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• S e b o r r h e i c  d e r m a t i t i s  ( S D )  i s  a  c h r o n i c ,  i n f l a m m a t o r y  d e r m a t o l o g i c  c o n d i t i o n  
t h a t  c a u s e s  f l a k i n g  s c a l e s  a n d  p e r s i s t e n t  i t c h . 1  Tr e a t m e n t  o p t i o n s  i n c l u d e  
t o p i c a l  c o r t i c o s t e r o i d s  ( T C S ) ,  w h i c h  a r e  o f t e n  p r e s c r i b e d  b e c a u s e  t h e y  a r e  
e f f i c a c i o u s  b u t  w h o s e  u s e  i s  l i m i t e d  i n  d u r a t i o n  a n d  l o c a t i o n  d u e  t o  r i s k  o f  
a d v e r s e  e v e n t s 1

• I n  t h e  P h a s e  3  S T R AT U M  t r i a l ,  r o f l u m i l a s t  f o a m  0 . 3 %  d e m o n s t r a t e d  e f f i c a c y  f o r  
t h e  t r e a t m e n t  o f  m o d e r a t e - t o - s e v e r e  S D  ( F i g u r e  1 ) 2

• P a t i e n t - r e p o r t e d  o u t c o m e s  e v a l u a t e d  i n  t h e  t r i a l  i n c l u d e d  t h e  D e r m a t o l o g y  L i f e  
Q u a l i t y  I n d e x  ( D L Q I ) ,  a  v a l i d a t e d  m e a s u r e  u s e d  t o  a s s e s s  q u a l i t y  o f  l i f e  ( Q O L )  i n  
p a t i e n t s  w i t h  s k i n  d i s e a s e  ( F i g u r e  2 ) .  R e d u c t i o n s  i n  D L Q I  s c o r e  a r e  a s s o c i a t e d  
w i t h  a  h i g h e r  Q O L , w i t h  a  s c o r e  o f  0  o r  1  i n d i c a t i n g  n o  e f f e c t  a t  
a l l . 3 F u r t h e r m o r e ,  l i t e r a t u r e  s u p p o r t s  a  m i n i m a l  i m p o r t a n t d i f f e r e n c e  o f  4  t o  
d e n o t e  c l i n i c a l l y  m e a n i n g f u l i m p r o v e m e n t s  i n  D L Q I  s c o r e  f o r  i n f l a m m a t o r y  
s k i n d i s e a s e s 4

• T h e  a i m  o f  t h i s  a n a l y s i s  w a s  t o  a s s e s s  t h e  Q O L  i m p a c t  o f  r o f l u m i l a s t  f o a m  0 . 3 %  
v e r s u s  v e h i c l e  i n  p a t i e n t s  w i t h  m o d e r a t e - t o - s e v e r e  S D  w h o  r e p o r t e d  a n  
i n a d e q u a t e  r e s p o n s e ,  i n t o l e r a n c e ,  o r  c o n t r a i n d i c a t i o n  t o  T C S  

INTRODUCTION

METHODS

CONCLUSIONS

• B a s e l i n e  a n d  f o l l o w - u p  D L Q I  d a t a  f r o m  t h e  S T R AT U M  t r i a l  w a s  c o l l e c t e d  f o r  

p a t i e n t s  a g e d  ≥ 1 7  y e a r s  w i t h  m o d e r a t e - t o - s e v e r e  S D  w h o  h a d  a n  i n a d e q u a t e  

r e s p o n s e ,  i n t o l e r a n c e ,  o r  c o n t r a i n d i c a t i o n  t o  T C S  ( N = 1 8 1 ) .  P a t i e n t s  r e c e i v e d  

r o f l u m i l a s t  f o a m  0 . 3 %  o r  v e h i c l e  f o a m  o n c e  d a i l y  f o r  8  w e e k s  

• T h e  a n a l y s i s  a s s e s s e d  t h e  f o l l o w i n g  e n d p o i n t s :  p e r c e n t a g e  c h a n g e  f r o m  b a s e l i n e  

i n  D L Q I  s c o r e ,  a c h i e v e m e n t  o f  a  m i n i m a l  i m p o r t a n t  d i f f e r e n c e  ( M I D ;  d e f i n e d  a s  a  

