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P R O T O C O L S U M M A R Y  

Titl e:  P ati e nt -r e p ort e d O ut c o m e s f or S ar e c y cli n e Eff e cti v e n e s s a n d 
S af et y ( P R O S E S).  

P r é ci s:  A pr o s p e cti v e c o h ort st u d y of p ati e nt s wit h a c n e v ul g ari s ( A V) 
tr e at e d wit h s ar e c y cli n e a n d f oll o w e d f or 1 2 w e e k s p o st 
tr e at m e nt-i niti ati o n. P ati e nt R e p ort e d O ut c o m e s ( P R O s) a n d 
cli ni c al pr ofil e of p ati e nt s will b e g at h er e d f or d e s cri pti v e 
a n al y s e s of p ati e nt o ut c o m e s o v er t h e 1 2 w e e k st u d y 
o b s er v ati o n p eri o d.  

O bj e cti v e s:  E v al u at e P R O s a n d cli ni ci a n r e p ort e d o ut c o m e s a m o n g 
p ati e nt s wit h m o d er at e t o s e v er e n o n -n o d ul ar A V w h o ar e 
pr e s cri b e d s ar e c y cli n e i n cli ni c al pr a cti c e s etti n g s i n t h e U. S.  

 Pri m ar y :  E v al u at e P R O s r el at e d t o A c n e s y m pt o m s a n d 
i m p a ct. 

 S e c o n d ar y:  E v al u at e s ar e c y cli n e tr e at m e nt eff e cti v e n e s s, i n 
t er m s of I G A of A V s e v erit y o n t h e f a c e.  

A d diti o n al : E v al u at e cli ni ci a n s ati sf a cti o n wit h s ar e c y cli n e 
tr e at m e nt, s ar e c y cli n e s af et y/t ol er a bilit y, a n d c o n c or d a n c e i n 
p er c e pti o n of f a ci al A V s e v erit y a m o n g cli ni ci a n s a n d p ati e nt s.  

P o p ul ati o n:  T hr e e h u n dr e d ( 3 0 0) p ati e nt s of a g e > 9 y e ar s at t h e ti m e of 
i niti ati o n of tr e at m e nt wit h s ar e c y cli n e fr o m cli ni c al pr a cti c e s 
a cr o s s t h e U. S. F or p e di atri c p ati e nt s, t h eir p ar e nt s/pri m ar y 
c ar e gi v er s will al s o b e r e cr uit e d.  

N u m b e r of Sit e s:  M a xi m u m of fift y sit e s will b e r e cr uit e d. 

D ur ati o n of 
T r e at m e nt  

1 2 w e e k s . 

St u d y Dr u g & 
M o d e of 
A d mi ni str ati o n  

S e y s ar a ® t a bl et s; 6 0 m g, 1 0 0 m g, 1 5 0 m g, pr o vi di n g a d o s e of 
a p pr o x. 1. 5 m g/ k g/ d a y; or al. C o m m er ci al s u p pl y of m e di c ati o n 
m a y b e s u p pli e d t o cli ni c al sit e s/ S u bj e ct s f or t h e d ur ati o n of t h e  
st u d y.  

St u d y D ur ati o n:  A p pr o xi m at el y e i g ht e e n m o nt h s of st u d y  d ur ati o n , i n cl u di n g 
st u d y s et -u p, 1 2 w e e k s of s u bj e ct o b s er v ati o n p eri o d a n d st u d y 
cl o s e o ut f oll o w e d b y st u d y d at a a n al y s e s.  
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* S u bj e ct s cr e e ni n g c o ul d b e d o n e vi a p h o n e, pri or t o S u bj e ct’ s vi sit t o t h e cli ni c; or it c o ul d b e c o m bi n e d 

wit h E n c o u nt er # 1 ( b a s eli n e d at a c oll e cti o n).  

C li ni ci a ns  s h all pr e s cri b e s ar e c y cli n e ( S e y s ar a ®) t o eli gi bl e S u bj e ct s p er o w n cli ni c al j u d g e m e nt a n d 

m a n a g e t h e m a s t h e y n or m all y w o ul d, i n cli ni c al pr a cti c e .

Fi n al d e s cri pti v e 

st u d y d at a a n al y s e s  

8 -w e e k f oll o w -u p  a s s e s s m e nt  wit h S u bj e ct s a n d Sit e I n v e sti g at or s  

( e n c o m p a s s e s s el e ct P R O s, A V s e v erit y, & a d v er s e e v e nt s)  

S cr e e n *  p ot e nti al st u d y p arti ci p a nt s.  

C o nfir m S u bj e ct eli gi bilit y, O bt ai n I nf or m e d C o n s e nt/ A s s e nt.  

B a s eli n e d at a c oll e cti o n fr o m S u bj e ct s & Sit e I n v e sti g at or s   
( e n c o m p a s s e s d e m o gr a p hi c s, cli ni c al c h ar a ct eri sti c s, c o n c o mit a nt m e d s, P R O s, 

p er c e pti o n s, s ati sf a cti o n, A V s e v erit y & a d v er s e e v e nt s)  

4 -w e e k f oll o w -u p  a s s e s s m e nt  wit h S u bj e ct s a n d Sit e I n v e sti g at or s  

( e n c o m p a s s e s s el e ct P R O s, A V s e v erit y, & a d v er s e e v e nt s)  

 

1 2 -w e e k f oll o w -u p  a s s e s s m e nt  wit h S u bj e ct s a n d Sit e I n v e sti g at or s  

( e n c o m p a s s e s P R O s, p er c e pti o n s, A V s e v erit y, c o n c o mit a nt m e d s & a d v er s e 

e v e nt s)  
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1  P R O S E S S T U D Y R A TI O N A L E  

G e n er al u n d erst a n di n g of a c n e i m p a ct o n diff er e nt as p e cts of p ati e nt H R Q o L is still e v ol vi n g. A 

r e al-w orl d st u d y l e v er a gi n g v ali d at e d H R Q o L i nstr u m e nts s u c h  as A SI S q u esti o n n air e a n d t h e 

c o m pli m e nt ar y n o v el E x p ert P a n el Q u esti o n n air e (E P Q; d e v el o p e d usi n g m o difi e d d el p hi 

m et h o d)  c o ul d h el p p ortr a y a br o a d er pi ct ur e of i m p a ct of a c n e  o n p e di atri c a n d a d ult p ati e nt 

H R Q o L.  F urt h er, ass essi n g t h e i m p a ct of s ar e c y cli n e tr e at m e nt  o n a c n e p ati e nt o ut c o m es, 

i n cl u di n g p ati e nt H R Q o L, i n r e al-w orl d  c o m m u nit y pr a cti c e s etti n gs c o ul d hi g hli g ht t h e 

h u m a nisti c  a n d cli ni c al b e n efits  ass o ci at e d t h is n arr o w -s p e ctr u m a nti bi oti c tr e at m e nt o pti o n. 

2  P R O S E S S T U D Y O B J E C TI V E S  

2. 1  St u d y O bj e cti v e s  

T h e pri m ar y o bj e cti v e  of t h e st u d y is t o e v al u at e P R Os i n t er ms of h e alt h r el at e d q u alit y of lif e 

( H R Q o L) a m o n g p ati e nts wit h m o d er at e t o s e v er e n o n -n o d ul ar A V w h o ar e a d mi nist er e d 

s ar e c y cli n e i n r e al -w orl d c o m m u nit y pr a cti c e s etti n gs i n t h e  U. S.  T h e s e c o n d ar y o bj e cti v e is t o 

e v al u at e eff e cti v e n ess of s ar e c y cli n e tr e at m e nt, m e as ur e d b y I n v esti g at or Gl o b al Ass ess m e nt 

(I G A) of A V s e v erit y  o n t h e f a c e .  

 

T h e a d diti o n al st u d y o bj e cti v es  i n cl u d e t h e f oll o wi n g e v al u ati o ns a m o n g st u d y S u bj e cts  a n d S it e 

In v esti g at ors * : 

•  I n v esti g at or s ati sf a cti o n wit h t h eir s ar e c y cli n e tr e at m e nt  o ut c o m es . 

•  S af et y a n d t ol er a bilit y  of s ar e c y cli n e . 

•  C o m p aris o n of I n v esti g at or a n d S u bj e ct p er c e pti o ns of A V s e v erit y.  

 
N ot e: D er m at ol o gi st s ar e e x p e ct e d t o pr e d o mi n a ntl y c o n stit ut e t h e Sit e I n v e sti g at or c at e g or y, w hil e a f e w  p h y si ci a n 

a s si st a nt s a n d n ur s e pr a ctiti o n er s m a y b e  i n cl u d e d i n t h e st u d y, r efl e cti n g t h e r o uti n e c ar e m a n a g e m e nt of a c n e i n 

c o m m u nit y pr a cti c e s etti n g s.  
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2. 2  St u d y E n d P oi nt s  

T h e pri m ar y e n d p oi nt of t h e st u d y will b e t h e P R Os , i n t er ms of s elf-p er c ei v e d a c n e s y m pt o m s  

a n d i m p a ct of a c n e o n e m oti o n al f u n cti o ni n g , s o ci al f u n cti o ni n g a n d a cti viti es of d ail y li vi n g, at 

W e e k  1 2.  

T h e s e c o n d ar y e n d p oi nt will b e t h e p r o p orti o n of S u bj e cts  wit h F a ci al I G A s u c c ess at W e e k 1 2 , 

d efi n e d as a 2 -p oi nt d e cr e as e i n I G A s c or e fr o m b as eli n e a n d a s c or e of 0 ( cl e ar) or 1 ( al m ost 

cl e ar ). 

 

A d diti o n al e n d p oi nt s of t h e st u d y will i n cl u d e: 

•  Pr o p orti o n of S u bj e cts  f or w h o m Sit e I n v esti g at or r e p ort e d ‘ v er y s ati sfi e d’ or ‘s ati sfi e d’ 

i n t h e q u esti o n o n gl o b al s ati sf a cti o n wit h s ar e c y cli n e tr e at m e nt , at W e e k 1 2.  

•  D es cri pti o n of c h a n g es i n P R Os fr o m b as eli n e , at W e e k 1 2. 

•  Fr e q u e n c y of d o c u m e nt e d a d v ers e e v e nts ( A Es) a n d s e v er e a d v ers e e v e nts ( S A Es) d uri n g 

t h e 1 2-w e e k st u d y o bs er v ati o n p eri o d.  

•  C o m p aris o n of S u bj e ct p er c e pti o n a n d Sit e I n v esti g at or p er c e pti o n of A V s e v erit y , at 

W e e k 1 2 . 

 

3  S T U D Y D E SI G N  

 

T his is a si n gl e-ar m , pr o s p e cti v e  c o h ort st u d y w hi c h will e nr oll p ati e nts wit h m o d er at e t o s e v er e 

a c n e v ul g aris ( A V) w h o ar e pr es cri b e d s ar e c y cli n e i n r e al -w orl d c o m m u nit y pr a cti c e s i n t h e U. S . 

C ar e gi v ers als o e nr oll e d  i n t h e st u d y, i n c as e of p e di atri c p ati e nts. St u d y S u bj e cts  w er e f oll o w e d 

f or u p t o 1 2 w e e ks p ost -i n d e x d at e ( wit h t h e ‘i n d e x-d at e ’ d efi n e d as t h e d at e of i niti ati o n of 

s ar e c y cli n e) . St u d y S it e In v esti g at ors a n d S u bj e ct s  c o m pl et e d  o nli n e s ur v e ys at b as eli n e ( at ti m e 

of st u d y e nr oll m e nt) a n d at w e e ks 4, 8  a n d 1 2, p ost -i n d e x d at e. 

 

T his st u d y e nt ail e d  pr o visi o n of s ar e c y cli n e tr e at m e nt t o st u d y p arti ci p a nts. Sit e I n v esti g at ors 

d e ci d e d  o n w h o t o pr es cri b e s ar e c y cli n e  as p art of us u al c ar e , b as e d o n t h eir b est cli ni c al j u d g m e nt, 

pri or t o s u bj e ct r e cr uit m e nt . T h e st u d y is s p o ns or e d b y Al mir all, h er ei n aft er r ef err e d t o as t h e 
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S p o ns or. T h e st u d y is m a n a g e d b y A v a nt H e alt h, h er ei n aft er r ef err e d t o as t h e C o ntr a ct R es e ar c h 

Or g a ni z ati o n ( C R O).  

 

3. 1  S u bj e ct I n cl u si o n Crit eri a  

P ati e nt I n cl usi o n Crit eri a : I n or d er t o b e eli gi bl e t o p arti ci p at e i n t his st u d y, an i n di vi d u al  m ust 
m e et all of t h e f oll o wi n g crit eri a:  

•  M al e or f e m al e, a g e d 9 y e ars a n d a b o v e at t h e ti m e of st u d y r e cr uit m e nt. 

