N A G E M E N T

F or t hi s st u d y s u bj e ct d at a will b e e nt er e d i nt o a n el e ctr o ni c c as e r e p ort f or m, usi n g a 
G S K C H v al i d at e d d at a s yst e m.

8 . 1. S o u r c e D o c u m e nt s/ D at a

T h e s o ur c e d o c u m e nts ( e. g. h os pit al r e c or ds, cli ni c al a n d offi c e c h arts, l a b or at or y  
n ot e s, m e m or a n d a, s u bj e cts’ di ari es or e v al u at i on c h e c kli sts, p h ar m a c y dis p e nsi n g 
r e c or ds, r e c or d e d d at a fr o m a ut o m at e d i nstr u m e nts, mi cr ofi c h es, p h ot o gr a p hi c 
n e g at i v es, mi cr ofil m or m a g n eti c m e di a, x-r a ys, s u bj e ct fil es a n d r e c or ds k e pt at t h e 
p h ar m a c y, at t h e l a b or at or y  a n d at t h e me di c o -t e c h ni c al d e p art m e nts i n v ol v e d i n t h e 
cli ni c al st u d y ) w hi c h c o nt ai n t h e s o ur c e of d at a r e c or d e d i n t h e e C R F s h o uld b e 
s p e cifi e d i n t h e S o ur c e D o c u m e nt D esi g n at i on F or m.  I n s o m e c as es t h e e C R F c a n b e 
us e d as a s o ur c e d o c u m e nt.

E a c h s u bj e ct will b e assi g n e d a n d i d e nt ifi e d b y a u ni q u e S cr e e ni n g N u m b er. A n y 
r ef er e n c e m a d e t o a n i n di vi d u al s u bj e ct wit hi n t h e st u d y m ust b e d o n e usi n g t h e 
u ni q u e S cr e e ni n g N u m b er.

8. 2 . El e ct r o ni c C a s e R e p o rt F o r m

A n e C R F is a n el e ctr o ni c d o c u m e nt d e si g n e d t o r e c or d all of t h e pr ot o c ol r e q uir e d 
i nf or mat i on t o b e r e p ort e d t o t h e s p o ns or o n e a c h tri al s u bj e ct.

F or e a c h s u bj e ct w h o h as gi v e n i nf or m e d c o ns e nt/ ass e nt a n d h as b e e n s cr e e n e d, 
e C R F s m ust b e c o m pl et e d a n d si g n e d b y t h e Pri n ci p al I n v est i g at or ( or a ut h ori z e d 
d esi g n e e) t o c ertif y t h at t h e d at a a r e c o m pl et e a n d c orr e ct.  

M a n a g e m e nt of cli ni c al d at a will b e p erf or m e d i n a c c or d a n c e wit h a p pli c a bl e 
G S K C H st a n d ar ds a n d d at a cl e a ni n g pr o c e d ur es t o e ns ur e t h e i nt e grit y o f t he d at a e. g. 
r e mo vi n g err ors a n d i n c o nsist e n ci es i n t h e d at a. 

I n or d er t o pr ot e ct t h e pri v a c y of s u bj e cts, n o P ers on all y I d e nt ifi a bl e I nf or m ati on
(in cl u di n g t h e s u bj e ct's n a m e or i nit i als or birt h d at e) is t o b e r e c or d e d i n t h e e C R F or 
as p art of t h e q u er y  t e xt. P h ot o gr a p hs will b e c o ll e ct e d of s u bj e ct’s w h o pr o vi d e t h eir 
c o ns e nt t o d o s o. T h es e p h ot o gr a p hs ar e c o nsi d er e d PII a n d will b e tr a n sf err e d 
s e c ur el y t o G S K. All p h ot o gr a p hs will b e a n o n y mi z e d.

A d v ers e e v e nts a n d c o n c o mit a nt m e di c at i ons t er ms (if a p pli c a bl e) will b e c o d e d 
usi n g M e d D R A ( M e di c al Di cti o n ar y  for R e g ul at or y  A cti viti es) a n d a n i nt er n al 
v ali d at e d m e di c at i on di ct i on ar y, G S K Dr u g.  
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S u bj e ct d at a will b e e nt er e d i nt o G S K C H d efi n e d e C R F s a n d tr a ns mitt e d 
el e ctr o ni c all y t o G S K C H i n a v ali d at e d ( 2 1 C F R P art 1 1 c o m pli a nt) w e b -b as e d 
el e ctr o ni c d at a c a pt ur e s yst e m (I n F or m T M ).

All e C R F p a g es s h o ul d b e c o m pl et e d d uri n g a s u bj e ct s elf-ass ess m e nt w h e n t h e e C R F
h as b e e n d esi g n at e d as t h e s o ur c e.  D at a t h at is s o ur c e d els e w h er e s h o ul d b e e nt er e d 
i nto t h e e C R F i n a n a gr e e d u p o n ti m efr a m e b et w e e n t h e I n v esti g at or a n d S p o ns or.  

T h e e C R F s (i n clu di n g q u eri es, q u er y  r e s p o n s e s a n d a u dit tr ails) will b e r et ai n e d b y 
G S K C H. Sit e d at a ar c hi v e d c o m p a ct dis cs ( C D(s)) pr e p ar e d b y  a t hir d p art y will b e 
s e nt t o t h e i n v esti g at or t o m ai nt ai n as t h e i n v esti g at or c o p y  fol l owi n g t h e 
d e c o m missi o ni n g of t he st u d y .

