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Abstract

Introduction: Androgenetic alopecia (AGA) is the most common type of 
hair loss worldwide and is estimated to affect about 80 million people in the 
United States. Recent trends suggest that incidence and severity of the disease 
are increasing across all genders and races. Randomized controlled trials (RCTs) 
involving diverse patient populations are necessary to individualize treatment.

Objective: Evaluate enrollment and subgroup analysis of people falling in 
racial/ethnic minority groups in phase II and III RCTs for AGA published in the 
United States within the past 10 years.

Methods: We examined completed published phase II and III randomized, 
double-blind, placebo-controlled trials investigating AGA. Race/ethnicity data 
was extracted for each RCT using US Census Bureau guidelines.

Results: 20 total RCTs with a total of 1855 participants were included in 
the analysis. 8 (40%) of RCTs included race/ethnicity data. Among these, 3 
(15%) studies included only race and 5 (25%) included both. The majority of 
study patients were white (n= 862/1063, 81.1%) followed by African American 
(n=127/1063, 11.9%) and Asian (n=33/1063, 3.1%). Six (0.56%) patients 
identified as American Indian/Alaska Natives, 5 (0.47%) as Hawaiian/Pacific 
Islander, and 16 (1.5%) as another race or race was unknown. Ethnicity was 
reported in 5 (25%) of trials, totaling 317 participants; 60 (18.9%) patients 
identified as Hispanic.

Conclusions: Non-Caucasian patients remain underrepresented in RCTs 
despite AGA being a highly prevalent condition, reducing the generalizability 
of trial outcomes to the general population. Future RCTs should update 
definitions of race/ethnicity and include more diversity among AGA patients.

Androgenetic alopecia (AGA) is the most common type of hair 
loss worldwide, estimated to affect about 50 million men and 30 
million women in the United States (US)1,2. AGA is thought to be 
genetically predetermined with variable penetrance2,3. Furthermore, 
both incidence, severity, and patterns of hair loss appear to differ 
across different racial and ethnic groups3. Recent trends suggest 
that incidence and severity of the disease are increasing across 
all genders and races. Thus, randomized controlled trials (RCTs) 
involving diverse patient populations are necessary to further 
understand how we can personalize treatment for patients. 

We evaluated enrollment and subgroup analysis of people 
falling in racial and ethnic minorities in published phase II and III 
double-blind RCTs investigating AGA performed in the US within 
the past 10 years. Search term “androgenetic alopecia” was queried 
of ClinicalTrials.gov and PubMed following the selection process 
depicted in figure 1. 
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Race and ethnicity data were extracted for each RCT 
using the definitions outlined by the US Census Bureau5. 
Race represents an individual’s self-identification in 
one or more groups including White, Black, African 
American, American Indian or Alaska Native, Asian, and 
Native Hawaiian or other Pacific Islander, or another race. 
Ethnicity refers to being of Hispanic or non-Hispanic origin.

20 total RCTs were included in the analysis for a total of 
1855 participants. 8 (40%) were published within the last 5 
years (2018-2022) while a majority (60%) were published 
between 2012 and 2017. 8 (40%) RCTs included race and/
or ethnicity data, accounting for 1063 patients. Among 
these, 3 (15%) studies included race but not ethnicity 
and 5 (25%) included both. White patients accounted 
for most study participants (n= 862, 81.1%) followed by 
AA (n=127, 11.9%) and Asian (n=33, 3.1%) patients. Six 
(0.56%) as American Indian or Alaska Natives, 5 (0.47%) 
patients identified as Hawaiian or Pacific Islander, and 16 

(1.5%) were either identified as another race or race was 
unknown. The categorization of subject race is shown in 
figure 2. Ethnicity was reported in 5 (25%) of trials which 
included a total of 317 participants. Of these, only 60 
(18.9%) patients identified as Hispanic.

Limitations of this study include incomplete reporting 
of race and ethnicity, and the use of the broad definition 
outlined by the US Census Bureau. 

Our analysis demonstrates under-representation of non-
Caucasian patients despite AGA being a highly prevalent 
condition. Epidemiological studies have shown that white 
patients exhibit the highest incidence and severity of AGA 
followed by African Americans (AA) and Asians3. Native 
American and Alaska Native patients are least commonly 
affected. Patterns of hair loss vary between racial groups, 
as well, with Caucasian males being less likely to have 
preservation of their frontal hair lines compared to AA, 
Asian, and Native American men4. Incidence in Caucasian 
males is estimated to be 50% by age 50 and up to 80% by 
age 703. In females, incidence is thought to increase after 
menopause3. However, there are few clinical trials including 
patients belonging to most minority racial and ethnic 
groups and none describing how response to treatment 
may vary across racial and ethnic groups. This limits the 
generalizability of treatment and trial outcomes to the 
general population since incidence, severity, and patterns 
of hair loss appear to vary across different racial and ethnic 
groups. By incorporating updated definitions of race and 
ethnicity and making active efforts include more non-
Caucasian patients, we can provide more individualized 
care to patients with AGA.
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Figure 1. Androgenetic Alopecia, search methodology and results 
of the review 

Figure 2. Androgenetic Alopecia: categorization of race in clinical 
trials in the USA published between 2012-2022
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