
 

     
   

    
  

 

    
 

 
        

 
 

 
 

 
              

                             
              
                
 
 

  
 

    
 

   
 

  
 

   
   

   
  

 

 
  

 
 

 
  

   
  

   
 
 
 

Waiver to Allow Participation in a Food and Drug Administration 
Advisory Committee 

DATE: August 3, 2023 

TO: Russell Fortney  
Director, Advisory Committee Oversight and Management Staff 
Office of the Chief Scientist 

FROM: CDR Daniel Bailey, M.S., M.B.A., M.DIV, COR III 
Assistant Director, Committee Management and Planning 
Division of Management Services, Office of Management 
Center for Devices and Radiological Health (CDRH) 

Name of Advisory Committee Meeting Member:  Stephen B. Wilcox, Ph.D., FIDSA 

Committee: Patient Engagement Advisory Committee (PEAC) 

Meeting date: September 6, 2023 

Description of the Particular Matter to Which the Waiver Applies: 

On September 6, 2023, the committee will discuss and make recommendations on the topic of 
“Advancing Health Equity in Medical Devices.” The recommendations provided by the 
committee will address considerations for FDA and industry on these topics. The committee will 
consider ways to advance access to devices that allow for care outside a hospital or clinical care 
setting, for example, in the home setting. The committee will also discuss considerations for 
improving reach and comprehension of FDA’s patient and caregiver communications, across 
diverse demographic groups. Additionally, the committee will discuss patient-focused 
considerations for when a device should be evaluated in diverse populations to support 
marketing authorization. 

The meeting type is a particular matter of general applicability.  The PEAC will discuss general 
topics, no specific marketing applications will be discussed, and the discussion will not focus on 
approval, ongoing approval, or conditions of approval of any specific products.  The particular 
matter will affect any medical device firms/products that allow for care outside a hospital or 
clinical care setting, for example in the home. 

U.S. Food & Drug Administration 
10903 New Hampshire Avenue 
Silver Spring, MD 20993 
w ww.fda.gov 

https://ww.fda.gov
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There is limited expertise available, and it is difficult to locate similarly qualified individuals 
without a disqualifying financial interest. 

The CDRH division responsible for the advisory committee has struggled to find qualified 
patient experts with expertise in medical devices who were similarly qualified, without 
disqualifying conflicts of interest and who could participate in the committee meeting.  To date, 
multiple experts had to be excluded due to unavailability and conflicts. Human Factors cover 
several areas of research that includes technology, design, human performance and human-
computer interaction. It’s extremely difficult to find experts that do not have some involvement 
with device companies. Dr. Wilcox’s conflict exists because he serves as the Chairman of the 
Board of Directors for Design Sciences, which has consulting relationship that are unrelated to 
the matter before the committee with numerous entities affected by the particular matter. His 
conflict is less critical because the committee topic is about general matters relating to medical 
device health equity, and not related to any specific medical device. 

The matter is not sensitive. 

There is no specific device being evaluated by the advisory committee for this meeting. This 
topic is not considered sensitive because Health Equity in Medical Devices has been a subject of 
concern for several years. The interest in this matter reinforces the need to have the appropriate 
experts on this committee to provide FDA with important insights and feedback.  The committee 
discussion, deliberations, and recommendations will not focus on individual devices or 
manufacturers, but on the “Advancing Health Equity in Medical Devices” topic as a whole. 

Dr. Wilcox’s expertise in this matter is necessary in the interest of public health. 

In the interest of public health, FDA CDRH is committed to working toward ensuring that all 
patients have access to high-quality, safe, and effective medical devices. This includes ensuring 
devices are designed to be safe and effective when used by various populations, are evaluated in 
the diverse populations for which they are intended, and that patients and consumers have the 
information they need to make decisions about their healthcare and quality of life.  Technology, 
including digital health technology, may help bridge gaps in health equity by extending access 
and bringing healthcare to patients at home, at work, and in their communities.  Dr. Wilcox’s 
knowledge of Human Factors, Medical Product Development and Safety Engineering will 
provide the necessary expertise for this discussion. 

Any potential for a conflict of interest is greatly outweighed by the strong need for 
Dr. Wilcox’s expertise in this matter. 

The committee is not evaluating any specific device. Dr. Wilcox’s consultant role is primarily to 
provide research to support the usability of products, particularly those that are healthcare-
related, to medical device firms, whose specific devices are not being evaluated during the 
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meeting. Dr. Wilcox’s expertise includes ethnographic field research/contextual inquiry and he 
has published over 70 articles in professional journals, which makes his perspective highly 
valuable to the PEAC discussion topic. Therefore, it is essential that Dr. Wilcox be considered 
for participation as a temporary non-voting member at this committee meeting. We believe any 
potential conflict of interest created by this situation is greatly outweighed by the FDA’s 
particularly strong need for the services of Dr. Wilcox in the matter before the committee. In 
addition, the matter under consideration by the committee is one of general applicability and will 
not focus on any specific company, medical device, or application.  Therefore, his substantial 
work and experience in the topics identified above will greatly contribute to the success of this 
advisory meeting. 

Accordingly, I recommend that you grant Dr. Wilcox, a temporary non-voting member of the 
Patient Engagement Advisory Committee, a waiver from the conflict-of-interest prohibitions of 
18 U.S.C. § 208(a). 

Certification: 

____X___ The individual may participate, pursuant to 18 U.S.C. 208(b)(3) – The need for the 
individual’s services outweighs the potential for a conflict of interest created by the 
financial interest involved. 

Limitations on the Regular Government Employee’s or Special Government Employee’s Ability 
to Act: 

____X___ Non-voting 

________ Other (specify): 

________ Denied – The individual may not participate. 

___________/S/_____________________     
Russell Fortney 
Director, Advisory Committee Oversight and Management Staff 
Office of the Chief Scientist 

__August 21, 2023____ 
Date 