8. 3 . D at a H a n dli n g

D o c u m e nt ati o n of  all d at a ma n a g e m e nt a cti vit i es s h o ul d all o w st e p- b y-st e p 
r etr os p e cti v e ass ess m e nt of d at a q u alit y a n d st u d y  p erf or ma n c e. A n y  c h a n g e s or 
c orr e cti o ns t o d at a will b e p erf or m e d i n t h e El e ctr o ni c D at a C a pt ur e ( E D C) S y st e m, 
a n d it will i n cl u d e r ati o n al e f or c h a n g es. T h e E D C s yst e m h as a n a u dit tr ail, w hi c h 
will pr o vi d e a c o m pl et e r e c or d of t h e c h a n g es a n d c orr e cti o ns e n d ors e d b y  t h e 
I n v esti g at or.

8. 3. 1 . D at a Q u e ri es

Pr o gr a m m e d e dit c h e c ks will b e g e n er at e d a ut o m ati c all y , as t h e d at a is b ei n g e nt er e d 
i nto t h e s y st e m . D at a M a n a g e m e nt will als o r u n r e p orts a n d listi n gs o n t h e e C R F d at a, 
i n a d di tio n t o t h e q u eri es alr e a d y  pr o gr a m m e d a n d g e n er at e d b y t h e s y st e m, t o r ais e 
m a n u al q u eri es as n e e d e d f or sit e cl arifi c at i on or c orr e cti o n. T h e Cli n i c al Di cti o n ar y  
D e v el o p m e nt a n d M a n a g e m e nt Gr o u p will r ais e q u eri es as n e e d e d o n s af et y d at a t o 
c o d e t h e t er ms ( A d v ers e E v e nts a n d Dr u gs) ar e r e p ort e d a p pr o pri at el y . 

T h e st u d y  mo ni t or at t h e st u d y sit e will r e vi e w t h e e C R F s i n a c c or d a n c e wit h t h e 
m o nit or i n g pl a n, a n d a n y q u eri es will b e g e n er at e d i n t h e E D C S yst e m t o t h e 
I n v esti g at or or d esi g n e e, e n a bli n g t h e err ors t o b e a d dr ess e d i n p ar all el with D at a 
M a n a g e m e nt r e vi e w. M o nit or c a n als o r u n r e p orts a n d list i n gs o n t h e e C R F s, t o r ais e 
m a n u al q u eri es as n e e d e d f or si t e cl arifi c ati on or c orr e cti o n

8. 4 . E xt e r n al D at a

E xt er n al D at a ar e s u bj e ct d at a o bt ai n e d e xt er n all y  t o t h e e C R F . T h es e d at a ar e 
g e n er at e d fr o m l a b or at or y in str u m e nt s, c o m p ut er s , p h ot o gr a p hi c c a m er as or ot h er 
s o ur c es a n d t h e n tr a ns cri b e d i nt o a fil e a n d f or m at a gr e e d u p o n b y G S K C H t o i d e nt if y 
t he s u bj e ct a n d ti m e p o i nt r ef er e n c e d i n t h e e C R F a n d/ or pr ot o c ol. I n t his st u d y, 
VI S E A p h ot o gr a p hs ar e c o nsi d er e d e xt er n al d at a. 
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A n a gr e e d u p o n q u alit y c o ntr ol  pr o c e s s is p erfor m e d a g ai nst t h e tr a ns cri b e d d at a t o 
t he s o ur c e t o e ns ur e t h e a c c ur a c y  of t h e tr a n s cript i o n. T h e tr a ns cri b e d d at a is 
tr a ns mitt e d i n a n a gr e e d u p o n f or m at t o G S K C H vi a s e c ur e d w e b p ort al or C D vi a 
m ail c arri er wit h tr a c ki n g c a p a bilit i es. 

Pr o p er r e c o n ci li ati on will b e p erf or m e d b et w e e n t h e tr a ns cri b e d d at a a n d t h e cli ni c al 
d at a b as e t o e ns ur e s u bj e ct a n d ti m e p oi nt r ef er e n c e d i n t h e Cli ni c al D at a b as e m at c h 
b ef or e Cli ni c al D at a b as e Fr e e z e (l o c ki n g of t h e d at a b as e) c a n o c c ur.
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9 . S T A TI S TI C A L C O N SI D E R A TI O NS A N D D A T A 
A N A L Y S E S

9 . 1 S a m pl e Si z e D et e r mi n ati o n

A p pr o xi m at el y  1 3 0 1 7 8 h e al t h y f e m al es wit hi n t h e a g es of 3 0 a n d 6 0 ye ar s wi t h 

Fi t z p atri c k S ki n Cl assifi c ati on II -I V a n d m o d er at e t o a d v a n c e d p h ot o-d a m a g e d s ki n 

will b e s cr e e n e d t o r a n d o mi z e 8 0 1 0 0 s u bj e cts t o e ns ur e a p pr o xi m at el y 6 0 8 0 s u bj e cts 

( 3 0 4 0 s u bj e cts p er gr o u p) s u c c essf ull y c o m p l et e t h e st u d y. T h e s a m pl e si z e is b as e d 

o n cli ni c al c o nsi d er ati o ns a n d lit er at ur e pr e c e d e nt [ N ar ur k ar, S c h al k a, S uli m o vi c, 

Ki m].

Wit h 3 0 s u bj e cts p er tr e at m e nt gr o u p, a c h a n g e fr o m b as eli n e i n T E W L at l e ast h alf 
t he m a g nit u d e of t h e st a n d ar d d e vi at i on ( e. g. ass u m e st d = 4 (r ef.  