•  H as f a ci al n o n -n o d ul ar A V wit h I G A s c or e of m o d er at e ( 3) or s e v er e  ( 4). 

•  C o nsi d er e d as a p ot e nti al c a n di d at e f or s ar e c y cli n e tr e at m e nt  t o m a n a g e t h eir A V, p er 

cli ni c i a n’s j u d g m e nt. 

•  A bl e t o r e a d a n d writ e E n gli s h.  

•  Pr o vi d e c o ns e nt (i n c as e of a d ult p ati e nts) or ass e nt (i n c as e of p e di atri c p ati e nts) t o 

p arti ci p at e i n t h e st u d y . 

•  Willi n g t o c o m pl y wit h all st u d y pr o c e d ur es a n d b e a v ail a bl e f or t h e d ur ati o n of t h e st u d y.  

 

C ar e gi v er I n cl usi o n Crit eri a : I n or d er t o b e eli gi bl e t o p arti ci p at e i n t his st u d y, a n i n di vi d u al m ust 

m e et all of t h e f oll o wi n g crit eri a:  

•  M al e or f e m al e, a g e d 1 8 y e ars a n d a b o v e.  

•  A bl e t o r e a d a n d writ e E n gli s h.  

•  Pri m ar y c ar e gi v er of t h e st u d y -eli gi bl e p ati e nt . 

•  Pr o vi d e c o ns e nt t o p arti ci p at e i n t h e st u d y.  

•  Willi n g t o c o m pl y wit h all st u d y pr o c e d ur es a n d b e a v ail a bl e f or t h e d ur ati o n of t h e 

st u d y.  

 

3. 2  S u bj e ct E x cl u si o n Crit eri a  

A n i n di vi d u al  w h o m e ets a n y of t h e f oll o wi n g crit eri a w er e e x cl u d e d fr o m p arti ci p ati o n i n t hi s 

st u d y:  
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•  P ati e nts wit h a n y d er m at ol o gi c al or p h ysi c al c o n diti o n of  t h e f a c e t h at c o ul d i nt erf er e wit h 

t h e A V cli ni c al e v al u ati o ns . 

•  P ati e nts wit h a n y hist or y of all er g y t o t etr a c y cli n e -cl ass a nti bi oti cs, ps e u d o m e m br a n o us 

c oliti s or a nti bi oti c -ass o ci at e d c oliti s . 

•  P ati e nts wit h a n y k n o w n  r esist a n c e t o ot h er t etr a c y cli n es. 

•  P ati e nts c urr e ntl y tr e at e d wit h a n y of t h e f oll o wi n g: p e ni cilli n, or al r eti n oi ds  (i n cl. 

Is otr eti n oi n a n d a citr eti n ). 

•  A m o n g f e m al e S u bj e cts : C urr e ntl y pr e g n a nt, l a ct ati n g, or is pl a n ni n g a pr e g n a n c y d uri n g t h e 

st u d y p eri o d . 

•  P ati e nts or t h eir c ar e gi v ers ar e u n a bl e t o c o m pl y wit h t h e r e q uir e m e nts of t h e st u d y or 

p ati e nts w h o i n t h e o pi ni o n of t h e Sit e I n v esti g at or s h o ul d n ot p arti ci p at e i n t h e st u d y . 

•  P ati e nts f or w h o m m e di c al c h art is i n a c c essi bl e t o Sit e I n v esti g at ors t o c o m pl et e b as eli n e 

d at a c oll e cti o n . 

4  S T U D Y S C H E D U L E  & P R O C E D U R E S  

St u d y eli gi bl e p ati e nts w h o w e re c o nsi d er e d as c a n di d at es f or s ar e c y cli n e tr e at m e nt as p art of 

us u al c ar e A c n e m a n a g e m e n t w er e s cr e e n e d, c o n s e nt e d a n d r e cr uit e d i nt o t h e st u d y , f oll o w e d f or 

u p t o 1 2 w e e ks p ost -i n d e x d at e, e n c o m p assi n g f o ur disti n ct d at a c oll e cti o n e n c o u nt ers, n a m el y, 

b as eli n e, w e e k -4, w e e k -8 a n d w e e k -1 2 , p ost-i n d e x d at e. I n d e x d at e is t h e d at e of i niti ati o n of 

s ar e c y cli n e  tr e at m e nt ( at b as eli n e), w h e n t h e s u bj e ct w as pr es cri b e d s ar e c y c li n e. 

Diff er e nt d at a el e m e nts w er e c oll e ct e d fr o m Sit e I n v esti g at ors  a n d fr o m st u d y S u bj e cts  at t h es e 

d at a c oll e cti o n e n c o u nt er s, as o utli n e d  b el o w . F or p ati e nts of a g e 1 2 yrs a n d ol d er, a c n e p ati e nts 

t h e ms el v es c o m pl et ed  r el e v a nt P R O el e m e nts p erti n e nt t o st u d y e n d p oi nts, at all e n c o u nt ers; f or 

p ati e nts of a g e 9 -1 1 yrs, p ar e nts/ c ar e gi v ers of p e di atri c p ati e nts  c o m pl et e d  t h e P R O el e m e nts at 

all e n c o u nt ers , ser vi n g as a pr o x y, u p o n c o ns ulti n g wit h t h eir c hil d  o n q u esti o n r es p o ns es.  

T h e s c h e d ul e of e v e nts is s u m m ari z e d i n A p p e n di x A. 
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5  S T U D Y A S S E S S M E N T S  

P R Os  w er e ass ess e d wit h st u d y S u bj e cts . S ar e c y cli n e tr e at m e nt eff e cti v e n e ss w as ass ess e d b y 

tr e ati n g Sit e I n v esti g at or  usi n g I G A  s c or es . S af et y ass o ci at e d wit h s ar e c y cli n e w as e v al u at e d i n 

t er ms of a d v ers e e v e nts a n d A D Rs d uri n g t h e tr e at m e nt p eri o d. 

5. 1  P R O A s s e s s m e nt s   

A c o m bi n ati o n of a v ali d at e d q u esti o n n air e a n d a n a d h o c q u esti o n n air e pr e p ar e d vi a m o difi e d 

d el p hi p a n el c o ns e ns us m et h o d i n v ol vi n g d er m at ol o gist s, w er e us e d f or P R O ass ess m e nts.  

A SI S Q u esti o n n air e:  

T h e A SI S is a 17 -it e m q u esti o n n air e t h at as ks p ati e nts a b o ut t h e si g ns a n d i m p a ct of A V  

( A p p e n di x B); r es p o ns es ar e r e p ort e d as t w o s c al e s: Si g ns  ( 9 it e ms), a n d I m p a ct ( 8 it e ms). 

I m p a ct d o m ai n h as t w o s u bs c al es, p erti n e nt t o E m oti o n al ( 6 it e ms) a n d S o ci al i m p a ct  ( 2 it e ms). 

T h e f oll o wi n g q u esti o ns (it e ms) c orr es p o n d t o e a c h s c al e:   

S c al e  It e m s  

Si g ns  1 -9  

I m p a ct 1 0 -1 7  

 

All it e ms ar e s c or e d o n a fi v e -p oi nt a dj e cti v al r es p o ns e s c al e, wit h a p ot e nti al s c or e of 0 t o 4 , 

e v e n t h o u g h t h e i n di vi d u al it e m r es p o ns es ar e diff er e nt f or c ert ai n q u esti o n cl ust ers.  A d o m ai n 

s c or e is d et er mi n e d b y t h e a v er a g e of s c or es i n e a c h s c al e  wit hi n t h e d o m ai n . A t ot al s c or e is t h e 

a v er a g e of all 1 7  it e ms. H i g h er s c or es o n t h e A SI S Si g n d o mai n, c o m pris e d of all it e ms t h at 

ass ess s y m pt o m s (it e ms 1 -9), i n di c at e t h e pr es e n c e of m or e  s e v er e s y m pt o m s, w h er e as hi g h er 

s c or es o n t h e A SI S I m p a ct d o m ai n, c o m pris e d of all of t h e it e ms t h at  ass es s i m p a cts (it e ms 1 0 -

1 7), i n di c at e a gr e at er n e g ati v e i m p a c t of a c n e o n H R Q o L a n d a p p e ar a n c e. T h e q u esti o n n air e 

w as a d mi nist er e d i n e ntir et y, at b as eli n e a n d at W e e k 1 2 p ost -i n d e x d at e. 
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 At W e e ks 4 & 8  p ost -i n d e x d at e, S u bj e cts  w er e  a s k e d t o c o m pl et e A SI S It e m # 9 ( h o w is y o ur 

a c n e o n y o ur f a c e ri g ht n o w) a n d A SI S It e m # 1 0 (r at e h o w y o ur f a c e l o o k e d b e c a us e of y o ur 

a c n e) . 

E x p ert P a n el Q u esti o n n air e  ( E P Q): 

T e n ( 1 0) a d h o c q u esti o n s r el at e d t o p ati e nt p er c e pti o n of i m p a ct of A c n e o n t h eir s o ci al 

f u n cti o ni n g, e m oti o n al f u n cti o ni n g a n d a cti viti es of d ail y li vi n g w er e f or m ul at e d b as e d o n a n  

e x p ert c o ns e ns us i n v ol vi n g a p a n el of d er m at ol o gist s usi n g m o difi e d d el p hi m et h o d . T h e it e ms 

r el at e t o h o w A c n e i m p a ct p ati e nt’s m o o d ( a n g er), s o ci al i nt er a cti o ns, g e n er al t h o u g ht s/w orri es 

a b o ut A c n e  a n d o n e’s f ut ur e g o als , a n d i m p a ct o n  d ail y a cti viti es , i n cl u di n g sl e e p ( A p p e n di x B). 

All it e ms ar e s c or e d o n a fi v e -p oi nt a dj e cti v al r es p o ns e s c al e, wit h a p ot e nti al s c or e of 0 t o 4, 

e v e n t h o u g h t h e i n di vi d u al it e m r es p o ns es ar e diff er e nt f or c ert ai n q u esti o n cl ust ers. T h e 

q u est i o ns w er e  a d mi nist er e d i n e ntir et y, at b as eli n e a n d at W e e k 1 2 p ost -i n d e x d at e. 

5. 2  T r e at m e nt S ati sf a cti o n A s s e s s m e nt s  

I n v esti g at or’s gl o b al sati sf a cti o n wit h s ar e c y cli n e tr e at m e nt w as ass ess e d at W e e k 1 2 usi n g a 

si n gl e q u esti o n : “ h o w s ati sfi e d ar e y o u wit h s ar e c y cli n e tr e at m e nt o ut c o m e s ” , wit h r es p o ns e 

o pti o ns r a n gi n g fr o m ‘ V er y S atisfi e d’  t o ‘V er y Dis s ati sfi e d’ .  

5. 3  T r e at m e nt  Eff e cti v e n e s s A s s e s s m e nt s  

T h e eff e cti v e n ess of s ar e c y cli n e tr e at m e nt  w as ass ess e d fr o m t h e p ers p e cti v e of Sit e 

I n v esti g at ors as w ell t h e S u bj e cts . 

5. 3. 1  I n v e sti g at or A s s e s s m e nt s  

A n I G A s c al e of 0 ( Cl e ar) t o 4 ( S e v er e) w as us e d b y t h e Sit e I n v esti g at or s t o ass ess t h e s e v erit y 

of a s u bj e ct’s f a ci al a c n e at t h e ti m e of st u d y e n c o u nt ers. T h e I G A is r e pr es e nt ati v e of t h e 

i n v esti g at or’s o v er all g e n er al ass ess m e nt of t h e s u bj e ct’s A c n e a n d t a k es i nt o a c c o u nt t h e q u alit y, 

as w ell as t h e q u a ntit y, of l esi o ns. T h es e ass ess m e nts w er e d o n e at b as eli n e e n c o u nt er t o 

d o c u m e nt A V s e v erit y b ef or e i niti ati o n of s ar e c y cli n e tr e at m e nt; t h e ass ess m e nts w er e r e p e at e d 

b y t h e Sit e I n v esti g at ors  at st u d y s u bj e ct f oll o w -u p e n c o u nt ers at W e e ks 4, 8 & 1 2, p ost -i n d e x 
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d at e.  T h e c o m p a ris o n of f oll o w-u p ass ess m e nts t o t h e b as eli n e ass ess m e nt will h el p d et er mi n e 

tr e at m e nt eff e cti v e n ess. All I n v esti g at or ass ess m e nts w er e c o n d u ct e d vi a i n-p ers o n 

visits/ e n c o u nt ers at b as eli n e a n d w e e k -1 2 . T h e s a m e e v al u at or p erf or m e d  all e v al u ati o ns f or a 

s u bj e ct d uri n g t h e st u d y.  

