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Background

Vitiligo: the most common depigmentation disorder
50 years of research and 90 interventions tested
Lack of consensus as to the outcome measures
No cure and no firm clinical recommendations

WHITTON M, et al. Interventions for vitiligo. Cochrane Database of Systematic Reviews
2010, Issue 1
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Outcomes in vitiligo research

m Systematic review on outcome measures

m Survey amongst clinicians and patients on
most desirable outcomes (UK)
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Systematic review on outcomes
measures in vitiligo trials

m 25 different outcomes reported in 54 trials

m Repigmentation assessed by patients: only 4%
of trials

m 1/% of trials asked for patient opinion on
treatment efficacy

m 96% reported repigmentation BUT...

ELEFTHERIADOU et al. Which outcomes should we measure in vitiligo? Results of a
systematic review and a survey amongst patients and cI|n|C|ans on outcomes in
vitiligo BJD 2012; 164 (4): 804-814 SR SPRUSD
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Repigmentation
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Survey amongst clinicians & patients

m Cosmetically acceptable repigmentation
rather than %

= Quality of life

m Maintenance of gained repigmentation
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Aim: core outcomes set for
future vitiligo trials
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Why outcomes are important?

m 85% of research money Is wasted:
Important outcomes not measured
50% of planned outcomes not reported

Published research fails to set the study Iin the
context with all previous similar research

CHALMERS et al. Avoidable waste in the production and reporting of
research evidence. Lancet 2009; 374:86-89
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What Is happening elsewhere?

m HOME (Harmonising Outcomes Measures for
Eczema) http://www.homeforeczema.org/

m OMERACT (Outcome measures in
Rheumatology) 20 years old!

http://omeract.org/
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Methods




International consensus on outcomes for vitiligo

m e-Delphi process
m 3 rounds (electronic guestionnaires)

m patients, clinicians & researchers ( minl2
representatives from each group)

m establishment of domains (outcomes)
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Results

m Centre of Evidence Based Dermatology

m Steering group: Dr V. Eleftheriadou, Profs. K. Ezzedine,
M. Picardo, K.Thomas and A. Taieb

m 101 participants:
International Federation of Pigment Cell Societies (IFPCS) (European, American,
Asian, and Japanese)

m 24 countries:

Algeria, Australia, Austria, Bahrain, Belgium, Brazil, Canada, Colombia, Egypt, France,
Germany, Greece, India, Italy, Mexico, Morocco, Netherlands, Saudi Arabia, Spain, Taiwan,
Tunis, United Arab Emirates, United Kingdom, and United States of America.
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IPCC 2014, Singapore




Results: international e-Delphi

consensus
Stakeholder group Respondersin:
Round1 |Round2 |Round3
Dermatol ogists 51 44 (85%) |42 (95%)
Patients/carers 32 26 (81%) |21 (81%)
Other (journal editors, regulatory authorities) 18 18 (100%) | 18 (100%)
Total number of participants 10 87 (86%) 81(80%)
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Round 1:

Proposed outcomes for vitiligo based on the recommendations of
the systematic review?:

Repigmentation

Cosmetically acceptable repigmentation

Global assessment of the disease
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Psychological impact
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* ELEFTHERIADOU V et al. Which outcomes should we measure in vitiligo? Results of a systematic

review and a survey amongst patients and clinicians on outcomes in vitiligo trials. BJD 2012. 167: 804-
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Round 2 results:

Repigmentation

Cosmetically acceptable repigmentation
Quality of life

Maintenance of gained repigmentation
Cessation of spread

Side effects and harms
Tolerability/burden of vitiligo

Excluded items (did not reached consensus):

Global assessment of the disease
Self-esteem

Psychological impact of vitiligo
Economic impact of treatment
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Round 3 results;

L] Essentla| (relevant to all interventions for vitiligo/ reported in ALL clinical
trials):

Repigmentation
Side effects and harms of treatment
Maintenance of gained repigmentation