), a n d 2. 1 p oi nt m e a n c h a n g e fr o m b as eli n e) c a n b e d et e ct e d at t w o -si d e d 
al p h a = 0. 0 5 wi t h 8 0 % p o w er.

T H E FI R S T 1 0 S U B J E C T S W E R E M I S -A L L O C A T E D T R E A T M E N T. T O 

P R O T E C T T H E S T A TI S TI C A L P O W E R O F T H E S T U D Y F O R T H E 

S E C O N D A R Y T E W L E N D P OI N T, 2 0 A D DI TI O N A L S U B J E C T S WI L L B E 

R E C R UI T E D I N T O T H E S T U D Y. WI T H 1 0 0 S U B J E C T S R A N D O MI S E D, 8 0 

S U B J E C T S ( 4 0 S U B J E C T S P E R G R O U P) A R E E X P E C T E D T O C O M P L E T E 

T H E S T U D Y.

WI T H 4 0 S U B J E C T S P E R T R E A T M E N T G R O U P WI T H 5 S U B J E C T S P E R 
G R O U P R E C EI VI N G T H E I N C O R R E C T T R E A T M E N T D U E T O MI S -
A L L O C A TI O N , A WI T HI N C H A N G E F R O M B A S E LI N E I N T E W L O F 1. 8 3 
C A N B E D E T E C T E D A T T W O -SI D E D A L P H A = 0. 0 5 WI T H A N S D = 4. 0 5 3
A N D 8 0 % P O W E R.  

9 . 2. G e n e r al C o nsi d e r ati o ns

9. 2. 1. D efi niti o n of A n al ysis P o p ul ati o ns

A ll r a n d omi z e d s u bj e cts will b e i n cl u d e d i n t h e i nt e nt -t o-tr e at (I T T) p o p ul ati on. All 
s u bj e ct s wit h at le ast o n e a p pli c ati o n o f pr o d u ct i n t he t est p h as e (i. e. t est pr o d u ct f or 
s u bj e cts i n Gr o u p I or s u ns cr e e n f or s u bj e cts i n Gr o u p II) will b e i n cl u d e d i n th e 
S af et y p o p ul at i on. 
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S u bj e cts will b e c o nsi d er e d eli gi bl e f or a P er Pr ot o c ol ( P P) p o p ul at i on if t h e y w er e 
r a n d omi z e d, r e c ei v e d at l e ast o n e a p pli c at i on of t est pr o d u ct, h a d at l e ast o n e p ost-
pr o c e d ur e, p ost -tr e at me nt ass ess m e nt a v ail a bl e a n d w er e c o m pli a nt wi t h b ot h t est a n d 
w as h o ut pr o d u cts p ost -pr o c e d ur e. Ot h er c o nsi d er ati o ns f or eli gi bility f or t h e P P 
p o p ul at i on i n cl u di n g b ut n ot li mit e d t o us e of c o n c o mit a nt m e di c ati o ns will b e 
d et ail e d i n t h e St atist i c al A n al ysis Pl a n pri or t o d at a b as e u n bli n di n g.

9. 2. 2. E x cl usi o n of D at a f r o m A n al ysis

N o d at a will b e e x cl u d e d f r o m a n y a n al ys es.

9. 2. 3. C rit e ri a f o r E v al u ati o n

T h e pri m ar y  e v al u ati on of t ol er a n c e will b e b as e d o n t h e D er m at ol o gi st gl o b al 
ass ess m e nt. T h e tri al will b e c o nsi d er e d a s u c c ess if t h e m aj orit y (i. e. mor e t h a n 5 0 %) 
of  s u bj e cts i n t h e t est pr o d u ct gr o u p h a v e a f a v or a bl e D er m at ol o gi st gl o b al 
ass ess m e nt s c or e.

9. 2. 4. C rit e ri a f o r Ass essi n g Effi c a c y

Effi c a c y m e as ur e m e nts i n t his st u d y will b e b as e d o n c h a n g es fr o m b as eli n e i n 
T E W L a n d C or n e o m et er v al u es at e a c h visit. T h e b as eli n e f or t h es e m e as ur e m e nts 
will b e d efi n e d as t h e m e as ur e m e nts m a d e 6 0 ± 1 5 mi n ut es aft er t h e f a ci al p e el 
pr o c e d ur e, b ef or e a n y  t est pr o d u ct a p pli c ati on. Diff er e n c es b et w e e n pr o d u ct gr o u ps 
will als o b e e x pl or e d.

9. 2. 5. C rit e ri a f o r Ass essi n g L o c al T o l e r a n c e

S e c o n d ar y  ass ess m e nt s of l oc al  tol er a n c e will  b e b a s e d o n D e r mat ol o gist a n d S u b j e ct 
s elf-ass ess m e nt s c or es at e a c h visit a n d r e p ort e d a d v ers e e v e nts. T h e b as eli n e f or 
t hes e ass ess m e nts will b e d efi n e d as t h e ass ess m e nts m a d e 6 0 ± 1 5 mi n ut es aft er t h e 
f a ci al p e el pr o c e d ur e, b ef or e a n y t est pr o d u ct a p pli c ati o n. 

9. 2. 6 . H a n dli n g of D r o p o uts a n d Missi n g D at a

Missi n g d at a will n ot b e i m p ut e d. All d at a a v ail a bl e f or dr o p o uts will b e c o nsi d er e d 
i n a n al ys es.