5. 3. 2  St u d y S u bj e ct A s s e s s m e nt s  - Q u a ntit ati v e  

T h e st u d y S u bj e cts  u n d ert o o k  m ulti pl e ass ess m e nts t o r e p ort t h eir s elf-p er c ei v e d s e v erit y of A V 

i n g e n er al . T h es e ass ess m e nts w er e d o n e at b as eli n e e n c o u nt er t o d o c u m e nt t h e p er c e pti o n of A V 

s e v erit y c orr es p o n di n g t o t h e ti m e of i niti ati o n of s ar e c y cli n e. T h e y w er e t h e n r e p e at e d b y t h e 

S u bj e cts  at e ns ui n g e n c o u nt ers at W e e ks 4, 8 & 1 2, p ost -i n d e x d at e. 

P ati e nt Gl o b al Ass ess m e nt  ( Pt G A) 

T his i s b as e d o n t h e gl o b al a c n e s e v erit y q u esti o n wit hi n A SI S  (It e m # 9), w h er e t h e q u esti o n 

as ks t h e S u bj e cts  t o ass es s t h e s e v erit y of a c n e, wit h a r es p o ns e r a n gi n g fr o m ‘ Cl e ar’ t o ‘S e v er e ’, 

s c or e d o n a s c al e of 0 t o 4. S e e S e cti o n 8. 1 f or g e n er al d et ail s o n q u esti o n n air e s c ori n g  a n d 

a d mi nistr ati o n . 

P ati e nt R ati n g of A p p e ar a n c e  

A SI S It e m # 1 0 as ks t h e S u bj e cts  t o r at e h o w t h eir f a c e l o o k e d b e c a us e of t h eir A c n e, wit h a 

r es p o ns e r a n gi n g fr o m ‘E x c ell e nt’ t o ‘ B a d’, s c or e d o n a s c al e of 0 t o 4. S e e S e cti o n 8. 1 f or 

g e n er al d et ails o n q u esti o n n air e s c ori n g a n d a d mi nistr ati o n.  

P ar e nt / C ar e gi v er R ati n g of A V S e v erit y  

P ar e nts/ c ar e gi v ers of c hil dr e n of a g e 1 2 -1 7 yrs r e p orte d  t h eir o w n p er c ei v e d s e v erit y of c hil dr e n’s 

A V , i n a d diti o n t o t h e c hil dr e n pr o vi di n g t h eir p er c e pti o n s. T his w as a c c o m plis h e d vi a a si n gl e 

it e m “O v er all, h o w is y o ur c hil d’s a c n e o n his/ h er f a c e ri g ht n o w ? ” , wit h t h e 5 -p oi nt li k ert 

r es p o ns e s c al es mi mi c ki n g t h e It e m # 9 i n A SI S. T his w as s c or e d i n t h e s a m e w a y as t h e 

c orr es p o n di n g A SI S  it e m. 

C CI



P R O S E S St u d y S A P                                                       V er si o n 3. 6  
Pr ot o c ol # M -2 4 0 0 1 -4 0  1 3  J u n e  2 0 2 2  
 _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _   
 

 8   

 

5. 3. 3  St u d y S u bj e ct P h ot o gr a p hi c A s s e s s m e nt s  

Sit e I n v esti g at or fr o m o n e st u d y sit e t o o k p h ot o gr a p hs of f a ci al a c n e of all of t h eir r e cr uit e d 

p ati e nts at b as eli n e e n c o u nt er a n d at W e e k 1 2, d uri n g t h e i n -p ers o n visits . T his p h ot o gr a p hi c d at a 

is us e d t o d o c u m e nt a n d d e pi ct t h e c h a n g es i n a c n e s e v erit y  t h at m a y b e as s o ci at e d wit h 

s ar e c y cli n e tr e a t m e nt i n t h e st u d y.  

5. 3. 4  St u d y S u bj e ct A s s e s s m e nt s - Q u alit ati v e  

S u bj e cts fr o m t h e st u d y sit e s t h at u n d ert o o k p h ot o gr a p h y t as ks w er e als o as k e d t o r e c or d a 1 -3 

mi n ut e a u di o ( usi n g t h e M o bil e A p p) n arr ati n g t h eir p er c e pti o ns of tr e at m e nt b e n efits ass o ci at e d 

wit h t h e s ar e c y cli n e, at t h e e n d of t h eir st u d y p arti ci p ati o n or at W e e k 1 2, w hi c h e v er o c c urr e d 

e arli er. T his q u alit ati v e d at a is us e d t o as c ert ai n attri b ut es t h at st u d y S u bj e cts ass o ci at e wit h 

s ar e c y cli n e tr e at m e nt i n a n u n -pr o m pt e d m a n n er.  

5. 4  A d diti o n al  S u bj e ct  A s s e s s m e nt s  

C o n c er n a b o ut A nti bi oti c s a n d A nti bi oti c R esist a n c e  

P ar e nts/ c ar e gi v ers a n d a d ult p ati e nts w er e as k e d a b o ut t h eir c o n c er ns a b o ut (t h e ms el v es or t h eir 

c hil d) usi n g a nti bi oti cs, or c o n c er ns a b o ut a nti bi oti c r esist a n c e, wit h a 5 -p oi nt li k ert r es p o ns e 

s c al e of ‘ n ot at all’ t o ‘ e xtr e m el y’. T h es e q u esti o ns w er e ass ess e d at b as eli n e.  

P ar e nt/ C ar e gi v er W orri e s a b o ut A c n e  

T h e p ar e nts/ c ar e gi v ers of p e di atri c p ati e nts wit h A V w er e as k e d - h o w  w orri e d t h e y ar e a b o ut 

t h eir c hil d’s a c n e, wit h a r es p o ns e o pti o n of ‘ n ot at all’ t o ‘ e xtr e m el y’, a n d h o w c o n c er n e d  t h e y 

ar e a b o ut t h eir c hil d’s a bilit y t o a c c o m plis h f ut ur e g o als a n d r e a c h f ull p ot e nti al d u e t o a c n e, wit h 

a  5 -p oi nt li k ert  r es p o ns e s c al e of ‘ n ot at all’ t o ‘ e xtr e m el y’ . T h es e q u esti o ns w er e as k e d at 

b as eli n e a n d W e e k 1 2 . 

U n d erst a n di n g of A c n e -r el at e d C o n c er ns 

P e di atri c p ati e nts ( of a g e 1 2 -1 7) w er e as k e d w h et h er t h eir p ar e nts u n d erst a n d t h eir a c n e -r el at e d 

c o n c er ns, a n d c orr es p o n di n gl y, t h e p ar e nts/ c ar e gi v ers w er e as k e d w h et h er t h e y u n d erst a n d t h eir 
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c hil d’s a c n e -r el at e d c o n c er ns. T his p air of q u esti o ns h a v e a r es p o ns e it e m o n a 5 -p oi nt li k ert 

s c al e of ‘ n ot at all’ t o ‘ v er y m u c h’. T h es e q u esti o ns w er e as k e d at b as eli n e a n d W e e k 1 2.  

5. 5  C o m pli a n c e t o T r e at m e nt  

C o m pli a n c e wit h t h e assi g n e d tr e at m e nt r e gi m e n w as ass ess e d b y c o m p ari n g t h e n u m b er  of 

t a bl ets e x p e ct e d t o b e us e d, b as e d o n t h e t ot al n u m b er of tr e at m e nt d a ys, wit h t h e a ct u al n u m b er 

us e d ( e x pr ess e d as a p er c e nt a g e of us e d/ e x p e ct e d) at e a c h e n c o u nt er.  T h e a ct u al 

c o ns u m pti o n/ us e of st u d y t a bl ets w as e v al u at e d b y ass essi n g t h e l eft -o v er pills/t a bl ets i n t h e 

m e di c ati o n b ottl es r et ur n e d t o sit es/ i n v esti g at ors b y t h e S u bj e cts . 

5. 6  S af et y A s s e s s m e nt s  

5. 6. 1  D efi niti o n of A d v e r s e E v e nt s & A d v e r s e Dr u g R e a cti o n s  

A n A E is a n y u nt o w ar d m e di c al o c c urr e n c e i n a p ati e nt a d mi ni st er e d a p h ar m a c e uti c al  pr o d u ct 

w hi c h d o es n ot n e c ess aril y h a v e a c a us al r el ati o ns hi p wit h t hi s tr e at m e nt. 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, s y m pt o m, or dis e as e t e m p or all y as s o ci at e d  wit h t h e us e 

of a m e di ci n al pr o d u ct, w h et h er or n ot r el at e d t o t h e m e di ci n al pr o d u ct.  

T h e Sit e I n v esti g at or s us e d  t h e f oll o wi n g t er ms t o ass ess t h e s e v erit y of e a c h A E:  

•  Mil d :  A w ar e n ess of s y m pt o m s or si g ns, b ut e asil y t ol er at e d ( a c c e pt a bl e) .  

•  M o d er at e :  E n o u g h dis c o mf ort t o i nt erf er e wit h us u al a cti vit y ( dist ur bi n g) .  

•  S e v er e :  I nt erf er es si g nifi c a ntl y wit h a bilit y t o d o w or k or us u al a cti vit y ( u n a c c e pt a bl e).  

A S eri o us A d v ers e E v e nt ( S A E) is a n y e x p eri e n c e t h at s u g g ests a si g nifi c a nt  h a z ar d,  

c o ntr ai n di c ati o n, si d e eff e ct or pr e c a uti o n. Wit h r es p e ct t o h u m a n cli ni c al e x p eri e n c e, t hi s  

i n cl u d es a n y e v e nt w hi c h: 

•  r es ult s i n d e at h, 

•  is lif e-t hr e ate ni n g,  
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•  r e q uir es i n p ati e nt h os pit ali z ati o n*  or pr ol o n g ati o n of h os pit ali z ati o n, u nl ess 

h os pit ali z ati o n is f or:  

o  r o uti n e tr e at m e nt or m o nit ori n g of t h e st u di e d i n di c ati o n, n ot ass o ci at e d wit h  a n y 

d et eri or ati o n i n c o n diti o n.  

o  el e cti v e or pr e -pl a n n e d tr e at m e nt f or a pr e-e xisti n g c o n diti o n t h at is u nr el at e d t o 

t h e i n di c ati o n u n d er st u d y a n d h as n ot w ors e n e d si n c e t h e st art of st u d y dr u g. 

o  tr e at m e nt o n a n e m er g e n c y o ut p ati e nt b asis f or a n e v e nt n ot f ulfilli n g a n y of t h e 

d efi niti o ns of a S A E gi v e n a b o v e a n d n ot r es ulti n g i n h os pit al a d mi ssi o n . 

o  s o ci al r e as o ns a n d r es pit e c ar e i n t h e a bs e n c e of a n y d et eri or ati o n i n t h e  s u bj e ct’s 

g e n er al c o n diti o n . 

•  r es ult s i n p ersist e nt of si g nifi c a nt di s a bilit y / i n c a p a cit y, or 

•  is a c o n g e nit al a n o m al y / birt h d ef e ct, 

•  is a si gnifi c a nt or i m p ort a nt m e di c al e v e nt t h at, b as e d o n a p pr o pri at e m e di c al j u d g m e nt, 

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 i nt er v e nti o n t o pr e v e nt o n e of t h e ot h er 

o ut c o m es li st e d a b o v e.  

*  H o s pit ali z ati o n is d efi n e d as a n o v er ni g ht (i n-p ati e nt) st a y at t h e h o s pit al or e m er g e n c y r o o m.  

F or all A Es ( eit h er r el at e d or n ot r el at e d  t o st u d y m e di c ati o n), i nf or m ati o n a b o ut t h e o ut c o m e 

(r es ol v e d or o n g oi n g) a n d t h e a cti o n t a k e n wit h t h e st u d y tr e at m ent ( dr u g wit h dr a w n, d os e 

r e d u c e d, d os e i n cr e as e d, d os e n ot c h a n g e d, n ot a p pli c a bl e) w er e d o c u m e nt e d . 

E a c h A E, eit h er s eri o us or n o n -s eri o us f or w hi c h a c a us al r el ati o ns hi p t o s ar e c y cli n e c a n n ot b e 

e x cl u d e d, w as c o nsi d er e d as a n A D R. A n A D R is a n i nj ur y c a us e d b y t a ki n g m e di c ati o n. A D Rs 

m a y o c c ur f oll o wi n g a si n gl e d os e  or pr ol o n g e d a d mi nistr ati o n of a m e di ci n al pr o d u ct or r es ult 

fr o m t h e c o m bi n ati o n of t w o or m or e m e di ci n al pr o d u cts.  

