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It is a brand-new day for the treatment of children with severe 
inflammatory skin diseases. Not coincidentally, it also is a 
new day for the treatment of atopic dermatitis (AD). Why?

Historically, children have largely been ignored by 
pharmaceutical companies and the US Food and Drug 
Administration (FDA). Drug trials of new medications have 
been the exclusive province of adults; therefore, informa-
tion they have generated has had only derivative relevance 
to the pediatric population. Pediatricians and providers 
who care for children, aware that they are not simply “little 
adults,” have been forced to extrapolate best practices. 

My institution is poised to enroll a 3-year-old child 
with severe AD into a biologic trial (ClinicalTrials.gov 
identifier NCT03346434). The age range for this study is 
6 months to 6 years. This extraordinary democratization 
of clinical trials is no accident. The Best Pharmaceuticals 
for Children Act, which was passed in 2002, was a first 
step. This legislation incentivized pharmaceutical com-
panies to include children, who are notoriously more 
costly to study for myriad reasons, by extending patent 
protection for approved medications. Subsequent efforts 
spearheaded by advocacy groups such as the National 
Eczema Association included the production of guid-
ance documents for industry1 and presentations directly 
to the FDA’s Dermatologic and Ophthalmic Drugs 
Advisory Committee meeting punctuated by powerful 
patient testimonials.2

Serendipitously, AD, a disease that presents by kin-
dergarten in up to 90% of affected individuals, also has 
caught the eye of the pharmaceutical industry. Remarkable 
advances in the understanding of AD inflammation have 
led to an explosion of new therapeutic targets of interest. 
By way of context, between the introduction of topical 
calcineurin inhibitors in 2001 and the FDA approval of 
dupilumab and crisaborole in 2017, there were precisely 
zero new molecules approved for the treatment of AD. 

Viewed through another lens, prior to 2017, the only 
FDA-approved systemic medication for AD was pred-
nisone, a drug most AD experts would list as the least 
appropriate choice for treatment of this condition. 

Fast-forward to 2020 and we have a plethora of new 
possibilities. The National Eczema Association’s research 
web page (https://nationaleczema.org/research/eczema-
treatment-research/) reveals no fewer than 24 systemic 
agents in phase 2 development or beyond, including 
selective IL-13 inhibitors such as tralokinumab and leb-
rikizumab; Janus kinase inhibitors such as baricitinib3; 
and novel targets such as histamine 4 (ZPL-3893787), 
IL-31 (nemolizumab), and thymic stromal lymphopoi-
etin. This list does not even include other biologics being 
repurposed for AD (eg, omalizumab4) or a host of exciting 
new topical agents (eg, tapinarof). 

This confluence of better science, powerful advocacy, 
and enlightened self-interest has been revolutionary. It is 
most evident when parents/guardians—many of whom 
had long ago given up on new therapies for themselves—
are gobsmacked by the new therapeutic landscape out-
lined for their children. Parents/guardians realize their 
children need not struggle as they may have themselves. 
The impact on quality of life has long been known, but 
several recent publications have brought it into finer relief. 
Drucker et al5 highlighted the overall burden of disease, 
and several subsequent papers have focused specifically 
on affective impacts including increased risk for depres-
sion, suicidal ideation, and suicide.6,7 In this issue of Cutis,  
Tracy et al8 provide an update on pediatric AD with an 
emphasis on comorbidities, quality of life, and evolving 
practices and therapies.

Better science, better drugs, better advocacy, bet-
ter outcomes—it has not been a straight line, but it has 
indisputably been a forward-marching one. It is a new 
day, indeed.
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