9 . 3. St ati sti c al M et h o d s a n d A n al yti c al Pl a n

A d di tio n al  d et ails of t h e pr o p os e d st atisti c al a n al ysis will b e d o c u m e nt e d i n t h e 
st atist i c al a n al ysis pl a n ( S A P), w hi c h will b e writt e n f o ll owi n g fi n ali z at i on of t h e 
pr ot o c ol  a n d prior t o st u d y  u n bli n din g / a n al ysis ( as a p pr o pri at e).
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9 . 3.1. D e m o g r a p hi c a n d B as eli n e C h a r a ct e risti cs

A g e will b e s u m m ar i z e d d es cri pti v el y f or e a c h pr o d u ct gr o u p usi n g m e a ns, m e di a ns 
a n d st a n d ar d d e vi at i ons. R a c e, g e n d er, Fi t z p atri c k p h ot ot yp e a n d Gl o g a u p h ot o a gi n g 
t yp e will b e s u m m ari z e d b y pr o d u ct gr o u p usi n g fr e q u e n c y c o u nts a n d p er c e nt a g es. 

9 . 3.2. P ri m a r y A n al ysis( es)

D es cri pt i v e st atisti cs ( N, %, 9 5 % c o nfi d e n c e i nt er v als) will b e us e d t o s u m m ari z e t h e 
pr o p orti o n of  s u bj e cts i n e a c h pr o d u ct gr o u p wit h a f a v or a bl e E v al u at or gl o b al 
ass ess m e nt of t ol er a n c e. T h e pr o p orti o ns m a y als o b e c o m p ar e d b et w e e n pr o d u ct 
gr o u ps usi n g C hi -s q u ar e t est , a n d diff er e n c e i n pr o p orti o n a n d 9 5 % c o nfi d e n c e 
i nter v al .

9 . 3.3. S e c o n d a r y A n al ysis( es)

C h a n g es fr o m b as eli n e i n t h e E v al u at or , S u bj e ct s elf -ass ess m e nt a n d i nstr u m e nt al 
e n d p o i nts will b e t a b ul at e d b y pr o d u ct gr o u p a n d s u m m ari z e d d es cri pt i v el y usi n g 
m e a ns, st a n d ar d d e vi at i ons a n d 9 5 % c o nfi d e n c e i nt er v als a n d ass e s s e d f or 
sig nifi c a n c e ( diff er e nt fr o m z er o) usi n g t -t ests or Wil c o x o n si g n e d r a n k t ests 
d e p e n d e nt u p o n t h e distri b ut i on of t h e d at a. 

Diff er e n c es b et w e e n pr o d u ct gr o u ps i n t h e m e a n c h a n g es fr o m b as eli n e i n E v al u at or , 
S u bj e ct s elf- ass ess m e nt a n d i nstr u m e nt al  e n d p oi nts will als o b e e x pl or e d usi n g t -t ests 
or Wil c o x o n r a n k s u m t ests a n d s u m m aris e d usi n g 9 5 % c o nfi d e n c e i nt er v als. 

9 . 3.4. S af et y A n al ysis( es)

A d v ers e e v e nts will b e t a b ul at e d b y  pr o d u ct gr o u p a n d list e d f or i ns p e ct i on.

1 0 . S T U D Y G O V E R N A N C E C O N SI D E R A TI O N S

1 0 . 1. P o sti n g of I nf o r m ati o n o n P u bli cl y A v ail a bl e Cli ni c al T ri als 
R e gi st e r s

St u d y  inf or m at i on fr om t his pr ot o c ol will b e p ost e d o n p u bli cl y a vail a bl e cli ni c al tri al 
r e gist ers b ef or e e nr o ll m e nt of s u bj e cts b e gi ns.

1 0. 2. R e g ul at o r y a n d Et hi c al C o nsi d e r ati o ns, I n cl u di n g t h e I nf o r m e d 
C o ns e nt

T h e st u d y  will b e c o n d u ct e d i n a c c or d a n c e wit h all a p pli c a bl e r e g ul at or y 
r e q uir e m e nt s, a n d wit h G S K p oli c y.
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T h e st u d y  will als o b e c o n d u ct e d i n a c c or d a n c e wit h I C H Go o d Cli ni c al Pr a ct i c e 
( G C P), all a p pli c a bl e s u bj e ct pri v a c y r e q uir e m e nts, a n d t h e g ui di n g pri n ci pl es of t h e 
c urr e nt v ersi o n of t h e D e cl ar at i on of H elsi n ki.  T his i n cl u d es, b ut is n ot li mit e d t o, t h e 
f oll owi n g:

 B ef or e i nit i ati n g a tri al, t h e i n v esti g at or/in sti t utio n s h o ul d h a v e wri tt e n a n d 
d at e d a p pr o v al/f a v or a bl e o pi ni o n  fr o m t h e I E C f or t he tri al pr ot o c ol  (i n cl u di n g 
a m e n d m e nt s), wri tt e n i nf or m e d c o ns e nt f or m, c o ns e nt f or m u p d at es, s u bj e ct 
r e cr uit m e nt pr o c e d ur es ( e. g., a d v ertis e m e nts), i n v esti g at or br o c h ure/ s af et y 
st at e m e nt (i n cl u di n g a n y u p d at es) a n d a n y ot h er writt e n i nf or m at i on t o b e 
pr o vi d e d t o s u bj e ct s. A l ett er or c ertifi c at e of a p pr o v al will b e s e nt b y  t h e 
i n v esti g at or t o t h e s p o ns or pri or t o i niti ati on of t h e st u d y , a n d als o w h e n 
s u bs e q u e nt a m e n d m e nt s t o t h e pr ot o c ol ar e m a d e.