T h e d et er mi n ati o n of w h et h er a n A E is r el at e d t o st u d y tr e at m e n t (s ar e c y cli n e) w as b as e d o n 

i nf or m ati o n r e g ar di n g t h e d e gr e e t o w hi c h t h e st u d y tr e at m e nt h a d c a us e d or c o ntri b ut e d t o t h e 

e v e nt a n d will b e c at e g ori z e d p er t h e f oll o wi n g crit eri a:  

•  R el at e d :  T h er e w er e g o o d r e as o ns a n d s uffi ci e nt i nf or m ati o n ( e. g. pl a usi b l e ti m e 

s e q u e n c e, d os e -r es p o ns e r el ati o ns hi p, p h ar m a c ol o g y, p ositi v e d e-c h all e n g e a n d/ or r e -
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c h all e n g e) t o ass u m e a c a us al r el ati o ns hi p wit h t h e st u d y m e di c ati o n i n t h e s e ns e t h at it is 

pl a usi bl e, c o n c ei v a bl e or li k el y.  

•  N ot R el at e d :  T h er e w er e g o o d r e as o ns a n d s uffi ci e nt i nf or m ati o n ( e. g. i m pl a usi bl e ti m e 

s e q u e n c e a n d/ or attri b ut a bl e t o c o n c urr e nt di s e as e or ot h er dr u gs) t o r ul e o ut a c a us al 

r el ati o ns hi p wit h t h e st u d y m e di c ati o n.  

6  S T A TI S TI C A L C O N SI D E R A TI O N S  

6. 1  S a m pl e Si z e C o n si d er ati o n s  

N o f or m al s a m pl e si z e a n d p o w er c al c ul ati o ns w er e u n d ert a k e n. C o nsi d eri n g t h e d es cri pti v e n at ur e 

of t h e st u d y a n d t h e f e asi bilit y of r e cr uiti n g t h e st u d y p o p ul ati o n, a p pr o xi m at el y 3 0 0 st u d y S u bj e cts 

fr o m a cr oss a m a xi m u m of 4 0  cli ni c al sit es f or t h e e ntir e  st u d y h as b e e n i d e ntifi e d as a s a m pl e t o 

g ui d e t h e pl a n n e d a n al ysi s a d dr essi n g t h e st u d y o bj e cti v es.  It is e x p e ct e d t h at t h er e will b e S u bj e ct 

attriti o n d uri n g t h e c o urs e of t h e st u d y.  

 

6. 2  A n al y si s P o p ul ati o n s a n d D at a s et s  

St atisti c al a n al ysi s a n d d at a t a b ul ati o n will b e p erf or m e d usi n g t h e f oll o wi n g a n al ysi s 

p o p ul ati o ns u nl ess s p e cifi e d ot h er wis e:  

•  S af et y P o p ul ati o n : All p ati e nts w h o r e c ei v e d at l e ast o n e d os e of s ar e c y cli n e d uri n g t h e 

st u d y o bs er v ati o n p eri o d, as p art of us u al c ar e.  T hi s i n ess e n c e c o nstit ut e all 3 0 0 S u bj e cts 

r e cr uit e d i nt o t h e st u d y. 

•  F ull A n al ysi s S et ( F A S) : All p ati e nts wit hi n t h e S af et y P o p ul ati o n t h at h a d at l e ast o n e 

q u esti o n a ns w er e d  p ert ai ni n g t o st u d y pri m ar y r es e ar c h o bj e cti v e.  T his i n ess e n c e will 

c o nstit ut e all S u bj e cts w h o c o m pl et e d t h eir W e e k -1 2 s ur v e y.  B y d efi niti o n, t hi s w o ul d 

e x cl u d e all S u bj e cts w h o w er e t er mi n at e d (f or a n y r e as o n) at a n y ti m e p oi nt ( pri or t o W e e k-

1 2) i n t h e st u d y.   

 

I n t h e e v e nt t h at t h e s af et y p o p ul atio n a n d F A S diff er, all s af et y e v al u ati o ns ( p art of a d diti o n al 

o bj e cti v es) will b e c o n d u ct e d a m o n g t h e s af et y p o p ul ati o n, w hil e F A S will b e us e d t o c o n d u ct 
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a n al ys es a d dr essi n g r est of t h e st u d y o bj e cti v es, i n cl u di n g t h e d es cri pti o n of p o p ul ati o n  

d e m o gr a p hi c s, pri m ar y a n d s e c o n d ar y o bj e cti v es, a n d s el e ct a d diti o n al ( n o n-sa f et y r el at e d) 

o bj e cti v es . 

 

6. 3  G e n er al St ati sti c al P r o c e d ur e s  

6. 3. 1  O v e r vi e w  

D at a fr o m Sit e I n v esti g at ors a n d st u d y S u bj e cts will b e tr e at e d s e p ar at el y, a n d c o m bi n e d i nt o o n e 

d at as et , b as e d o n t h e st u d y ass ess m e nts of i nt er est . V ali d at e d i nstr u m e nts will b e s c or e d a c c or di n g 

t o d e v el o p er g ui d eli n es, r e p orti n g d o m ai n s c or es a n d o v er all s u m m ar y s c or es, as a p pr o pri at e. 

H o m e -gr o w n q u esti o ns/it e ms will b e a n al y z e d a n d r e p ort e d i n di vi d u all y, b a s e d o n t h e r es p e cti v e 

r es p o ns e s c al es. C h a n g e fr o m B as eli n e ( C F B) i n s c or es (f or c o nti n u o us v ari a bl es) or pr o p orti o ns 

(f or dis cr et e v ari a bl es) will b e c o m p ut e d as W e e k -1 2 mi n us B as eli n e m e as ur e f or r es p e cti v e 

q u esti o n r es p o ns es . 

 

Dis cr et e m e as ur es will b e ass ess e d usi n g s u m m ar y st atisti cs e n c o m p assi n g p er c e nt a g e of S u bj e cts 

r e p orti n g p arti c ul ar o ut c o m e  m e as ur es. T h e s t atisti c al diff er e n c es i n dis cr et e v ari a bl es t o c o m p ar e 

diff er e nt p ati e nt gr o u ps (f or s u b gr o u p a n al ysi s) f or a gi v e n m e as ur e at a p arti c ul ar ti m e p oi nt (s u c h 

as B as eli n e or W e e k -1 2), or C F B i n pr o p orti o n of p ati e nts r e p orti n g a p arti c ul ar r es p o ns e t o a n 

o ut c o m e m e as ur e at a p arti c ul ar ti m e p oi nt (s u c h a s W e e k -1 2) will b e ass es s e d usi n g a χ 2 t est. I n 

c as e of li k ert s c al es, t o  c o m p ut e  P -v al u es  f or C F B i n pr o p orti o ns, t h e t o p-t w o r es p o ns e c at e g ori es 

( of a li k ert s c al e) f or a gi v e n q u esti o n at B as eli n e will b e gr o u p e d t o g et h er  i nt o a si n gl e gr o u p 

pr o p orti o n ( v ers us t h e r est of t h e p o p ul ati o n/r es p o n d ers all t o g et h er) a n d c o m p ar e d t o t h e s a m e 

gr o u p  pr o p orti o n at W e e k -1 2 ; th e pr o c e d ur e will b e r e p e at e d f or t h e b ott o m -t w o r es p o ns e 

c at e g ori es ( of a li k ert s c al e) f or a gi v e n q u esti o n, b y gr o u pi n g t h e m t o g et h er i nt o a si n gl e gr o u p 

pr o p orti o n a n d c o m p ar e it t o t h e s a m e gr o u p pr o p orti o n at W e e k -1 2.  F or e x a m pl e, f or A SI S it e m 

# 1 ( h o w oil y is y o ur f a c e ri g ht n o w), pr o p orti o n of p ati e nts r e p orti n g “ N ot at all/ A littl e ” at 

B as eli n e will b e gr o u p e d t o g et h er ( vs. r est of t h e p o p ul ati o n/r es p o n d ers) a n d c o m p ar e d t o 

pr o p orti o n of p ati e nts r e p orti n g “ N ot at all/ A littl e ” at W e e k -1 2 ; si mil arl y, pr o p orti o n of p ati e nts 

r e p orti n g “ Q uit e a bit/ V er y ” at B as eli n e will b e gr o u p e d t o g et h er  a n d c o m p ar e d t o pr o p orti o n of 
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p ati e nts r e p orti n g “ Q uit e a bit/ V er y ” at W e e k -1 2 , t o c o m p ut e r es p e cti v e P v al u es.  C o nti n u o us 

m e as ur es will b e ass ess e d usi n g s u m m ar y st atisti cs ; p air e d s a m pl e  t-t ests will b e us e d t o ass ess 

st atisti c al diff er e n c es  f or C F B  e v al u ati o ns , w hil e i n d e p e n d e nt s a m pl e t-t est s will b e us e d t o ass ess 

st atisti c al diff er e n c es b et w e e n diff er e nt p ati e nt gr o u ps (f or s u b gr o u p a n al ysi s) f or a gi v e n m e as ur e 

at a p arti c ul ar ti m e p oi nt  (s u c h as B as eli n e or W e e k -1 2) . 

 

C o m p ut ati o n of st atisti c al diff er e n c es will b e p erf or m e d  o nl y as a n e x pl or at or y st e p  ( a n d n ot f or 

h y p ot h esis t esti n g) , c o nsi d eri n g t h e d es cri pti v e n at ur e of t h e st u d y; f or s u c h e x pl or at or y 

e v al u ati o n,  P v al u e ≤ 0. 0 5 will b e c o nsi d er e d si g nifi c a nt. All st atisti c al a n al ys es will b e b as e d o n 

all a v ail a bl e d at a ass u mi n g t h at all missi n g d at a ar e u ni nf or m ati v e a n d will b e c o n d u ct e d usi n g 

a p pr o pri at e st ati sti c al s oft w ar e, s u c h as S A S.  

 

A n i nt eri m a n al ysi s will b e c o n d u ct e d usi n g F A S, u p o n c o m pl eti o n of 1 2 w e e ks of d at a 

c oll e cti o n (fr o m b ot h p ati e nts a n d cli ni ci a ns) f or ~ 2 0 0 st u d y S u bj e cts, usi n g t h e st atisti c al 

m et h o ds i d e nti c al t o t h e a n al ys es pl a n n e d f or F A S -b as e d fi n al d at a a n al ys es; t h e f o c us of t h e 

i nt eri m a n al ys es will b e t h e pri m ar y o bj e cti v e , s e c o n d ar y o bj e cti v e a n d s el e ct a d diti o n al 

o bj e cti v es , as o utli n e d b el o w; n o s u b gr o u p a n al ys es will b e c o nsi d er e d.  

•  F A S c o h ort d e m o gr a p hi c s  

•  P R Os: A n ti bi oti c attit u d es at b as eli n e 

•  P R Os: C F B i n E P Q  m e as ur es  

•  P R Os: C F B i n A SI S m e as ur es  

•  P R Os: C F B i n P ati e nt A c n e S e v erit y a n d H o w F a c e L o o ks  ( wit h a n d wit h o ut L O C F 

i m p ut ati o n) 

•  P R Os: C F B i n P ar e nt/ c ar e gi v er c o n c er ns a b o ut t h e c hil d  wit h A c n e : 

o  U n d erst a n di n g c hil d’s c o n c er ns  

o  C o n c er n e d a b o ut c hil d’s a c n e  

o  C o n c er n e d  a b o ut c hil d’s a bilit y t o a c c o m plis h f ut ur e g o als  

•  F a ci al I G A a n d F a ci al I G A s u c c ess  ( wit h a n d wit h o ut L O C F i m p ut ati o n) 

•  S el e ct c o m p aris o n of p ati e nt a n d cli ni ci a n r e p ort e d m e as ur es:  A c n e S e v erit y ( wit h 

L O C F i m p ut ati o n)  
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•  S el e ct c o m p aris o n of p e di atri c p ati e nt a n d c ar e gi v er r e p ort e d m e as ur es:  

o  U n d erst a n di n g c hil d’s c o n c er ns  

o  C o n c er n e d a b o ut c hil d’s a c n e  

o  C o n c er n e d a b o ut c hil d’s a bilit y t o a c c o m plis h f ut ur e g o als  

•  Cli ni ci a n s ati sf a cti o n  wit h s ar e c y cli n e  

•  S ar e c y cli n e tr e at m e nt c har a ct eristi cs  

 

T h e d es cri pti o n of t h e i n di vi d u al st u d y m e as ur es ar e o utli n e d i n t h e f ort h c o mi n g s e cti o ns.  

 

T h e fi n al st u d y a n al ys es e n c o m p assi n g all st u d y o ut c o m e m e as ur es will b e c o n d u ct e d aft er t h e 

c o m pl eti o n of 1 2 w e e ks of d at a c oll e cti o n f or all st u d y S u bj e cts , d at a Q C is c o m pl et e d, a n d 

u p o n fi n al d at a b as e l o c k . 