≥ 4 - p o i n t  r e d u c t i o n  i n  D L Q I  s c o r e  f r o m  b a s e l i n e  i n  p a t i e n t s  w i t h  a  D L Q I  s c o r e  > 4  

a t  b a s e l i n e ) ,  a n d  a c h i e v e m e n t  o f  a  D L Q I  s c o r e  o f  0  o r  1 ,  f o r  r o f l u m i l a s t  f o a m  

0 . 3 %  v e r s u s  v e h i c l e  a t  w e e k s  2 ,  4 ,  a n d  8  

• D i f f e r e n c e s  i n  c h a n g e  f r o m  b a s e l i n e  D L Q I  s c o r e s  w e r e  a s s e s s e d  u s i n g  t h e  

K r u s k a l - W a l l i s  t e s t .  T h e  C o c h r a n – M a n t e l – H a e n s z e l  t e s t  w a s  u s e d  t o  a s s e s s  

d i f f e r e n c e s  i n  t h e  p r o p o r t i o n  o f  p a t i e n t s  a c h i e v i n g  b i n a r y  e n d p o i n t s  b e t w e e n  

t r e a t m e n t  a r m s  

RESULTS
• 1 8 1  p a t i e n t s  a t  b a s e l i n e  w e r e  i n c l u d e d  i n  t h e  s u b g r o u p  a n a l y s i s  ( 1 2 5  r o f l u m i l a s t  f o a m  

0 . 3 % ;  5 6  v e h i c l e ) .  A t  a l l  t i m e  p o i n t s ,  p e r c e n t  c h a n g e  f r o m  b a s e l i n e  i n  D L Q I  s c o r e  w a s  

s i g n i f i c a n t l y  g r e a t e r  f o r  r o f l u m i l a s t  f o a m  0 . 3 % - t r e a t e d  p a t i e n t s  r e l a t i v e  t o  v e h i c l e  

( F i g u r e  3 )

• Tr e a t m e n t  w i t h  r o f l u m i l a s t  f o a m  0 . 3 %  s i g n i f i c a n t l y  i n c r e a s e d  t h e  o d d s  o f  a c h i e v i n g  a n  

M I D  i n  D L Q I  s c o r e  f r o m  b a s e l i n e  t o  w e e k s  2 ,  4 ,  a n d  8  c o m p a r e d  w i t h  v e h i c l e  ( O R :  6 . 9 7 ;  

9 5 %  C I :  3 . 9 7 ,  1 2 . 2 4 ;  p < 0 . 0 0 1 )  ( F i g u r e  4 )  

• R e l a t i v e  t o  v e h i c l e ,  t h e  o d d s  o f  a c h i e v i n g  a  D L Q I  s c o r e  o f  0  o r  1  f r o m  b a s e l i n e  t o  

w e e k s  2 ,  4 ,  a n d  8  w a s  s i g n i f i c a n t l y  h i g h e r  f o r  p a t i e n t s  t r e a t e d  w i t h  r o f l u m i l a s t  f o a m  

0 . 3 %  ( O R :  2 . 4 6 ;  9 5 %  C I :  1 . 5 8 ,  3 . 8 1 ;  p < 0 . 0 0 1 )  ( F i g u r e  5 )
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• Tr e a t m e n t  w i t h  r o f l u m i l a s t  f o a m  0 . 3 %  d e m o n s t r a t e d  a  r a p i d  a n d  s i g n i f i c a n t  
i m p r o v e m e n t  i n  D L Q I  s c o r e s  r e l a t i v e  t o  v e h i c l e  i n  p a t i e n t s  w i t h  S D  w h o  r e p o r t e d  
a n  i n a d e q u a t e  r e s p o n s e ,  i n t o l e r a n c e ,  o r  c o n t r a i n d i c a t i o n  t o  T C S .  F u r t h e r m o r e ,  
r o f l u m i l a s t - t r e a t e d  p a t i e n t s  w e r e  s i x  t i m e s  m o r e  l i k e l y  t o  a c h i e v e  a  c l i n i c a l l y  
m e a n i n g f u l  d i f f e r e n c e  i n  D L Q I  s c o r e  a n d  t w i c e  a s  l i k e l y  t o  a c h i e v e  a  s c o r e  o f  0  o r  
1

