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24 Hour Summary 
General and Plastic Surgery Devices 

Advisory Committee Meeting 
July 29, 2022 

Introduction: 

On July 29, 2022, FDA conducted a Public Advisory Committee meeting to discuss the possible 
reclassification of approved computer-aided melanoma detection class III devices: (1) MelaFind, 
a device that uses multispectral imaging and was approved in 2012 (P090012; 
https://www.accessdata.fda.gov/script..., and (2) Nevisense, a device that measures impedance 
and was approved in 2017 (P150046; https://www.accessdata.fda.gov/script...). The committee 
discussed if there is sufficient information to reclassify computer-aided devices for adjunctive 
diagnostic information of lesions suspicious for melanoma from class III to class II, and what 
special controls may be appropriate to provide reasonable assurance of safety and effectiveness 
for these devices if they are reclassified as class II devices. 

Device Description: 

Both Melafind and Nevisense devices are intended for use on cutaneous lesions suspicious 
for melanoma when a dermatologist chooses to obtain additional information when 
considering biopsy.  

Panel Deliberations/FDA Questions: 

The discussion focused on classification recommendations for Optical Diagnostic Devices 
for Melanoma Detection and Electrical Impedance Spectrometers, which are currently 
regulated as Class III devices. To provide context and background for the deliberations and 
FDA questions, FDA presented on device classes and how they are defined, current FDA-
approved computer-aided devices for skin lesions suspicious for melanoma, post-market 
safety and effectiveness, device classification and reclassification, and proposed 
reclassification and regulatory controls. 

The General and Plastic Surgery Devices Advisory Panel (the Panel) discussed and made 
recommendations on FDA questions related to the reclassification of SLAs. The Panel 
discussed the completeness and accuracy of the risks to health for computer-aided devices 
which provide adjunctive diagnostic information to dermatologists about lesions suspicious 
for melanoma provide by FDA. The Panel agreed with inclusion of the risks identified by 
FDA, but suggested additional risks be included, such as device bias in different populations, 

https://www.youtube.com/redirect?event=video_description&redir_token=QUFFLUhqbC1GRWc0X0txNGZYX0lVNVU3NXFDVWNQSW1Ld3xBQ3Jtc0tuQjJtc2NhRlNxdUNQV0RlMlNzQTlIMEFnT2hla1N4U0l6MWh2bGltY3RtbU1kTTdkSVR0ZXZsWUtOYzN3RF83WWtTMHVkN2c0STNQb0lLNDJPUE1fd2VMbTRiM0tmZDN5LVNOalBlX3I5cXlHYmVQaw&q=https%3A%2F%2Fwww.accessdata.fda.gov%2Fscripts%2Fcdrh%2Fcfdocs%2Fcfpma%2Fpma.cfm%3Fid%3Dp090012%29&v=ASW_8zjYfpg
https://www.youtube.com/redirect?event=video_description&redir_token=QUFFLUhqbjdNczE4ZmdqaGhueFRTdlFPTVoyM3NZSWRoQXxBQ3Jtc0tsWVJFS0VxWE94Y24yOThiSXBFcWJKTzVJWXhlTjJFTjRRcm1Tb3hHcVEyZmNGeW41Q3NfSmRaT3V5dzdSVkRSMDRib3l4MkpMV05rNkd5VXdQVFJyTTJ6TFNUbkd4OEdZay1yV0gwZEY4WXlGbzFQaw&q=https%3A%2F%2Fwww.accessdata.fda.gov%2Fscripts%2Fcdrh%2Fcfdocs%2Fcfpma%2Fpma.cfm%3Fid%3DP150046%29&v=ASW_8zjYfpg


  
 

  
 

    

      
  

   

   
 

  
   

 
 

   
 

   

 

  

 

 
  

   
  

   
  

 

 
  

 
   

    
  

 
 

phycological impact of false positives and false negatives, risks associated with specific 
locations of device use and interference with implants, risks associated with inadequate user 
training, and risks associated with algorithm performance drift in real-world use, etc. The 
Panel also discussed the proposed Class II device criteria for computer-aided devices which 
provide adjunctive diagnostic information to dermatologists about lesions suspicious for 
melanoma: the sufficiency of general controls for safety and effectiveness, assessments for 
the impairment of human health, risk of illness or injury, and the sufficiency of existing 
information to establish special controls for this device type. The Panel agreed that general 
controls alone are not sufficient to provide a reasonable assurance of safety and effectiveness 
for this device type. The panel had varying opinions in identifying the devices as “life 
supporting or life-sustaining, or of substantial importance in preventing impairment of human 
health” and whether or not these devices present a “potential unreasonable risk of illness or 
injury”, with consideration of the adjunct use nature of the device, and the high risks of false 
negatives. Regarding existing information to establish controls for the device type,  some 
panel members agreed that sufficient information exists to establish special controls for this 
device type, and others of the panel disagreed, suggesting more information is needed to 
understand the device performance and its benefits and risks in real-world use, and it may be 
overly burdensome and not feasible to set special controls to mitigate all the risks associated 
with the device type. Lastly, the Panel discussed whether the proposed special controls 
appropriately mitigate the identified health risks of this device type. The Panel was also 
asked to make recommendations for additional or different special controls where applicable. 
Several of the panel members believe that this device type should not be down classified, and 
the proposed special controls are needed but not sufficient. The panel recommended 
additional measures of risk mitigation or control, such as post-approval study and 
surveillance, metrics to evaluate patient benefits and risks in addition to sensitivity and 
specificity, in specific patient populations and subtypes, prospective real-world use studies, 
consideration of patient reported outcome, etc. 

Open Public Hearing (OPH) 

The Panel heard presentations from clinicians and other stakeholders. Mr. Simon Grant, CEO 
of SciBase AB (a manufacturer of Nevisense (P150046)) emphasized the high-risk nature of 
this device type and the need for Class III regulation. Mr. James Castro Argueta, medical 
student at George Washington School of Medicine and Health Sciences speaking on behalf 
of the National Center for Health Research (NCHR), discussed the concerns the NCHR has 
with the proposed reclassification of SLA devices. Lastly, Dr. Lily Peng, speaking on behalf 
of Google Health, presented the consumer’s perspective as it relates to skin issues. 

Contact Information: 

Candace Nalls, M.P.H. 
Designated Federal Officer 
Tel. (301) 636- 0510 
Email. candace.nalls@fda.hhs.gov 

mailto:candace.nalls@fda.hhs.gov


 
 

   
    

   
 

 
 

 
 

 
 

 
 

 

Transcripts: 

Transcripts may be downloaded from: 
July 28-29, 2022: General and Plastic Surgery Devices Panel of the Medical Devices Advisory Committee 
Meeting Announcement - 07/28/2022 | FDA 

OR 

Food and Drug Administration 
Freedom of Information Staff (FOI) 
5600 Fishers Lane, HFI-35 
Rockville, MD 20851 
(301) 827-6500 (voice), (301) 443-1726 

https://www.fda.gov/advisory-committees/advisory-committee-calendar/july-28-29-2022-general-and-plastic-surgery-devices-panel-medical-devices-advisory-committee-meeting#event-materials
https://www.fda.gov/advisory-committees/advisory-committee-calendar/july-28-29-2022-general-and-plastic-surgery-devices-panel-medical-devices-advisory-committee-meeting#event-materials