 

6. 3. 1  S u m m a r y St ati sti c s  

T h e d es cri pti v e st atisti cs f or all t h e c o nti n u o us v ari a bl es will i n cl u d e t h e m e a n, m e di a n, st a n d ar d 

d e vi ati o n ( S D),  mi ni m u m, m a xi m u m, a n d n u m b er of S u bj e cts. D es cri pti v e s u m m ari es will b e 

pr o vi d e d f or  r a w, a n d C F B v al u es f or r el e v a nt e n d p oi nt s, w h er e a p pli c a bl e. Fr e q u e n c y 

distri b uti o ns f or  all t h e c at e g ori c al v ari a bl es will b e pr es e nt e d as c o u nts a n d p er c e nt a g es. 

S u m m ari es will b e  pr o vi d e d b y e n c o u nt ers  ( B as eli n e, W e e k-1 2 , a n d W e e ks 4/ 8 w h er e 

a p pr o pri at e) . R es ult s fr o m t h e d es cri pti v e a n al y s es will b e pr es e nt e d as s u m m ar y t a bl es a n d 

fi g ur es. 

 

6. 3. 2  S u b gr o u p A n al y si s  

Pri m ar y a n d s el e ct a d diti o n al o ut c o m e m e as ur es (as i n di vi d u all y i d e ntifi e d i n t h e f oll o wi n g 

s e cti o ns ) will b e s u m m ari z e d a n d r e p e at e d f or t h e f oll o wi n g s u b gr o u ps, usi n g F A S:  

•  G e n d er: m al e a n d f e m al e  

•  A g e gr o u ps: 9 t o 1 7 y e ar s a n d ≥ 1 8 y e ars  

•  R a c e: w hit e, a fri c a n-a m eri c a n/ b l a c k, ot h er  
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•  B o d y m ass i n d e x: < 2 5 k g/ m 2  a n d ≥ 2 5 k g/ m 2  

•  B as eli n e f a ci al I G A s c or e: m o d er at e a n d s e v er e  

•  C o n c o mit a nt us e of c o ntr a c e pti v e s i n f e m al es: y es a n d n o  

6. 4  Pri m a r y E n d p oi nt A n al y si s  

T h e pri m ar y e n d p oi nt of P R Os  at W e e k 1 2 will b e ass ess e d d es cri pti v el y , usi n g t h e F A S d at as et.  

F or A SI S q u esti o n n air e, t h e i n di vi d u al it e m a n d d o m ai n/ s u bs c al e s c or es will b e cr e at e d p er 

i nstr u m e nt d e v el o p er i nstr u cti o ns, a n al y z e d d es cri pti v el y  f or t h e b as eli n e a n d W e e k 1 2 e n c o u nt ers, 

tr e ati n g t h e r es p o ns es as c at e g ori c al v ari a bl es a n d/ or c o nti n u o us v ari a bl e , as a p pr o pri at e.  F or t h e 

o v er all q u esti o n n air e d at a e v al u ati o n, n o mi ssi n g d at a i m p ut ati o n will b e a p pli e d t o c o m p ut e 

d o m ai n /s u bs c al e s c or es.  

T h e P ati e nt Gl o b al Ass es s m e nt ( Pt G A) of a c n e s e v erit y b as e d o n t h e si n gl e A SI S it e m ( # 9) will 

b e a n al y z e d s e p ar at el y usi n g d es cri pti v e st atisti cs a n d r e p ort e d f or W e e k 1 2 . S p e cifi c all y, 

pr o p orti o n of S u bj e cts w h o r e p ort e d cl e ar ( 0) a n d al m ost cl e ar ( 1) o n t h e it e m s c al e at W e e k 1 2 

will b e ass ess e d.  L ast O b s er v ati o n C arri e d F or w ar d ( L O C F) d at a i m p ut ati o n m et h o d will b e us e d 

t o i m p ut e r es p o ns es t o A SI S it e m # 9 at W e e k 1 2 f or t h e S u bj e cts wit h mi ssi n g d at a at W e e k 1 2.  

P ati e nt s elf -r ati n g of t h eir a p p e ar a n c e b as e d o n t h e si n gl e A SI S It e m (# 1 0 ) will b e a n al y z e d 

s e p ar at el y usi n g d es cri pti v e st ati sti cs a n d r e p ort e d f or W e e k 1 2 . S p e cifi c all y, pr o p orti o n of 

S u bj e cts r e p orti n g " v er y g o o d " or " e x c ell e nt " at W e e k 1 2 will b e ass ess e d . L O C F  d at a i m p ut ati o n 

m et h o d will b e us e d t o i m p ut e r es p o ns es t o A SI S it e m # 1 0 at W e e k 1 2 f or t h e S u bj e cts wit h 

mi ssi n g d at a at W e e k 1 2.  

F or E P Q , t h e it e ms will b e a n al y z e d i n di vi d u all y usi n g d es cri pti v e st atisti cs a n d r e p ort e d f or W e e k 

1 2 .  

F or all P R O el e m e nts, d e s cri pti v e st atisti cs  will b e c o m p ut e d . A SI S s u m m ar y d o m ai n s c or es , 

A SI S it e m # 9,  A SI S it e m # 1 0, a n d i n di vi d u al E P Q it e ms will b e str atifi e d b y a g e a n d ot h er 

s u b gr o u ps  o utli n e d i n S e cti o n 6. 3. 2 , t o e x pl or e t h e r el ati o ns hi p b et w e e n t h es e H R Q o L it e ms a n d 

s u bj e ct c h ar a ct eristi cs.  
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6. 5  S e c o n d ar y E n d p oi nt A n al y si s  

T h e s e c o n d ar y e n d p oi nt of t h e st u d y is t h e pr o p orti o n of S u bj e cts  wit h F a ci al I G A s u c c ess at W e e k 

1 2, d efi n e d as >  2 -p oi nt d e cr e as e i n I G A s c or e fr o m b as eli n e a n d a s c or e of 0 ( cl e ar) or 1 ( al m ost 

cl e ar ) at W e e k 1 2 . T h e a n al ys es of I G A s u c c ess will b e c o n d u ct e d f or t h e o v er all c o h ort ( usi n g t h e 

F A S  d a t as et). L O C F d at a i m p ut ati o n m et h o d will b e us e d t o i m p ut e r es p o n s es at W e e k  1 2 f or t h e 

S u bj e cts  wit h mi ssi n g d at a  at W e e k  1 2.  R el ati o ns hi p b et w e e n t hi s e n d p oi nt ( wit h L O C F 

i m p ut ati o n) a n d s u bj e ct c h ar a ct eristi cs will b e e x pl or e d usi n g d es cri pti v e a n al ys es , b y l e v er a gi n g 

s u b gr o u p  a n al ysi s  o utli n e d i n S e cti o n 6. 3. 2 . 

 

6. 6  A d diti o n al A n al y si s  

6. 6. 1  Tr e at m e nt S ati sf a cti o n A n al y s e s  

I n v esti g at or’s gl o b al s ati sf a cti o n wit h s ar e c y cli n e  tr e at m e nt will b e a n al y z e d usi n g d at a at W e e k 

1 2 fr o m a si n gl e q u esti o n: “ h o w s ati sfi e d ar e y o u wit h s ar e c y cli n e tr e at m e nt o ut c o m es ”, wit h 

r es p o ns e o pti o ns r a n gi n g fr o m ‘V er y S atisfi e d ’ t o ‘V er y Diss ati sfi e d’ . Fr e q u e n c y of r es p o ns es 

will b e t alli e d f or al l S u bj e cts . Pr o p orti o n of S u bj e cts  f or w h o m I n v esti g at ors i n di c at e d ‘V e r y 

S ati sfi e d’  or ‘ S ati sfi e d’  will b e r e p ort e d.  

T h e a n al ys es will b e d o n e f or t h e o v er all c o h ort, usi n g F A S, a n d str atifi e d b y a g e a n d ot h er 

r el e v a nt s u b gr o u ps o utli n e d i n S e cti o n 6. 3. 2 . R el ati o ns hi p b et w e e n I n v esti g at or s ati sf a cti o n a n d 

s u bj e ct c h ar a ct eristi cs will b e e x pl or e d usi n g d es cri pti v e a n al ys es . 

 

6. 6. 2  Tr e at m e nt C o m pli a n c e   

C o m pli a n c e will b e ass es s e d b y c o m p ari n g t h e e x p e ct e d n u m b er of t a bl ets t a k e n, b as e d o n t h e 

t ot al n u m b er of tr e at m e nt d a ys b et w e e n t h e e n c o u nt ers/s ur v e ys , wit h t h e n u m b er of us e d t a bl ets  

i d e ntifi e d/r et ur n e d at e a c h e n c o u nt er/ vi sit . 

•  T h e n u m b er of t a bl ets e x p e ct e d t o b e t a k e n / us e d f or a s p e cifi c tr e at m e nt p eri o d b et w e e n 

st u d y e n c o u nt ers is c al c ul at e d b as e d o n t h e n u m b er of tr e at m e nt d a ys i n t h at p eri o d ; if t h e 
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n u m b er of d a ys is gr e at er t h a n 3 0, it will b e s et t o 3 0, c orr es p o n di n g t o t h e # of t a bl ets i n 

a si n gl e S e ys ar a ® b ottl e s u p pli e d t o s u bj e cts d uri n g e a c h st u d y e n c o u nt er/ visit.  

•  T h e n u m b er of pills us e d f or a s p e cifi c tr e at m e nt p eri o d b et w e e n st u d y e n c o u nt ers is 

c al c ul at e d as a diff er e n c e b et w e e n 3 0 ( m a xi m u m # of t a bl ets i n a S e ys ar a ® b ottl e  

dis p e ns e d f or e a c h st u d y e n c o u nt er ) a n d # of u n us e d/r et ur n e d pills  ( b y s ubj e ct) at t h e 

f oll o wi n g st u d y e n c o u nt er. 

C o m pli a n c e ( %) f or a gi v e n tr e at m e nt/ e n c o u nt er p eri o d =  

[ # of pills e x p e ct e d t o b e us e d - # of pills u n us e d] * 1 0 0 / [ # of pills e x p e ct e d t o b e us e d]  

 

Tr e at m e nt c o m pli a n c e will b e c al c ul at e d f or e a c h s u bj e ct/ visit a n d o v er all st u d y 

e n c o u nt ers/ visits f or t h e S af et y p o p ul ati o n , as i n di c at e d a b o v e. F or t h e o v er all c o m pli a n c e  f or 

e a c h s u bj e ct , a v er a g e ( m e a n) of % c o m pli a n c e at i n di vi d u al s u bj e ct e n c o u nt ers/ visits will b e 

c al c ul at e d.  

C o m pli a n c e v al u es t h at ar e l ess t h a n 0 % will b e s et t o 0 % , a n d c o m pli a n c e v al u es  t h at ar e gr e at er 

t h a n 1 0 0 % will b e s et t o 1 0 0 %.  F or S u bj e cts wit h mi ssi n g d at a, n o missi n g d at a i m p ut ati o n will 

b e p erf or m e d, a n d t h e c o m pli a n c e st atisti cs will b e c o m p ut e d usi n g n o n -mi ssi n g v al u es f or t h e 

st u d y c o h ort at r el e v a nt st u d y ti m e p oi nts . 

 

6. 6. 3  C o m p a ri s o n of I n v e sti g at or a n d S u bj e ct A s s e s s m e nt of A V S e v e rit y  

T h e I G A a n d S u bj e ct p er c e pti o n of A V s e v erit y at W e e k 1 2 will b e c o m p ar e d a n d r e p ort e d usi n g 

d es cri pti v e st atisti cs, t o p ortr a y t h e l e v el of c o n c or d a n c e/ di s c or d a n c e i n st a k e h ol d er p er c e pti o ns. 

T his a n al ysi s will b e c o n d u ct e d f or t h e e ntir e c o h ort a n d f or s el e ct s u b gr o u ps  o utli n e d i n S e cti o n 

6. 3. 2 . C orr es p o n di n gl y, t h e I n v esti g at or a n d S u bj e ct r es p o ns es t o t h e q u esti o ns r el at e d t o A V 

s e v erit y at b as eli n e will als o b e c o m p ar e d a n d r e p ort e d usi n g d es cri pti v e st ati sti cs.  
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6. 6. 4  C F B i n P R O s  

C F B i n A SI S d o m ai n s c or es a n d s u bs c al e s c or es at W e e k 1 2  will b e ass ess e d  ( esti m at e d as W e e k 

1 2 s c ore mi n us B as eli n e s c or e) . C F B will b e first a n al y z e d d es cri pti v el y f or t h e e ntir e F A S c o h ort. 