• T h e  i m p a c t  o f  r o f l u m i l a s t  f o a m  0 . 3 %  o n  Q O L  m a y  o f f e r  i m p o r t a n t  b e n e f i t s  f o r  S D  
p a t i e n t s  w h e n  t r e a t m e n t  w i t h  T C S  i s  u n s u c c e s s f u l  o r  n o t  v i a b l e .  T h i s  s h o u l d  b e  
c o n s i d e r e d  b y  p r o v i d e r s  a n d  h e a l t h c a r e  d e c i s i o n - m a k e r s  w h e n  a s s e s s i n g  
t r e a t m e n t  o p t i o n s  f o r  t h e s e  p a t i e n t s

LIMITATIONS
• T h e  l i m i t e d  f o l l o w - u p  p e r i o d  o f  8  w e e k s  i n  S T R AT U M  m a y  n o t  a l l o w  f o r  t h e  

a s s e s s m e n t  o f  l o n g - t e r m  Q O L  i m p a c t s  a s s o c i a t e d  w i t h  r o f l u m i l a s t  f o a m  0 . 3 %

• T h e  D L Q I  i s  n o t  s p e c i f i c  t o  S D  a n d  m a y  n o t  r e f l e c t  t h e  f u l l  i m p a c t  o f  S D  o n  p a t i e n t  
Q O L

• T h i s  a n a l y s i s  e x c l u d e d  p a r t i c i p a n t s  f r o m  S T R AT U M  a g e d  9  t o  < 1 7  y e a r s .  R e s u l t s  
m a y  n e e d  t o  b e  c o n f i r m e d  i n  y o u n g e r  p a t i e n t s

Figure 5. Patients achieving a DLQI score of 0 or 1 by treatment group 

Key: DLQI, Dermatology Life Quality Index.
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Figure 4. Patients achieving an MID in DLQI score by treatment group 

Key: DLQI, Dermatology Life Quality Index; MID, minimally important difference.
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Figure 3. Percentage change from baseline in DLQI score by treatment group 

Key: DLQI, Dermatology Life Quality Index.  

Figure 2. Dermatology Life Quality Index (DLQI)3

Note: “Not relevant” may be selected for the following questions: Q3-Q10.
Key: ADL – activities of daily living; DLQI – Dermatology Life Quality Index; QOL – quality of life.

The aim of this questionnaire is to measure how much your skin problem has affected your life OVER THE LAST WEEK. 
Please tick one box for each question.

Q1. How itchy, sore, painful, or stinging has your skin been?
Q2. How embarrassed or self-conscious have you been because of your skin?
Q3. How much has your skin interfered with you going shopping or looking after your home or garden?
Q4. How much has your skin influenced the clothes you wear?
Q5. How much has your skin affected any social or leisure activities?
Q6. How much has your skin made it difficult for you to do any sports?
Q7. How much has your skin been a problem at work or studying?
Q8. How much has your skin created problems with your partner or any of your close friends or relatives?
Q9. How much has your skin caused any sexual difficulties?
Q10. How much of a problem has the treatment for your skin been, for example by making your home messy, or by 
taking up time?

Very much   A lot   A little   Not at all

The DLQI is calculated by summing the score of each question resulting in a maximum of 30 and a 
minimum of 0. The higher the score, the more QOL is impaired.

• 0–1 = no effect 
• 2–5 = small effect 
• 6–10 = moderate effect 
• 11–20 = very large effect 
• 21–30 = extremely large effect

Figure 1. STRATUM study design2

a Weekly average. 
Key: BSA, body surface area; IGA, Investigator Global Assessment; SD, seborrheic dermatitis; QD, once daily; WI-NRS, Worst Itch Numeric Rating Scale. 

Eligibility criteria 
• Adults and adolescents (≥9 years 

of age) who had a clinical diagnosis 
of SD for at least 3 months

• Stable disease for at least 4 weeks 
before the baseline assessment

• IGA score of at least 3 on a 5-point 
scale

• Involvement of up to 20% BSA

Roflumilast foam 0.3%  
QD

Vehicle foam
QD

8 weeks dosing
Visits: Weeks 2, 4, 8

The DLQI was 
assessed in patients 
aged ≥17 years 
(n=430)

Phase 3, parallel group, double-blind, vehicle-controlled study (N=457)

Baseline patient characteristicsa

Age, mean (SD): 42.7 (17.03) Male, n (%): 228 (49.9) BSA (%), mean (SD): 2.92 (2.24)

IGA 3, n (%): 428 (93.7) IGA 4, n (%): 29 (6.3) WI-NRS, mean (SD): 4.95 (2.32)a
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