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sampling and design decisions and to aid in communicating this information to patients and end 
users. 

Dr. Harris ensured the Panel had no other comments before summarizing for FDA: 

The Panel unanimously endorsed the inclusion of patients of all skin types. If a study 
cannot encompass all skin types prior to market, the Panel made allowances for the study to 
proceed, with the added concern that companies may lose motivation to continue collecting the 

less accessible data from darker-skinned populations. Some members called for FDA 
involvement in requiring post-market studies or other measures to ensure robust data collection. 

Dr. Bryant and Ms. Hesser thanked the FDA and the Panel and stated they had no 
additional comments. 

FDA SUMMATION 

Dr. Chen asked the Panel to clarify the extent of sensitivity/specificity/accuracy that 
FDA needs to pay attention to. Dr. Harris presented that the consensus was that devices should 
meet essentially the same standards as devices that would be used by non-laypersons. Dr. Alam 

amended that some thought the standards for layperson use should be even more rigorous. 

FINAL REMARKS 
ADJOURNMENT 

Panel members voiced additional thoughts and various points of contention on the stated 
consensus presented in response to Dr. Chen's question. Dr. Harris, Dr. Chen, and Dr. Ashar 

confirmed they had no additional comments prior to meeting's end. 

Chairperson Harris thanked the Panel, the FDA, guest presenters, and Open Public 
Hearing speakers and adjourned the meeting at 4:20 p.m. 

I certify that I attended this meeting on July 28, 2022 

and that these minutes accurately reflect what 

transpired. 

Candace Nalls 

Designated Federal Officer 
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