@ Recommended (reported IF relevant to the intervention and trial design):

Cosmetic acceptability of the results
Quality of life

Cessation of spreading of vitiligo
Tolerability/burden of treatment

ELEFTHERIADOU V et al. Developing core outcome set for vitiligo cllnlcal trials : International e-

Delphi consensus. PCMR. Jan 2015 (Epub ahead of print) SPRUSD
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Conclusions (1):

m Establishment of domains completed

m High number of participants and response rate
In all 3 rounds: valid results

m No geographical constrains, high degree of
experience and skills

m Self esteem and psychological impact of vitiligo
(Important to patients) didn’t make it to core
outcomes set
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Conclusions (2):

m No validated scales for vitiligo outcomes’
m Guidance by COSMIN recommended (consensus-based

Standards for the selection of health Measurement Instruments)™

m Next step: identification of a unified scale to
measure % repigmentation and its
characteristics (for target lesions)

VRIJMAN C et al. Measurement properties of outcome measures for Vitiligo: a systematic review.
Arch. Dermatol 2012. 148, 1302-1309.

"MOKKIN L.B. et al. The COSMIN checklist for assessing the methodological quality of studies on
measurement properties of health status measurement instruments: an international Delphi study.
Qual. Life Res 2010. 19, 539-549.
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Thank you

We are very grateful to all the participants of this international e-Delphi consensus:

Abdel-renim Mona, Abdallah Mahmoud, Abdallah Marwa, Abdel-Hay Rania, Abdel-Rahman Amal
Talaat, Abdo Manal, Al-Eisa Abdullah, Al-Hammadi Anwar, Al-Issa Ahmed, Al-Khayat Hana, Aly
Hegazy Rehab, Alomar Agustin, Anbar Tag, Barona Maria Isabel, Beker Lucy, Benzekri Laila,
Bodegom Monique, Bonsmann Gisela, Bos Jan, Bourazanis Dimitris, Bus Jeroen, Callen Jeff,
Castanedo Cazares Juan Pablo, Chen Susan, Creswell-Hall Marjorie, Costa Izelda, Das Francine, De
Lourder Rivera Maria, Ehrchen Jan, El Benna Yacine, EI-Mofty Medhat, Elliott Ermora, Elnaby
Hussain Hasab, Elston Dirk, EI-Tonsy Mohamed, Erchen Jan, Esmat Samia, Van der Veen J.P.W.,
Fukai Kazuyoshi, Gauthier Yvon, Gerosa Simona, Ghallab Mamoun, Gkogkou Eva, Hafkamp Onno,
Halmans Ed, Hamzauvi lltefat, Harris John, Fernande Schipperheijn Helena, Hunt-Fujioka Jeanne,
Johnson Alisa, Katamesh Ahmed, Katayama Ichiro, Komen Lisa, Kumarasinghe Prasad, Kundu
Roopal, Lahiri Koushik, Lan Eric, Lee Edward, Lim Henry, Lui Harvey, Luiten Rosalie, Luten Denise,
Malorni Walter, Jalan Nitin, Moftah Nayera, Mokhtar Insaf, Moretti Silvia, Mostafa Wedad,
Nieuweboer-Krobotova Ludmila, Pandya Amit, Parsad Davinder, Passeron Thierry, Picardo Mauro,
Ruenger Thomas, Salhi Aicha, Silar Carmenita, Silva de Castro Caio, Sonnemans Els, Speeckaert
Reinhart, Suzuki Tamio, Taieb Alain, Tanew Adrian, Tanneberger Amelie, Tawakol Ali Magdy, Tawfik
Maggy, Taylor Stephen, Thakur Shally, Traupe Heiko, Van Geel Nanja, Walleij Anna, Westerhof
Wiete, Whitton Maxine, Wind Bas, Wittal Richard, Williams Hywel, Wolkerstorfer Albert, Yousry Rania,
Ezzedine Khaled, Zaki Rania, Petraglia Sandra, Zhou Youwen.
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