 Si g n e d i nf or m e d c o ns e nt  t o b e o bt ai n e d f or e a c h s u bj e ct b ef or e p arti ci p ati o n 
i n t h e st u d y ( a n d for a m e n d m e nts as a p pli c a bl e)

 I n v esti g at or r e p orti n g r e q uir e m e nts ( e. g. r e p orti n g of A Es/ S A Es/ pr ot o c ol 
d e vi at i ons t o I E C)

 G S K will pr o vi d e f ull d et ails of t h e a b o v e pr o c e d ur es, eit h er v er b all y, i n 
wri ti n g, or b ot h.

1 0. 3. Q u alit y C o nt r ol ( St u d y M o nit o ri n g)

I n a c c or d a n c e wit h a p pli c a bl e r e g ul ati o ns i n cl u di n g G C P, a n d G S K pr o c e d ur es, G S K 
or d e si g n e e (i . e. t hir d p art y ve n d or) m o ni t or s will c o nt a ct t h e sit e prior t o t h e st art of 
t he st u d y  t o r e vi e w wit h t h e site st aff t h e pr ot o c ol, st u d y  r e q uir e m e nts, a n d t h eir 
r es p o nsi biliti es t o s atisf y r e g ul at or y, et hic al, a n d G S K r e q uir e m e nts.

W h e n r e vi e wi n g d at a c oll e ct i on pr o c e d ur es, t h e dis c ussi o n will i n cl u d e i d e nt ifi c ati o n, 
a gr e e m e nt a n d d o c u m e nt ati o n of  d at a it e ms for w hi c h t h e e C R F will s er v e as t h e 
s o ur c e d o c u m e nt.

G S K or d esi g n e e will m o nit or t h e st u d y  a n d sit e a cti vit y t o v erif y t h at t h e:
 D at a ar e a ut h e nti c, a c c ur at e, a n d c o m pl et e.
 S af et y a n d ri g ht s of  s u bj e cts ar e b ei n g pr ot e ct e d.
 St u d y  is c o n d u ct e d i n a c c or d a nc e wi t h t h e c urr e ntl y a p pr o v e d pr ot o c ol a n d 

a n y ot h er st u d y  a gr e e m e nts, G C P, a n d all a p pli c a bl e r e g ul at or y r e q uir e m e nts.

T h e e xt e nt a n d n at ur e of m o nit ori n g will b e d es cri b e d i n a writt e n m o nit ori n g pl a n o n 
fil e at G S K C H. T h e i n v est i g at or ( or d esi g n e e) a gr e es t o all o w t h e m o nit or dir e ct 
a c c ess t o all r el e v a nt d o c u m e nts a n d a gr e es t o c o- o p er at e wi t h t h e mo ni t or t o e n s ur e 
t hat a n y  pr o bl e ms d et e ct e d i n t h e c o urs e of t h es e m onit ori n g visits ar e r es ol v e d.
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1 0. 4. Q u alit y A s s u r a n c e

T o e ns ur e c o m pli a n c e wit h G C P a n d all a p pli c a bl e r e g ul at or y  r e q uir e m e nts, G S K 
m a y c o n d u ct a q u alit y ass ur a n c e ass ess m e nt a n d/ or a u dit of t h e sit e r e c or ds, a n d t h e 
r e g ulat or y  a g e n ci e s m a y c o n d u ct a r e g ulat or y  in s p e cti o n at a n y  tim e d uri n g or aft er 
c o m pl et i on of t h e st u d y . 

I n t h e e v e nt of a n ass e s s m e nt, a u dit or i ns p e cti on, t h e i n v est i g at or ( a n d i nstitut i on) 
m ust a gr e e t o gr a nt t h e a d vis or(s), a u dit or(s) a n d i ns p e ct or(s) dir e ct a c c ess t o all 
r ele v a nt d o c u m e nts a n d t o all o c at e t h eir ti m e a n d t h e ti m e o f t hei r st aff t o dis c uss t h e 
c o n d u ct of t h e s t u d y, a n y fi n di n g s/r el e v a nt iss u es a n d t o i m pl e m e nt a n y c orr e ctiv e 
a n d/ or pr e v e nt ati v e a ct i ons t o a d dr ess a n y fi n di n gs/iss u es i d e nt ifi e d.

T h e s p o ns or will b e a v ail a bl e t o h el p i n v esti g at ors pr e p ar e f or a n i ns p e cti o n.

1 0. 5. C o n diti o n s f o r T e r mi n ati n g t h e St u d y

U p o n c o m pl et i on or pr e m at ur e dis c o nt i n u ati on of t h e st u d y , t h e G S K C H mo ni t or will 
c o n d u ct sit e cl os ur e a cti vit i es wit h t h e i n v esti g at or or sit e st aff, as a p pr o pri at e, i n 
a c c or d a n c e wit h a p pli c a bl e r e g ul at i ons i n cl u di n g G C P, a n d G S K C H St a n d ar d 
O p er ati n g Pr o c e d ur es.

B ot h G S K C H a n d t h e I n v est i g at or r es er v e t h e ri g ht t o t e m p or aril y s us p e n d or 
pr e m at ur el y  dis c o nti n u e t his st u d y at a n y tim e f or r e as o ns i n cl u di n g, b ut n ot li mit e d 
t o, s af ety or et hi c al iss u es or s e v er e n o n -c o m p li a n c e. F or m ulti c e nt er st u dies (if 
a p pli c a bl e), t his c a n o c c ur at o n e or m or e or at all sit es.  