F or t hi s a n al ysi s  of d o m ai n s c or es , m e as ur es will b e c o nsi d er e d as c o nti n u o us v ari a bl es. N o 

mi ssi n g d at a i m p ut ati o n will b e us e d. C F B i n pr o p orti o n of i n di vi d u als r e p orti n g s p e cifi c r es p o ns e 

f or i n di vi d u al it e ms of A SI S will b e c o n d u ct e d b y tr e ati n g t h es e v ari a bl es as dis cr et e v ari a bl es, 

a n d gr o u pi n g i nt o t o p -2 or b ott o m -2 r es p o ns e s c al e s ( wit hi n t h e li k ert s c al e), as o utli n e d i n S e cti o n 

6. 3. 1. S c ori n g, s c ali n g, a n d t h e h a n dli n g of missi n g d at a will b e h a n dl e d i n a c c or d a n c e wit h t h e 

r e c o m m e n d ati o ns a c c o m p a n yi n g t h e A SI S d o c u m e nt ati o n.  

 

C F B i n pr o p orti o n of i n di vi d u als r e p orti n g s p e cifi c r es p o ns e f or s el e ct i n di vi d u al it e ms of A SI S, 

m ost s p e cifi c all y, it e ms # 9 & 1 0, will b e c o n d u ct e d b y tr e ati n g t h e s e  v ari a bl e s as dis cr et e 

v ari a bl e s, a n d gr o u pi n g i nt o t o p-2 or b ott o m -2 r es p o ns e s c al es ( wit hi n t h e li k ert s c al e), as o utli n e d 

i n S e cti o n 6. 3. 1. C F B  at W e e ks 4 & 8 will b e ass ess e d i n a d diti o n t o W e e k 1 2.  L O C F d at a 

i m p ut ati o n m et h o d will b e us e d t o i m p ut e r es p o ns es t o A SI S it e m s # 9  & 1 0  f or r es p e cti v e 

e n c o u nt ers f or t h e S u bj e cts wit h mi ssi n g d at a at t h os e e n c o u nt ers, pri or t o a n al ys es. C F B f or t h es e 

t w o m e as ur es ( wit h a n d wit h o ut L O C F  i m p ut ati o n) will b e first a n al y z e d d es cri pti v el y f or t h e 

e ntir e c o h ort , a n d t h e n a n al y z e d f or s el e ct s u b gr o u ps (as o utli n e d i n S e cti o n 6. 3. 2 ) wit h m e as ur es 

t h at us e L O C F i m p ut ati o n . 

 

It e ms fr o m E P Q  will b e a n al y z e d i n di vi d u all y a n d C F B i n i n di vi d u al q u esti o ns/it e ms will b e 

r e p ort e d d es cri pti v el y f or r el e v a nt c at e g ori es of r e s p o ns es ( d e p e n di n g o n t h e r es p o ns e s c al es). N o 

mi ssi n g d at a i m p ut ati o n will b e u n d ert a k e n f or t h es e it e ms.  

 

6. 6. 5  C o m p a ri s o n of P a r e n t/ C a r e gi v e r a n d P ati e nt P e r c e pti o n s of A V 

S e v erit y  a n d I m p a ct  

P ar e nt/ c ar e gi v er a n d p e di atri c p ati e nt r es p o ns es t o t h e q u esti o ns r el at e d t o A V s e v erit y at 

B as eli n e a n d W e e k 1 2 will b e c o m p ar e d a n d r e p ort e d usi n g d es cri pti v e st atisti cs, t o p ortr a y t h e 
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l e v el of c o n c or d a n c e/ di s c or d a n c e i n st a k e h ol d er p er c e pti o ns, wit hi n t h e S u bj e ct a g e gr o u p  of 1 2 -

1 7 yrs . T his a n al ysi s will b e c o n d u ct e d usi n g F A S . 

 

R es p o ns es t o s el e ct E P Q  it e ms at B as eli n e a n d W e e k 1 2 r el at e d t o w orri es a b o ut A c n e  a n d 

i m p a ct of a c n e o n c hil d’s a bilit y t o r e a c h f ut ur e g o als will b e c o m p ar e d t o c orr es p o n di n g 

q u esti o ns t o p ar e nts/ c ar e gi v ers t o p ortr a y t h e l e v el of c o n c or d a n c e/ di s c or d a n c e i n st a k e h ol d er 

p er c e pti o ns, wit hi n t h e S u bj e ct a g e gr o u p of 1 2 -1 7 yrs. T his a n al ysi s will b e c o n d u ct e d usi n g 

F A S.  

 

P ar e nt/ c ar e gi v er a n d p e di atri c p ati e nt r es p o ns es t o t h e q u esti o ns at W e e k 1 2 r el at e d t o t h e 

p ar e nts ’ u n d erst a n d i n g of c hil d’s c o n c er ns  will b e c o m p ar e d a n d r e p ort e d u si n g d es cri pti v e 

st atisti cs, t o p ortr a y t h e l e v el of c o n c or d a n c e/ di s c or d a n c e i n st a k e h ol d er p er c e pti o ns, wit hi n t h e 

S u bj e ct a g e gr o u p of 1 2 -1 7 yrs. T his a n al ysi s will b e c o n d u ct e d f or t h e e ntir e r el e v a nt c o h ort 

usi n g F A S.  

 

N o mi ssi n g d at a i m p ut ati o n will b e u n d ert a k e n f or t h es e it e ms.  

 

6. 7  Pri or a n d C o n c o mit a nt M e di c ati o n s  

M e di c ati o n us a g e is c o d e d usi n g t h e l at est ( 2 0 2 2) W H O Dr u g Di cti o n ar y. M e di c ati o ns ar e 

pr es e nt e d b y  W H O Dr u g A n at o mi c al/ T h er a p e uti c/ C h e mi c al ( A T C) c at e g or y a n d  W H O Dr u g 

pr ef err e d n a m e. S u m m ari es ar e pr es e nt e d f or pri or ( pri or t o t h e first d os e of st u d y tr e at m e nt, 

g at h er e d as a g gr e g at e i n di c at ors as w ell as at i n di vi d u al it e m l e v el) m e di c ati o n us e a n d 

c o n c o mit a nt ( aft er first d os e of st u d y tr e at m e nt h a d b e e n gi v e n, g at h er e d at i n di vi d u al it e m 

l e v el) m e di c ati o n us e. M e di c ati o ns wit h a n e n d d at e o c c urri n g b ef or e t h e first st u d y tr e at m e nt 

(s ar e c y cli n e) d os e d at e i n t h e tr e at m e nt p eri o d ar e i d e ntifi e d as pri or m e di c ati o ns. M e di c ati o ns 

wit h a st art d at e o c c urri n g o n or  aft er t h e first st u d y tr e at m e nt (s ar e c y cli n e) d os e d at e i n t h e 

tr e at m e nt p eri o d or m e di c ati o ns wit h a st art d at e pri or t o t h e first (s ar e c y cli n e) d os e t h at w er e 

o n g oi n g or wit h e n d d at es t h at w er e o n or aft er t h e first tr e at m e nt (s ar e c y cli n e) st art d at e a r e 

i d e ntifi e d as c o n c o mit a nt m e di c ati o ns.  
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C o n c o mit a nt A c n e a n d n o n -A c n e m e di c ati o ns ar e c a pt ur e d at B as eli n e a n d at t h e st u d y e n d 

( W e e k-1 2) t o c h ar a ct eri z e t h e us e of c o n c o mit a nt  m e di c ati o ns  a m o n g t h e st u d y c o h ort. 

A c c or di n gl y, t h e A c n e a n d n o n -A c n e c o n c o mit a nt m e di c ati o n us e will r es p e cti v el y b e 

s u m m ari z e d i n a g gr e g at e  f or t h e 3-m o nt h st u d y o b s er v ati o n p eri o d, a n d n ot s e p ar at e d b y st u d y 

visits.  

 

C o ntr a c e pti v e m e di c ati o ns ( p art of n o n-A c n e c o n c o mit a nt m e di c ati o ns) will b e gr o u p e d  i nt o 

si n gl e cl ass/ gr o u p of m e di c ati o ns, irr es p e cti v e of t h e r o ut e of a d mi nistr ati o n or a cti v e 

i n gr e di e nts, as r e p ort e d fr o m p ati e nt m e di c al c h arts. 

 

All s u m m ari es pr es e nt t h e n u m b er ( %) of s u bj e cts f or e a c h m e di c ati o n . T h e d e n o mi n at ors f or 

c al c ul ati n g t h e p er c e nt a g es ar e b as e d o n t h e n u m b er of s u bj e cts i n t h e F A S p o p ul ati o n.  

 

6. 8  S af et y A s s e s s m e nt s  

T h e s af et y d at a will b e a n al y z e d d es cri pti v el y usi n g S af et y P o p ul ati o n d at as et, t o r e p ort t h e 

fr e q u e n c y of o c c urr e n c es of A Es/ A D Rs a n d S A Es. M e d D R A d at a b as e v ersi o n 2 0 2 1 A B will b e 

us e d f or c o di n g t h e A Es a n d A D Rs. T h es e will b e r e p ort e d at i n di vi d u al it e m l e v el as w ell i n 

a g gr e g at e at s p e cifi c c at e g or y l e v el ( e. g., GI eff e cts, v esti b ul ar eff e cts) f or e a c h of t h e s u bj e ct 

e n c o u nt er ti m e p oi nts ( 4, 8 & 1 2 w e e ks p ost -i n d e x d at e). T h e n u m b er of p ati e nts di s c o nti n ui n g 

tr e at m e nt f or a n y r e as o n a n d t h e n u m b er of p at i e nts di s c o nti n ui n g t h e st u d y b e c a us e of 

A Es/ A D Rs will b e ass ess e d wit hi n t h e e ntir e st u d y o bs er v ati o n wi n d o w ( of 1 2 w e e ks) , as 

d o c u m e nt e d i n p ati e nt m e di c al c h arts  a n d r e p ort e d i n st u d y E D C p ort al . 

 

6. 9  Mi s si n g D at a H a n dli n g  

T h e mi ssi n g d at a p erti n e nt t o t h e v ali d at e d i nstr u m e nt  A SI S  will b e h a n dl e d p er i nstr u m e nt 

o w n er i nstr u cti o ns / s c ori n g m a n u al.  F or eff e cti v e n ess m e as ur es  o bt ai n e d fr o m Sit e 

I n v esti g at ors a n d  S u bj e ct s , n a m el y, I G A, Pt G A (fr o m A SI S it e m # 9) a n d P ati e nt a p p e ar a n c e  

r ati n g s c al e (fr o m A SI S it e m # 1 0), L O C F d at a i m p ut ati o n m et h o d will b e us e d t o i m p ut e 
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r es p o ns es f or W e e k 1 2 f or t h e S u bj e cts  wit h missi n g d at a at W e e k 1 2.  L O C F will als o b e us e d 

t o i m p ut e r es p o ns es f or W e e ks 4 & 8 f or t h e S u bj e cts wit h mi ssi n g d at a at t h os e e n c o u nt ers  f or 

t h es e s el e ct m e as ur es, as  a p pr o pri at e . F or all ot h er st u d y v ari a bl es a n d e n d p oi nt s, n o mi ssi n g 

d at a i m p ut ati o n is pl a n n e d.  

 

6. 1 0  Si g nifi c a nt Pr ot o c ol D e vi ati o n s  

A pr ot o c ol d e vi ati o n i s d efi n e d as a n y i nt e nti o n al or u ni nt e nti o n al f ail ur e t o f oll o w t h e  

r e q uir e m e nts a n d pr o c e d ur es d es cri b e d i n t h e st u d y pr ot o c ol.  D e vi ati o ns m a y h a v e o c c urr e d at  

t h e s u bj e ct l e v el or at t h e sit e l e v el, a n d c o ul d h a v e b e e n r e c or d e d b y t h e sit e, or u n c o v er e d d at a 

r e vi e w. C o nsi d eri n g t h e r e al -w orl d st u d y d esi g n of P R O S E S, r efl e cti n g t h e r o uti n e cli ni c al 

pr a cti c es i n t h e U. S  a n d ass o ci at e d p ati e nt e n c o u nt ers a n d r o uti n e/st a n d ar d of c ar e d at a 

d o c u m e nt ati o n,  p ati e nts ar e e x p e ct e d t o mi ss cli ni c visits or r es c h e d ul e pl a n n e d visits as lif e 

sit u at i o ns c h a n g e. T h es e will n ot b e c o nsi d er e d as pr ot o c ol d e via ti o ns. 

