
A note on General Wellness Products- Low risk devices: 
 
 
The Pen Cushion® was designed with properties to assist in promoting hand hygiene. The main 
two properties in this category are: 
 

a. Each pen or item is held separately in individual receptacles, assisting in reducing the 
frequency of hand contact related germ transfer if used that way. For example, at multi-
person workstations each person can have their own receptacle identified or items 
identified by different colors. This in turn may reduce the impact of disease and illnesses 
that can be transferred between people this way. 
 

b. The device can be sprayed with sanitizer (dry spray recommended) with or without items 
in it. This provides added assurance by destroying surface germs. The separation of the 
items and contact between the items and receptacles also helps clean items when being 
inserted or removed. 

 
 
According to the General Wellness Policy for Low Risk Devices (issued July 29, 2016), written 
by the Food and Drug Administration, The Pen Cushion® is classified as a General Wellness 
Product.  
 
The following two pages contain a direct excerpt from the document, with wording applicable to 
The Pen Cushion® highlighted for ease of reference.  
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VI. Determining whether General Wellness Products are 
within Scope of the Guidance  
 
The following questions reflect the framework described in this guidance to determine whether 
general wellness products are within the scope of the guidance. Please note that these questions 
are intended to be addressed in the context of the full text of the guidance.  
 
A1. Does the product have an intended use that relates to maintaining or encouraging a  
       general state of health or a healthy activity?  
 

Does the product only involve claims about sustaining or offering general improvement to 
functions associated with a general state of health that do not make any reference to diseases 
or conditions? Claims in this category include: weight management, physical fitness, 
relaxation or stress management, mental acuity, self-esteem, sleep management, or sexual 
function.  

 
YES   → Go to A3 
NO     → Go to A2 

 
 
A2. Does the product have an intended use that relates the role of healthy lifestyle with   

helping to reduce the risk or impact of certain chronic diseases or conditions? (In  
answering this question, the following two questions must be considered together.)  

 
a. Does the product have an intended use that relates to sustaining or offering general 

improvement to functions associated with a general state of health while making 
reference to diseases or conditions, and where it is well understood and accepted that 
healthy lifestyle choices may play an important role in health outcomes for the disease or 
condition?  

 
AND  
 

b. Is the relation between healthy lifestyle and disease specifically expressed as “may help 
to reduce the risk of”, or “may help living well with”, a chronic disease or condition?  

 
YES   → Go to A3. Both questions A2(a) and A2(b) must be answered “Yes” in 

order to proceed to question A3. 
NO     → Product is NOT a low risk general wellness product, and is outside the 

scope of this guidance. 
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A3. Is the product low risk?  
 

Is the product not invasive, and not implanted, and does not involve a technology that may 
pose a risk to the safety of users or other persons if specific regulatory controls are not 
applied, such as risks from lasers or radiation exposure? In answering this question, consider 
whether CDRH actively regulates products of the same type as the product in question.  

 
YES   → The product is likely a general wellness product within the scope of this 

guidance, but the factors and examples in the guidance should be 
reviewed to confirm the status of the product. 

NO     → Product is NOT a low risk general wellness product, and is outside the 
scope of this guidance. 

	