If t h e trial  is pr e m at ur el y t er mi n at e d or s us p e n d e d f or a n y r e as o n, t h e i n v esti g at or sit e 
s h o uld pr o m pt l y i nf or m t h e tri al s u bj e cts a n d s h o ul d ass ur e a p pr o pri at e t h er a p y/ 
f oll ow- u p f or t h e s u bj e cts. W h er e r e q uir e d b y  t h e a p pli c a bl e r e g ul at or y r e q uir e m e nt s, 
G S K C H s h o ul d i nf or m t h e r e g ul at or y  a ut h orit y(ie s). 
I n a d diti on: 

1. If t he i n v esti g at or t er mi n at es or s us p e n ds a tri al wit h o ut pri or a gr e e m e nt of 
G S K C H, t h e i n v esti g at or sit e s h o ul d pr o m pt l y i nf or m t h e s p o ns or a n d t h e 
I E C, a n d s h o ul d pr o vi d e t h e s p o ns or a n d t h e I E C a d et ail e d writt e n 
e x pl a n at i on of t h e t er mi n at i on or s us p e nsi o n.

2. If t h e G S K C H t er mi n at es or s us p e n ds a tri al, t h e i n v esti g at or s h o ul d pr o m pt l y 
i nf or m t h e I E C a n d pr o v i de t h e I E C a d et ail e d writt e n e x pl a n at i on of t h e 
t er mi n ati o n or s us p e nsi on. 

3. If t h e I E C t er mi n at es or s us p e n ds its a p pr o v al/f a v or a bl e o pi ni on of a tri al , t h e 
i n v esti g at or s h o ul d pr o m ptl y n otif y  t h e G S K C H a n d pr o vid e G S K C H wi t h a 
d et ail e d writt e n e x pl a n at io n of  t h e t er mi n ati on or s us p e nsi o n.
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1 0. 6. R e c o r ds R et e nti o n

F o ll owi n g cl os ur e of t h e st u d y , t h e i n v esti g at or m ust m ai nt ai n all sit e st u d y r e c or ds 
( e x c e pt f or t h os e r e q uir e d b y l o c al r e g ul ati o ns t o b e m ai nt ai n e d els e w h er e), i n a s af e 
a n d s e c ur e l o c ati o n.  

T h e r e c or ds (st u d y / sit e mast er fil e) m ust b e m ai nt ai n e d t o all o w e as y  a n d ti m el y 
r etrie v al , w h e n n e e d e d ( e. g., f or a G S K a u dit or r e g ul at or y ins p e ct i on) a n d m ust b e 
a v ail a bl e f or r e vi e w i n c o nj u n ct i on wi t h ass ess m e nt of t h e f a cility,  s u p p orti n g 
s y st e ms, a n d r e l ev a nt si t e st aff.

W h er e p er mitt e d b y  lo c al  la w s/r e g ul at i ons or i nstit uti o n al p o li c y, s om e or all o f t hes e 
r e c or ds c a n b e m ai nt ai n e d i n a f or m at ot h er t h a n h ar d c o p y ( e. g., mi cr ofi c h e, s c a n n e d, 
el e ctr o ni c); h o w e v er, c a uti o n n e e ds t o b e e x er cis e d b ef or e s u c h a ct i on is t a k e n. 

T h e i n v est i g at or m ust e ns ur e t h at all r e pr o d u cti o ns ar e l e gi bl e a n d ar e a tr u e a n d 
a c c ur at e c o p y  of t h e origi n al  a nd m e et a c c essi bilit y a n d r etri e v al  st a n d ar ds, i n cl u di n g 
r e-g e n er ati n g a h ar d c o p y , if r e q uir e d.  F urt h er mor e, t h e i n v es tig at or m ust e ns ur e 
t her e is a n a c c e pt a bl e b a c k -u p of  t h es e r e pr o d u cti o ns a n d t h at a n a c c e pt a bl e q u ality 
c o ntr ol  pr o c ess e xists f or m a ki n g t h es e r e pr o d u cti o ns.

T h e i n v est i g at or m ust ass ur e t h at t h e s u bj e ct’s a n o n y mity will  b e mai nt ai n e d.  O n
e C R F s or ot h e r d o c u m e nts s u b mitt e d t o G S K C H, s u bj e cts s h o ul d n ot b e i d e ntifi e d b y 
t hei r n a m es or i niti als, b ut b y a n id e nt ifi c ati on c o d e. T h e i n v est i g at or s h o ul d k e e p a 
s e p ar at e l o g of s u bj e cts’ c o d es, n a m es a n d a d dr ess es.  D o c u m e nts n ot f or s u b missi o n 
t o G S K C H, e. g. su bj e cts’ writt e n c o ns e nt f or ms, s h o ul d b e m ai nt ai n e d b y t h e 
i n v esti g at or i n stri ct c o nfi d e n c e.

G S K will i nf or m t h e i n v est i g at or of t h e ti m e p eri o d f or r et ai ni n g t h es e r e c or ds t o 
c o m pl y  wit h all a p pli c a bl e r e g ulat or y  r e q uir e m e nts ( G S K C H r e c o m m e n ds t h at 
d o c u m e nts b e k e pt f or 1 0 y e ars). T h e i n v est i g at or is als o r e q uir e d t o k e e p s u bj e ct 
i d e ntifi c ati on c o d es o n fil e f or at l e ast 1 5 y e ars aft er c o m pl et i on or di s c o nt i n u ati on of 
t he st u d y . T h e mi ni m u m r et e nti on ti m e will m e et t h e stri ct est st a n d ar d a p pli c a bl e t o 
th at sit e f or t h e st u d y, as di ct at e d b y a n y i nst ituti o n al  r e q uir e m e nt s or lo c al  la w s or 
r e g ulat i ons, G S K st a n d ar ds/ pr o c e d ur es, a n d/ or i nstit ut i on al r e q uir e m e nts.  