 

Si g nifi c a nt pr ot o c ol d e vi ati o ns will b e fl a g g e d, a n d t h es e ar e d efi n e d as st u d y -r el at e d iss u es 

t h at w er e li k el y t o r es ult i n: si g nifi c a nt i m p air m e nt of t h e ri g hts, w elf ar e or s af et y of s u bj e cts; 

mi s c o n d u ct a n d/ or fr a u d; a n d si g nifi c a nt i m p air m e nt of t h e  i nt e grit y/ v ali dit y of st u d y r es ult s.  

Si g nifi c a nt pr ot o c ol d e vi ati o ns als o i n cl u d e iss u es t h at w er e  li k el y t o i m p air m o nit ori n g a n d 

o v ersi g ht of t h e st u d y.  

 
 

6. 1 1  S e n siti vit y A n al y s e s  

S e nsiti v it y a n al ys es will e x pl or e t h e i m p a ct of criti c al mi ssi n g d at a or v ari ati o n i n st u d y pr o c e d ur es 

o n t h e r o b ust n ess of t h e r es ult s. S p e cifi c all y:  

•  Pri m ar y a n d s e c o n d ar y e n d p oi nt s at W e e k -1 2 will b e a n al y z e d as is ( wit h mi ssi n g d at a, if 

a n y) a n d b y usi n g mi ssi n g d at a i m p ut ati o n m et h o ds ( usi n g L O C F ; i n c as e of mi ssi n g d at a 

o bs er v e d) , a n d r es ult s p ortr a y e d s e p ar at el y f or c o m p aris o n. 

•  If s o m e S u bj e ct visits ar e c o n d u ct e d vi a r e m ot e visits i nst e a d of i n -p ers o n visit s, t h e n at ur e 

of visit (r e m ot e vs. i n -p ers o n) m a y b e  us e d t o str atif y t h e a n al ysi s of s e c o n d ar y e n d p oi nt 
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(i n v ol vi n g I G A) a n d r es ult s p ortr a y e d s e p ar at el y f or c o m p aris o n wit h t h e o v er all 

( a g gr e g at e) r es ult s. 

 

 

7  D A T A T A B L E S  

All p ati e nts w h o r e c ei v e d at l e ast o n e d os e of s ar e c y cli n e d uri n g t h e st u d y o bs er v ati o n p eri o d 

a n d h a d at l e ast s o m e d at a p ert ai ni n g t o A SI S a n d E P Q it e ms (r el at e d t o pri m ar y r es e ar c h 

o bj e cti v e) at W e e k 1 2 will b e i n cl u d e d i n F ull A n al ysi s S et  (F A S ) t o f a cilit at e t h e pl a n n e d 

d es cri pti v e a n al ysi s . C orr es p o n di n gl y, p ati e nts w h o c o m pl et e d t h e st u d y s ur v e y at W e e k 1 2 will 

b e i n cl u d e d i n F A S , si n c e p ati e nts a ns w eri n g W e e k 1 2 s ur v e y will h a v e c o m pl et e d all r el e v a nt 

P R O r el at e d q u esti o ns . 

S af et y d at a a n al ys es will b e c o n d u ct e d a m o n g t h e S af et y P o p ul ati o n, t h at c orr es p o n d t o t h e 

e ntir e st u d y c o h ort  t h at t o o k at l e ast o n e d o es of s ar e c y cli n e. C orr es p o n di n gl y, all p ati e nts 

c o m pl eti n g t h e b as eli n e s ur v e y a n d t o o k at l e ast o n e d os e of s ar e c y cli n e , a m o u nti n g t o N = 3 0 0 

will b e i n cl u d e d i n t his a n al ysi s.  
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S 1 2r 4. L e g all y a bl e t o pr o vi d e c o n s e nt t o 
p arti ci p at e i n t h e st u d y a n d willi n g t o c o m pl y wit h 
st u d y pr o c e d ur e s ?  

n ( %)  n ( %)  

N ot e:  D at a fr o m Cli ni ci a n D C F . T h e d e n o mi n at or f or t h e p er c e nt a g e i s t h e n u m b er of p ati e nt s 

wit h a v ail a bl e d at a ( N = X) . T h er e ar e n o mi s si n g d at a. 

 

 

 

  

C CI





P R O S E S St u d y S A P                                                       V er si o n 3. 6  
Pr ot o c ol # M -2 4 0 0 1 -4 0  1 3  J u n e  2 0 2 2  
 _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _   
 

 7 6   

 

M 7r 1 2.  H y p ert e n si o n  

M 7r 1 3. Ki d n e y di s e a s e  

M 7r 1 4.  Li v er d a m a g e or di s e a s e  

M 7r 1 5. L u n g di s e a s e  

M 7r 1 6. O st e o art hriti s, d e g e n er ati v e art hriti s   

M 7r 1 7 . Ot h er g a str oi nt e sti n al di s e a s e  

M 7r 1 8 . Ot h er  

  M 7r 1 8 o e  A , B, C 

 

n ( %)  

n ( %)  

n ( %)  

n ( %)  

n ( %)  

n ( %)  

n ( %)  

n ( %)  

 

N ot e: D at a fr o m Cli ni ci a n D C F; X p ati e nt s h a d mi s si n g d at a; T h e d e n o mi n at or f or t h e 

p er c e nt a g e i s t h e n u m b er of p ati e nt s wit h a v ail a bl e d at a ( N = X)  

 

 

 

  

C CI















































P R O S E S St u d y S A P                                                       V er si o n 3. 6  
Pr ot o c ol # M -2 4 0 0 1 -4 0  1 3  J u n e  2 0 2 2  
 _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _   
 

 9 9   

 

 

 

C o m pli a n c e ( %) f or W e e k -1 2 e n c o u nt er p eri o d =  

[( H 2 - H 2 0 1) –  ( G 2 - G 2 0 1)] * 1 0 0 / [( H 2 –  H 2 0 1)]  

 

 

 
N ot e:  V ari a bl e s f or “ # of e x p e ct e d pill s t o b e u s e d” f or e a c h e n c o u nt er n e e d s t o b e c al c ul at e d , a n d fi n al 

C o m pli a n c e %  n e e d s t o b e tr a n sf or m e d, a s o utli n e d i n S e cti o n 6. 6. 2.  
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N ot e: P er c e nt a g e s w er e b a s e d o n t h e t ot al n u m b er of p ati e nt s i n S af et y P o p ul ati o n, i. e., 3 0 0 . 

If a s a m e A E o c c urr e d  m or e t h a n o n c e f or a gi v e n p ati e nt, t h e A E w a s c o u nt e d o nl y o n c e at S u bj e ct -l e v el. 

F or a n y of t h e s af et y e v e nt s , a si n gl e p ati e nt m a y h a v e r e p ort e d m or e t h a n o n e e v e nt. 

D e at h s, A E s a n d S A E s w er e t h o s e t h at st art e d o n or aft er t h e d at e of t h e fir st d o s e of t h e st u d y tr e at m e nt 

a n d n o m or e t h a n 3 0 d a y s aft er t h e d at e of t h e l a st d o s e of t h e st u d y tr e at m e nt.  

A d v er s e e v e nt s w er e c o d e d u si n g M e d D R A v er si o n 2 0 2 1 A B.  

 

T hi s t a bl e will b e r e pli c at e d t o c h ar a ct eri z e S A E s, if a n y o b s er v e d.  
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N ot e: P er c e nt a g e s w er e b a s e d o n t h e t ot al n u m b er of p ati e nt s i n S af et y P o p ul ati o n, i. e., 3 0 0 . 

If a s a m e A D R  o c c urr e d  m or e t h a n o n c e f or a gi v e n p ati e nt, t h e AD R  w a s c o u nt e d o nl y o n c e at S u bj e ct -

l e v el. F or a n y of t h e s af et y e v e nt s, a si n gl e p ati e nt m a y h a v e r e p ort e d m or e t h a n o n e e v e nt. 

D e at h s, A D R s a n d S eri o u s A D R s w er e t h o s e t h at st art e d o n or aft er t h e d at e of t h e fir st d o s e of t h e st u d y 

tr e at m e nt a n d n o m or e t h a n 3 0 d a y s aft er t h e d at e of t h e l a st d o s e of t h e st u d y tr e at m e nt. 

A d v er s e e v e nt s w er e c o d e d u s i n g M e d D R A v er si o n 2 0 2 1 A B. 

 
T hi s t a bl e will b e r e pli c at e d t o c h ar a ct eri z e S eri o s A D R s, if a n y o b s er v e d.  
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A d v er s e e v e nt s w er e c o d e d u si n g M e d D R A v er si o n 2 0 2 1 A B.  

 

T hi s t a bl e will b e r e pli c at e d  t o c h ar a ct eri z e S A E s, if a n y o b s er v e d.  

 

  

C CI



P R O S E S St u d y S A P                                                       V er si o n 3. 6  
Pr ot o c ol # M -2 4 0 0 1 -4 0  1 3  J u n e  2 0 2 2  
 _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _   
 

 1 1 1   
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* A cti o n t a k e n a s a r e s ult of t h e A E.  

N ot e: P er c e nt a g e s w er e b a s e d o n t h e t ot al n u m b er of A D R s  o b s er v e d i n t h e st u d y , i. e., N = x. 
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T a bl e 7. 4. 7. P ati e nt Di s p o siti o n T hr o u g h o ut t h e St u d y  
 

T hi s will b e s u m m ari z e d, a c c o u nti n g f or N = 3 0 0 f or e a c h st u d y vi sit.  

 

 

 

 

 

 

 

 

T a bl e 7. 4. 8 . Si g nifi c a nt P r ot o c ol D e vi ati o n s 
 

T hi s will b e s u m m ari z e d, if a n y o b s er v e d.  
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Fi g ur e s i n s e cti o n 8. 2 c orr e s p o n d s t o t a bl e 7. 1. 7. E P Q s: C h a n g e fr o m B a s eli n e at W e e k -1 2  
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Fi g ur e s 8. 2. 2 –  8. 2. 1 1 will mi mi c fi g ur e 8. 2. 1  

 
Fi g ur e 8. 2. 1:  O v er t h e p a st 7 d a y s, h o w oft e n h a s y o ur a c n e m a d e y o u f e el a n gr y 
( m a d/ s a d): C h a n g e f r o m B a s eli n e & W e e k 1 2  

 
 
 
  

5 % 5 %

0 %

1 0 %

2 0 %

3 0 %

4 0 %

5 0 %

6 0 %

7 0 %

8 0 %

9 0 %

1 0 0 %

B as eli n e W e e k 1 2

% 
 
of
 
Su

bj
ec

ts
 

Ra
ti

ng
 

Ne
ve

r/
Ra

re
ly

 

C CI



P R O S E S St u d y S A P                                                       V er si o n 3. 6  
Pr ot o c ol # M -2 4 0 0 1 -4 0  1 3  J u n e  2 0 2 2  
 _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _   
 

 1 2 4   

 

Fi g ur e 8. 2. 2:  H o w w orri e d ar e y o u a b o ut h o w l o n g y o ur a c n e will l a st a n d h o w b a d it will 
g et: C h a n g e fr o m B a s eli n e &  W e e k -1 2  
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
Fi g ur e 8. 2. 3 : H o w oft e n d o y o u t hi n k a b o ut y o ur a c n e : C h a n g e f r o m B a s eli n e & W e e k-1 2  
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Fi g ur e 8. 2. 4: O v er t h e p a st 7 d a y s, h o w w orri e d h a v e y o u b e e n a b o ut y o ur a c n e: C h a n g e 
f r o m B a s eli n e & W e e k-1 2  
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
Fi g ur e 8. 2. 5: H o w oft e n d o y o u c h a n g e, e dit, or filt er y o ur s o ci al m e di a p h ot o or s elfi e 
b e c a u s e of y o ur a c n e : C h a n g e f r o m B a s eli n e & W e e k -1 2  
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Fi g ur e 8. 2. 6: H o w oft e n d o e s a c n e i m p a ct y o ur “i n r e al -lif e ” pl a n s (I R L) (li k e d ati n g or 
s o ci al e n g a g e m e nt s, pl a yi n g s p ort s, s wi m mi n g, or h a n gi n g o ut) : C h a n g e f r o m B a s eli n e & 
W e e k -1 2  
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
Fi g ur e 8. 2. 7: H o w oft e n ar e y o u d oi n g s o m et hi n g t o hi d e y o ur a c n e (li k e m e s s wit h, 
s q u e e z e/ p o p, or u s e m a k e u p, c o n c e al er, h ai r st yl e, cl ot h e s t o c o v er u p) : C h a n g e fr o m 
B a s eli n e & W e e k -1 2  
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Fi g ur e 8. 2. 8 : H o w oft e n d o y o u f e el pi c k e d o n or j u d g e d b e c a u s e of y o ur a c n e : C h a n g e 
f r o m B a s eli n e & W e e k -1 2  
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
Fi g ur e 8. 2. 9 : H o w c o n c er n e d ar e y o u t h at y o ur a c n e will aff e ct y o ur a bilit y t o r e a c h y o ur 
f ut ur e g o al s (i n s c h o ol or w or k) a n d b e t h e b e st y o u c a n b e: C h a n g e f r o m B a s eli n e & 
W e e k -1 2  
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Fi g ur e 8. 2. 1 0 : D o y o u f e el t h at y o ur p ar e nt s u n d er st a n d y o ur a c n e -r el at e d c o n c er n s : 
C h a n g e f r o m B a s eli n e & W e e k -1 2  
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
Fi g ur e 8. 2. 1 1: O v er t h e p a st 7 d a y s, h o w oft e n h a s w orr yi n g a b o ut or di s c o mf ort 
(it c hi n g/ h urti n g) fr o m a c n e aff e ct e d y o ur sl e e p: C h a n g e f r o m B a s eli n e & W e e k-1 2  
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Fi g ur e  8. 3:  P ati e nt A c n e S e v erit y : O v er all, h o w i s t h e a c n e o n y o ur f a c e ri g ht n o w ( wit h 
L O C F i m p ut ati o n)  
Fi g ur e 8. 3  c orr e s p o n d s t o A 9 fr o m t a bl e 7. 1. 14  P ati e nt A c n e S e v erit y a n d H o w F a c e L o o k s ( wit h L O C F 
i m p ut ati o n) 
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Figure 8.4: Patient Face Look: Over the past 7 days, rate how your face looked because 
of your acne (with LOCF imputation) 
Figure 8.4 corresponds to A10 from table 7.1.14 Patient Acne Severity and How Face Looks (with LOCF 
imputation) 
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Section 8.5 Impact on Parents/Caregivers 
Figures in section 8.5 corresponds to table 7.1.17. Impact on Parents/Caregiver 
 
Figure 8.5.1: Impact on Parents/Caregivers: Do you feel that you understand your child’s 
acne-related concerns? 
 

