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Why do we need COS in dermatology?



HISTORIC Steering Committee

HIdradenitis SuppuraTiva cORe
outcomes set International 

Collaboration 



Gather all the relevant stakeholders

6 groups of stakeholders were invited:

1.Patients 
2.Dermatologist HS 
3.Surgeons HS 
4.Nurses HS specialist
5.Industry representatives 
6.Drug regulatory authorities

A 1:1 ratio of patients: 
health care professionals 

(HCPs) was aimed for

Participants Invited/Accepted

HS Experts 138/59

-Medical 118/47

-Surgical 13/5

-Nursing 7/4

Patients 58/45

Industry 2/2

Regulatory 3/1

Total 196/104

Countries 23/19

Continents 5/4

Be as international as possible



Be inclusive: 
Integral and 
equal Patient 
Research Partner 
involvement

CHORD patient pre-meeting 15 May 2021



Don’t reinvent the wheel: Systematic 
review of literature 

• Quality of life 
• Pain
• Lesion count
• Physician global self-assessment
• Patient global self-assessment
• Recurrence rate
• Overall satisfaction with treatment
• Impairment of function
• Cosmesis
• Duration of recovery

10 potential efficacy outcome measure domains were 
identified  



Systematic 
review of 
literature

Qualitative  
studies

Identification of initial list of candidate items and 
potential core domains

HCP item 
generation

survey 

Combined list of 
potential items

> 100 

Items 
grouped 
under 

domains



Delphi process

Please rate each of the following outcomes 
listed on their importance in being measured 
as an outcome in all clinical trials for HS. The 
following scale may be used to rate 
importance:

1-3: not important to measure in all 
clinical trials for HS 

4-6: important, but not essential to 
measure in all clinical trials for HS

7-9: essential to measure in all clinical 
trials for HS



10

E-Delphi cannot replace face-to-
face meetings!



DEPARTMENT OF DERMATOLOGY, 
ROSKILDE HOSPTIAL, DENMARK

Stamina – it’s quite a long process!

Consensus 

meeting III

Consensus 

meeting IV



Sleep-disturbance 

Inner ring: the core set
Domains and Items that reached `consensus in´
for patients and HCPs

Middle ring: 
Domains and Items that reached `consensus in´
for patients or HCPs

Sleep-disturbance

Pain

Physical signs
Anatomic location, Surface area, Total lesion count, Inflammatory lesion 
count, Number of abscesses, Number of inflamed nodules, Number of 

sinus tracts, Number of fistulae 

HS specific QOL
Physical functioning, Psychological functioning, Psychosocial functioning, 

Emotional well-being, Ability to work or study

Global assessment
Patient global , Physician global  

Progression of course
Flare frequency and duration, Time to recurrence

Number of 
chronic 
areas 

Symptoms
Drainage, Fatigue 

Outer ring: 
Items that did not reach `consensus in´, but was 
marked as specific research agenda or important 
in specific trials at consensus meetings

Biomarkers

Time to heal







• FDA certification programme

• Translated into approximately 60 languages

• Use in commercial and academic trials

• HiSQOL for Adolescents

Embedding 
instruments in large 

pharma trials provides 
validation data 

Link with regulators to
check format of 

instrument



Lessons learned…

• Gather all the relevant stakeholders

• Be as international as possible

• Be inclusive – acceptance and usage of instruments

• E-Delphi cannot replace face-to-face meetings

• Keep in mind core set – avoid overlap



C3 – The CHORD COUSIN Collaboration



COS Groups in C3



COS implementation: 
HOME Roadmap
Leshem et al. Br J 
Dermatol 2023; 189: 
710-8



C3 Resources
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