N o st u d y  d o c u m e nt s h o ul d b e d estr o ye d wi t ho ut a pri or wri tt e n a gr e e me nt b et w e e n 
G S K C H a n d t h e i n v est i g at or. T h e i n v esti g at or m ust n otif y G S K of a n y c h a n g es i n t h e 
ar c hi v al arr a n g e m e nts, i n cl u di n g, b ut n ot li mit e d t o, ar c hi v al at a n off -sit e fa cili t y or 
tr a nsf er of o w n ers hi p of t h e r e c or ds i n t h e e v e nt t h e i n v esti g at or is n o l o n g er 
a s s o ci at e d wi t h t he si t e.
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1 0. 7. P r o vi si o n of St u d y R es ults t o I n v esti g at o rs, p osti n g of 
I nf o r m ati o n o n P u bli cl y A v ail a bl e Cli ni c al T ri als R e gist e rs a n d 
P u bli c ati o n

W h er e r e q uir e d b y a p pli c a bl e r e g ul at or y  r e q uir e m e nts, a n i n v esti g at or si g n at or y will 
b e i d e ntifi e d f or t h e a p pr o v al of t h e cli ni c al st u d y r e p ort.  T h e i n v esti g at or will b e 
pr o vi d e d r e as o n a bl e a c c ess t o st atist i c al t a bl es, fi g ur es, a n d r el e v a nt r e p orts a n d will 
h a v e t h e o p p ort u ni t y t o r e vi e w t h e c o m pl et e st u d y r e s ult s at a G S K sit e or ot h er 
m ut u all y -a gr e e a bl e l o c ati o n.

G S K will als o pr o vi d e t h e i n v est i g at or wit h t h e f ull s u m m ar y of t he st u d y  r e s ult s.  
T h e i n v est i g at or is e n c o ur a g e d t o s h ar e t h e s u m m ar y r es ults wit h t h e st u d y s u bj e ct s, 
a s a p pr o pri at e.

T h e pr o c e d ur es a n d ti mi n g f or p u bli c dis cl os ur e of t h e r es ults s u m m ar y a n d f or 
d e v el o p m e nt of a m a n us cri pt f or p u bli c at i on will b e i n a c c or d a n c e wit h G S K P oli c y.

A m a n us cri pt will b e pr o gr ess e d f or p u bli c at i on i n t he s ci e nt ifi c lit er at ur e if t h e 
r e s ult s pr o vid e i m p ort a nt s ci e nt ifi c or m e di c al k n o wl e d g e.
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1 1 . R E F E R E N C E S

H at c h er R A, Tr uss ell J, N els o n A L, C at es W Jr, St e w art F, K o w al D, e dit ors. 
C o ntr a c e pti v e T e c h n o l og y . 1 9t h e ditio n. N e w Y or k: Ar d e nt M e di a, 2 0 0 7 ( b):2 8
I C H T o pic 6 G ui d eli n e f or G o o d Cli ni c al Pr a ct i c e C P M P/I C H/ 1 3 5/ 9 5 1 7t h J ul y 1 9 9 6
W o rld M e di c al A s s o ci at i on D e cl ar ati o n of H elsi n ki, 5 9t h G e n er al Ass e m bl y, S e o ul 
2 0 0 8
S uli m o vi c L, Li c u D, L e d o E, N a e y a ert J M, Pi g att o P, T z er mi as C, V as q u e z D o v al J,
D u p u y  P, D er m at ol S ur g., 2 0 0 2; 2 8 ( 5): 4 1 5- 4 1 8
S c h al k a S, A g el u n e C M, N o g u eir a A T, A br e u F F , S ur g C os m et D er m at ol., 
2 0 1 3; 5( 4): 3 3 7 - 3 4 3
N ar ur k ar V A, B e er L R, C o h e n J L, J o ur n al of C os m eti c a n d L as er T h er a p y , 
2 0 1 0; 1 2: 2 8 8 – 2 9 5
Ki m J M, Ki m WI, K o H C, Ki m M, Ki m B S, J o ur n al of t h e E ur o p e a n A c a d e m y of 
D er m at ol o g y a n d V e n er e ol o g y , 2 0 1 6. D OI: 1 0. 1 1 1 1/j d v. 1 3 7 5 0
Mi ni m all y I n v asi v e Pr o c e d ur es f or F a ci al R ej u v e n ati o n, Gi us e p p e G u erri er o a n d 
L a ur a D el R e g n o,  O ct o b er, 2 0 1 4 ( O MI C S Gr o u p e B o o ks)
S h ar a d J. Cli ni c al, C os m e ti c a n d I n v esti g ati o n al D er m at ol o g y 2 0 1 3; 6: 2 8 1 – 2 8 8
P eri ć S, B u b a nj M, B u b a nj S, J a n či ć S. J B asi c M e d S ci. 2 0 1 1; 1 1( 1): 5 2 – 5 7
Vi s h al B, R a o S S, P a vit hr a S, S h e n oy M M. J C ut a n A est h et S ur g. 2 0 1 2; 5( 1): 5 8 – 5 9
R o gi er s V, S ki n P h ar m a c o l A p pl S ki n P h ysi o l 2 0 0 1; 14: 1 1 7 – 1 2 8
B er ar d es c a E, S ki n R es e ar c h a n d T e c h n ol o g y  1 9 9 7; 3( 2): 1 2 6- 1 3 2
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1 2 . A P P E N DI C E S