 
 
 
 
 
Figure 8.5.2: Impact on Parents/Caregivers: Over the past 7 days, how concerned have 
you been about your child’s acne? 
 
 
 
 
 
 
 
 
 
Figure 8.5.3: Impact on Parents/Caregivers: How concerned are you about your child’s 
ability to accomplish future goals and reach full potential due to acne? 
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Figure 8.6 Clinician Acne Evaluation (IGA Success) (with LOCF imputation) 
Figure 8.6 corresponds to Table 7.2.4.4. Clinician Acne Evaluation (IGA) (with LOCF imputation) with % 
of clear/almost clear category 
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Figure 8.7 Clinician Satisfaction with Seysara Treatment at Week-12 
Figure 8.7 corresponds to Table 7.2.8. Seysara Treatment Satisfaction (Physician) 
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Figure 8.9.2 Acne Severity Evaluation for Adult Patients 
Figure 8.9.2 will be the same as 8.9.1 with adult patient data only and corresponding clinician data  
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
Figure 8.9.3 Acne Severity Evaluation for Caregivers of Patients aged 9-11 yrs 
Figure 8.9.3 will be the same as 8.9.1 with Patients aged 9-11 yrs data only and corresponding clinician 
data 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
  



PROSES Study SAP                                                       Version 3.6 
Protocol # M-24001-40 13 June 2022 
 ________________________________________________________________________________________________________  
 

 136  
 

Figure 8.9.4 Acne Severity Evaluation for Pediatric Patients Age 12-17 
Figure 8.9.4 will be the same as 8.9.1 with Pediatric Patients Age 12-17 data only and corresponding 
clinician data 
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Figure 8.10.2 Patient-Caregiver Comparison: Parental concerns of child’s acne vs. 
child’s concerns 
Figure 8.10.2 will be the same as 8.10.1 but with data from table 7.3.6 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
Figure 8.10.3 Patient-Caregiver Comparison: Child’s ability to reach future goals 
Figure 8.10.3 will be the same as 8.10.1 but with data from table 7.3.7 
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9 PATIENT QUALITATIVE INPUT FROM SITE S01 
 
Table summarizing verbatims from audio-input from patients at end of study from Site # S01 will 
be added here. 
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10 CANFIELD PHOTOS OF ACNE PATIENTS FROM SITE S01 
 
A separate file will be attached, summarizing the canfield photos of Acne patients from Site # 
S01. 
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12 APPENDICES 

 
Appendix A: Study Schedule of Events 
Appendix B: Select Study Questionnaires  
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12.1 Appendix A: Study Schedule of Events 

Study Encounter (physical or virtual) Baseline 
E1 E2 E3 End of Study  

E4 

Early 
Termination 

Visit 

Week† 

 

 Wk 4 
(± 4 d) 

Wk 8 
(± 4 d) 

Wk 12 
(± 4 d) - 

Informed consent X     

Selection criteria X     

Demographics & baseline clinical characteristics1 X     

Physical examination2 X   X X 

AV medical history and relevant comorbidites3 X   X X 

Seysara dose4 X X X X X 

Dispensing and return of study medication X X X X X 

Prior acne medication (since diagnosis & past 6 months) X     

Concomitant general medication X   X X 

Concomitant anti acne medication X   X X 

Site Investigator’s clinical assessment of acne5  X X X X X 

Study subject questionnaires6 X X X X X 

AEs/SAEs7 X X X X X 

Reasons for premature study withdrawal     X 

† Expected in-person or virtual encounter/visit schedule, in relation to the index date (date of first administration of sarecycline). 
1 Clinical characteristics data assessed retrospectively based on what is documented in patient medical charts. 
2 Routine physical examination conducted as part of usual care alone and as documented in patient medical charts; such data may include - blood 
pressure, waist circumference, height/weight measurements. 

3 May include AV date of diagnosis, baseline severity, relevant comorbidities, per clinician judgment and/or as documented in patient medical 
charts immediately before the index date; new emerging comorbidities during the study period will be recorded, based on the documentation in 
patient medical charts. 
4 Expected usage is once daily, every day during the duration of the trial. 
5 Site Investigator assessments of AV severity of Subjects may be conducted during subject visit to clinician offices, or via remote/virtual (telehealth) 
visits owing to Covid-related travel restrictions. 
6 Subject self-assessments will include PtGA of acne severity; various HRQOL assessments will be conducted at baseline and Week 12. 
7 In the case of premature study discontinuation due to an AE, the Investigator should make every effort to collect the AE duration and outcome. 
Any SAE that is ongoing at the End of the Study or at the time of premature withdrawal will be followed up until the SAE is resolved or at least up 
to 4 weeks. AE follow-up information will be reported in the eDCF. 
 
Note: AE, adverse event; eDCF, electronic Data Collection Form; E, encounter; W, week. 
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12.2 Appendix B: Select Study Questionnaires 

ASIS 
 
Please read and answer each of the following questions about acne signs and symptoms. Before answering each 
question, look in the mirror and think about the acne on your face.  Select one answer for each question that 
best describes your experience with acne right now.  There are no right or wrong answers.  
 

1. How oily is your face right now? 

 Not at all 

□ 
A little 

□ 
Somewhat 

□ 
Quite a bit 

□ 
Very 

□ 
      
2.  How many pimples do you have on your face right now? 

 None 

□ 
A few 

□ 
Some 

□ 
Quite a bit 

□ 
A lot 

□ 
      
3. How many acne scars (holes or indents) do you have on your face right now? 

 None 

□ 

A few 

□ 

Some 

□ 

Quite a bit 

□ 

A lot 

□ 
      
4. How many scabs from acne do you have on your face right now? 

 None 

□ 

A few 

□ 

Some 

□ 

Quite a bit 

□ 

A lot 

□ 
      
5. How many dark marks from acne do you have on your face right now? 

 None 

□ 

A few 

□ 

Some 

□ 

Quite a bit 

□ 

A lot 

□ 
      
6. How many blackheads do you have on your face right now? 

 None 

□ 

A few 

□ 

Some 

□ 

Quite a bit 

□ 

A lot 

□ 
      
7. How many whiteheads do you have on your face right now? 

 None 

□ 

A few 

□ 

Some 

□ 

Quite a bit 

□ 

A lot 

□ 
      
8. How much redness do you have on your face right now? 

 None 

□ 

A few 

□ 

Some 

□ 

Quite a bit 

□ 

A lot 

□ 
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9. Overall, how is the acne on your face right now? 

 Clear 

□ 

Almost clear 

□ 

Mild 

□ 

Moderate 

□ 

Severe 

□ 
      

Please read and answer each of the following questions about how acne impact your quality of life.  Before 
answering each question, look in the mirror and think about the acne on your face.  Select one answer for each 
question that best describes your experience with acne in the past 7 days.  There are no right or wrong answers. 

 
10. Over the past 7 days, rate how your face looked because of your acne. 

 Excellent 

□ 

Very good 

□ 

Good 

□ 

Fair 

□ 

Bad 

□ 
      
11. Over the past 7 days, how often did you feel sad because of the acne on your face? 

 Never 

□ 

Rarely 

□ 

Some of the time 

□ 

Most of the time 

□ 

All of the time 

□ 
      
12. Over the past 7 days, how often did you feel embarrassed because of the acne on your face? 

 Never 

□ 

Rarely 

□ 

Some of the time 

□ 

Most of the time 

□ 

All of the time 

□ 
      
13. Over the past 7 days, how often did you feel self-conscious because of the acne on your face? 

 Never 

□ 

Rarely 

□ 

Some of the time 

□ 

Most of the time 

□ 

All of the time 

□ 
      
14. Over the past 7 days, how often did you feel annoyed because of the acne on your face? 

 Never 

□ 

Rarely 

□ 

Some of the time 

□ 

Most of the time 

□ 

All of the time 

□ 
      
15. Over the past 7 days, how often did you feel not confident because of the acne on your face? 

 Never 

□ 

Rarely 

□ 

Some of the time 

□ 

Most of the time 

□ 

All of the time 

□ 
      
16. Over the past 7 days, how often did you choose not to be around other people because of the acne on your 

face? 
 Never 

□ 

Rarely 

□ 

Some of the time 

□ 

Most of the time 

□ 

All of the time 

□ 
      
17. Over the past 7 days, how often did someone make bad comments about the acne on your face? 

 Never 

□ 

Rarely 

□ 

Some of the time 

□ 

Most of the time 

□ 

All of the time 

□ 
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Expert Panel Questionnaire (EPQ) 

 
Please read and answer each of the following questions about how acne affect your emotional wellbeing, social 
interactions, and other daily activities. Before answering each question, look in the mirror and think about the 
acne on your face.  Select one answer for each question that best describes your experience with acne over the 
past 7 days.  There are no right or wrong answers. 
 
1. Over the past 7 days, how often has your acne made you feel angry (mad/sad)? 

 Never 

□ 
Rarely 

□ 
Some of the time 

□ 
Most of the time 

□ 
All of the time 

□ 
      
2.  How worried are you about how long your acne will last and how bad it will get? 

 Not at all 

□ 
Slightly 

□ 
Somewhat 

□ 
Moderately 

□ 
Extremely 

□ 
      
3. How often do you think about your acne? 

 Never 

□ 

Rarely 

□ 

Some of the time 

□ 

Most of the time 

□ 

All of the time 

□ 
      
4. Over the past 7 days, how worried have you been about your acne? 

 Not at all 

□ 

Slightly 

□ 

Somewhat 

□ 

Moderately 

□ 

Extremely 

□ 
      
5. How often do you change, edit, or filter your social media photo or selfie because of your acne? 

 Never 

□ 

Rarely 

□ 

Some of the time 

□ 

Most of the time 

□ 

All of the time 

□ 
      
6. How often does acne impact your “in real-life” plans (IRL) (like dating or social engagements, playing 

sports, swimming or hanging out)? 

 Never 

□ 

Rarely 

□ 

Some of the time 

□ 

Most of the time 

□ 

All of the time 

□ 
      
7. How often are you doing something to hide your acne (like mess with, squeeze/pop, or use makeup, 

concealer, hairstyle, clothes to cover up)? 

 Never 

□ 

Rarely 

□ 

Some of the time 

□ 

Most of the time 

□ 

All of the time 

□ 
      
8. How often do you feel picked on or judged because of your acne? 

 Never 

□ 

Rarely 

□ 

Some of the time 

□ 

Most of the time 

□ 

All of the time 

□ 
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9. How concerned are you that your acne will affect your ability to reach your future goals (in school or work) 
and be the best you can be? 

 Not at all 

□ 

Slightly 

□ 

Somewhat 

□ 

Moderately 

□ 

Extremely 

□ 
      
10. Over the past 7 days, how often has worrying about or discomfort (itching/hurting) from acne affected your 

sleep? 

 Never 

□ 

Rarely 

□ 

Some of the time 

□ 

Most of the time 

□ 

All of the time 

□ 
 

 
 
 
 

  






