
Information Classification: General

SHADES OF PROGRESS: UPDATES IN CLINICAL 
STUDY OF PATIENTS OF COLOR

Andrew F.  Alexis, MD, MPH

Vice-Chair for Diversity and 
Inclusion for the Department of 
Dermatology
Professor of Clinical Dermatology 
at Weill Cornell Medical College 
New York, NY

Mona Shahriari, MD

Assistant Clinical Professor of 
Dermatology,
Yale University School of Medicine
Associate Director of Clinical Trials,
CCD Research PLLC
New Haven, CT



Information Classification: General

THE US POPULATION IS BECOMING INCREASINGLY DIVERSE

Gender Race Ethnicity

Socioeconomic 
status

Disability
Sexual 

Orientation

Pandya AG et al. Increasing racial and ethnic diversity in dermatology: A call to action. J Am Acad Dermatol. 2016 Mar;74(3):584-7
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UNDERREPRESENTATION OF MINORITY RACIAL AND ETHNIC 
GROUPS IN U.S. CLINICAL TRIALS

Turner BE, Steinberg JR, Weeks BT, Rodriguez F, Cullen MR. Race/ethnicity reporting and representation in US clinical trials: a cohort study. Lancet Reg Health Am. 2022 Jul;11:100252
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Mineroff J et al., J Am Acad Dermatol, 2023.
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CHALLENGES IN ACHIEVING DIVERSITY IN CLINICAL TRIALS

Odedina FT, Wieland ML, Barbel-Johnson K, Crook JM. Community Engagement Strategies for Underrepresented Racial and Ethnic Populations. Mayo Clin Proc. 2024 Jan;99(1):159-171
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WHY IS DIVERSITY IN CLINICAL TRIALS IMPORTANT?
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• Intended to increase enrollment of participants who are members of 
historically underrepresented populations in clinical studies
 Age, ethnicity, race, sex

• This will help improve the strength and generalizability of the evidence for 
the intended use population

FDA.gov
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FDA GUIDANCE

 Broaden eligibility criteria and avoid unnecessary exclusions

 Design trials in ways that achieve participant diversity

 Initiate studies in sites with diverse populations

 Consider transportation barriers for those that live in rural or remote locations

 Flexibility in visit times and frequency of in person visits, consider televisits

 Consider participation challenges for older adults, children, people with disabilities and 
those with cognitive impairments

 Improve practices for recruiting participants to clinical trials

 Consider diverse investigators and study coordinators to assist with trial recruitment

 Trial related resources in multiple languages

 Sponsor’s can engage with the participants’ community and build trust

FDA.gov
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PROGRESS IN PSORIASIS CLINICAL TRIALS:

VISIBLE STUDY- FIRST LARGE SCALE DEDICATED SKIN OF 
COLOR IN PSORIASIS STUDY
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CLINICAL TRIAL DESIGN

Alexis A, et al. AAD Annual Meeting; March 2023; New Orleans, LA
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THE VISIBLE APPROACH TO ENHANCE DIVERSITY

Alexis A, McMichael A, Vashi N, Bhutani T, Rodriguez AO, Yeung J, Choi O, Chan D, Alkousakis T, Bronner DN, Park-Wyllie L, Gao LL, Grimes P, Shahriari M, Yadav G, Kindred C, Taylor SC, Desai SR. JAMA Dermatol. 2024 Dec 11. 
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AN INCLUSIVE  PATIENT POPULATION

The Challenge

 Fitzpatrick skin type (FST) is subjective and prone to bias

 Limiting SOC to FST IV-VI and or certain races or 
ethnicities results in exclusion of some groups (e.g., Middle 
Eastern populations)

The Intervention

 Use of colorimeter to objectively determine skin tone-based FST

 Inclusion of FST I-VI and all who self-identify as non-white

 Increased number of primary race/ethnicity categories with 
multiple subcategories with the ability to self-report

Alexis A, et al. AAD Annual Meeting; March 2023; New Orleans, LA
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ENHANCING DIAGNOSIS AND DISEASE SEVERITY ASSESSMENTS

The Challenge

 Historical misdiagnosis and delayed diagnosis of PsO in SOC

 Objective visual evaluation of erythema and pigmentation may 
be difficult

 Limited SOC images in dermatology textbooks

The Intervention

 Screening photos submitted to an expert panel to confirm the PsO 
diagnosis and confirm study eligibility

 Measurement of erythema in PsO and melanin in post-inflammatory 
pigment alteration (PIPA) via colorimetry

 Use of cross-polarized light and photography to objectively evaluate 
the progression/improvement of psoriasis plaques and PIPA over time

 Creation of a database of about 20,000 clinical images showcasing the 
presentation of PsO across skin tones

Alexis A, et al. AAD Annual Meeting; March 2023; New Orleans, LA
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ADDRESSING THE GAPS

 The natural history of post-inflammatory pigment alteration 

 The impact of treating psoriasis on the trajectory of post-inflammatory pigment change

 Assessment of novel biomarker data
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PASI 90 AND IGA 0/1: SKIN CLEARANCE ACROSS ALL SKIN TONES 
THROUGH WEEK 48 WITH GUSELKUMAB

Alexis A, et al. Skin of Color Update 2024, New York, NY
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PROPORTION OF PATIENTS WITH COMPLETE SCALP CLEARANCE 
THROUGH WEEK 48 WITH GUSELKUMAB 

McMichael A et al. Skin of Color Update 2024, New York, NY
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Alexis A et al. Presented at Fall Clinical Dermatology October 2024
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Alexis A et al. Presented at Fall Clinical Dermatology October 2024
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PROGRESS IN ATOPIC DERMATITIS CLINICAL TRIALS:

ADMIRABLE STUDY- FIRST DEDICATED SKIN OF COLOR IN 
ATOPIC DERMATITIS STUDY
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CLINICAL TRIAL DESIGN

Alexis et al, Fall Clinical 2024, Las Vegas, NV
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A DIVERSE PATIENT POPULATION 

• Included patients with a self-reported race other than 
white

• FST IV-VI

Alexis et al, Fall Clinical 2024, Las Vegas, NV
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PDCA-DERM: ASSESSING POST-INFLAMMATORY 
HYPOPIGMENTATION AND HYPERPIGMENTATION IN ATOPIC DERM

Alexis et al, Fall Clinical 2024, Las Vegas, NV
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IGA 0/1 AND EASI 75/90 ACHIEVEMENT WITH LEBRIKIZUMAB

Alexis et al, Fall Clinical 2024, Las Vegas, NV
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IMPROVEMENTS IN PIGMENTARY CHANGE AS MEASURED BY 
PDCA-DERM

Alexis et al, Fall Clinical 2024, Las Vegas, NV
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TAKE HOME POINTS

 As the US population continues to diversity, individuals studied in clinical trials should 
resemble the diversity and heterogeneity of real-world populations

 Dedicated skin of color trials in psoriasis and atopic dermatitis have not only 
confirmed the safety and efficacy of therapeutics across diverse populations, but also 
highlighted the unique challenges faced by patients from diverse backgrounds

 Diversity action plans have helped improve the representation of historically 
underrepresented populations in clinical trials
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