1 2 . 1. A p p e n di x 1 - A b b r e vi ati o ns a n d T r a d e m a r ks

A b b r e vi ati o ns

A E A d v ers e E v e nt
A H A Al p h a H y dr o x y  Aci d
A N VI S A A g ê n ci a N a ci o n al d e Vi gil â n ci a S a nit ári a
C D C o m p a ct Di s c
e C R F El e ctr o ni c C a s e R e p ort F or m
E D C El e ctr o ni c D at a C a pt ur e
E E M C O Effi c a c y M e as ur e m e nt of C os m et i cs a n d Ot h er T o pi c al Pr o d u cts
g Gr a m s
G A Gl y c o li c A ci d
G C P G o o d Cli ni c al Pr a ct i c e
G S K C H Gl a x o S mi t hKli n e C o ns u m er H e alt h c ar e
h H o ur s
I C H I nt er n ati o n al C o nf er e n c e o n H ar m o ni z at i on of T e c h ni c al R e q uir e m e nts 

f or R e gistr atio n of  P h ar m a c e uti c als f or H u ma n U s e
I C F I nf or me d C o ns e nt F or m
I E C I n d e p e n d e nt Et hi cs C o m mitt e e
I T T I nt e nti o n t o Tr e at
L S L V L ast -S u bj e ct, L ast Visit
M e d D R A M e di c al Di ct i on ar y f or R e g ul at or y  A cti viti es
mi n Mi n ut es
O T C O v er t h e C o u nt er
PII P ers o n all y I d e nt ifi a bl e I nf or m ati on
P P P er Pr ot o c ol
S A E S eri o us A d v ers e E v e nt
S A P St ati st i c al A n al ysis Pl a n
S P F S u n Pr ot e cti o n F a ct or
T E W L Tr a ns e pi d er m al W at er L oss
T M F Tri al M ast er Fil e
U V Ul tr a viol et

T r a d e m a r k I nf o r m ati o n

T r a d e m a r ks of t h e Gl a x o S mit h Kli n e g r o u p of c o m p a ni es:
P h ysi o g el
S u n M a x
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T r a d e m a r ks n ot o w n e d b y t h e Gl a x o S mit h Kli n e g r o u p of c o m p a ni es:
Si m pl e

1 2. 2 . A p p e n di x 2 - Fit z p at ri c k S ki n T y p e

T y p e D es c ri pti o n

I Al w a ys b ur ns, n e v er t a ns

II us u all y b ur ns, t a ns mi ni m all y
III s o m eti m es mil d b ur n, t a ns u nif or ml y ( cr e a m w hit e; f air wit h a n y h air or 

e y e c ol or)
I V b ur ns mi ni m all y, al w a ys t a ns w ell  ( mo d er at e br o w n)
V v er y  r ar el y bur n s, t a n s v er y  e asil y ( d ar k br o w n)
VI N e v er b ur ns, n e v er t a ns ( d e e pl y pi g m e nt e d d ar k br o w n t o d ar k est 

br o w n)

1 2. 3 . A p p e n di x 3 - Gl o g a u P h ot o a gi n g S c al e

G r o u p Cl assifi c ati o n S ki n C h a r a ct e risti cs

I Mil d E arl y P h ot o a g i n g: mil d pi g m e nt c h a n g es, n o k er at osis, 

mi ni m al wri n kl es, mi ni m al or n o m a k e u p

II M o d er at e E arl y t o M o d er at e P h ot o a gi n g: E arl y  br o w n s p ots visi bl e, 

k er at osis p al p a bl e b ut n ot visi bl e, p ar all el s mil e li n es b e gi n 

t o a p p e ar, w e ars s o m e f o u n d ati o n

III A d v a n c e d A d v a n c e d P h ot o a gi n g: O b vi o us dis c o l or ati o ns, visi bl e 

c a pill ari es (t el a n gi e ct asi as), visi bl e k er at osis, w e ars h e a vi er 

f ou n d at i on al w a ys

I V S e v er e S e v er e P h ot o a gi n g: Y ell o w -gr a y  s ki n c olor, pri or s ki n 

m ali g n a n ci es, wri n kl es t hr o u g h o ut - n o n or m al  s ki n, c a n n ot 

w e ar m a k e u p b e c a us e it c a k es a n d cr a c ks

1 2. 4 . A p p e n di x 4 - E x cl u si o n C rit e ri a f o r R e vi e w at Visit 2 a n d 3

1. P R E G N A N C Y
W o m e n w h o ar e k n o w n t o b e pr e g n a nt or w h o ar e i nt e n di n g t o b e c o m e pr e g n a nt o v er 
t he d ur ati o n of t h e st u d y .



2. B R E A S T -F E E DI N G
W o m e n w h o ar e br e ast -f e e di n g.
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3. C O N C U R R E N T M E DI C A TI O N/ M E DI C A L HI S T O R Y 

A. A ct i v e s ki n dis e as e or o p e n w o u n d i n t h e t est ar e a.

E. M ol es, t att o os , s c ars, irrit at e d s ki n, h airs, et c. at t h e t est ar e a t h at c o ul d 

i nfl u e n c e t h e i n v esti g ati o n. 

9. S T U D Y M A T E RI A L S E N SI TI VI T Y T E S T
A s c or e of “ S e v er e ” f or a n y  D er m at olo gi st or S u bj e ct S elf-Ass ess e d e n d p o i nt at a n y 
ti m e f or t h e st u d y mat eri al s e n si tivit y t est. 
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