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FDA Issues Guidelines for Mobile Medical Apps – Smartphones can be medical devices 

 

It has been said that ‘each person can agree that all would benefit from common 

restraint’. In this spirit, the FDA has issued Guidelines on Mobile Medical applications 

(‘Apps’). If the intended use of the Mobile Medical App is to diagnose, treat, prevent, 

etc. disease, it is a medical device regardless of the platform it runs on.  All physicians 

who prescribe, comment on or suggest an app need to appreciate that the smart phone 

or tablet used may now be considered a “regulated medical device*” under the FD&C 

Act with requirements for registration, labeling, reporting, etc. 

 
The FDA considers functionality, rather than the platform, to define what constitutes a 
Mobile Medical App (as distinguished from regular mobile apps).  A non-medical “mobile 
app” is a software application that can be run on a mobile platform or server. However, 
a “Mobile Medical App” is defined by the FDA as software intended to (1) be used  as 
an accessory to a regulated medical device; or (2) which turns a mobile platform into a 
regulated medical device.  So if a software app intended to keep track of blood pressure 
(or blood sugar) readings taken from a FDA-regulated medical device, the smart phone 
or tablet with this software would now be considered a regulated medical device. 
 
An example given by the FDA is that if a mobile app flashlight device is used to 
illuminate general objects, this would not be considered a medical device.  If however a 
mobile device is promoted by the manufacturer and/or used as a light source for doctors 
to examine patients (i.e., the intended use of this light source would be similar to an 
ophthalmoscope) this would be a medical device. FDA took pains to clarify they were 
not regulating mobile devices, only those mobile apps performing medical device 
functions where the functionality could pose a risk to a patient’s safety if the mobile app 
were not to function as intended. 
 
Interestingly, these guidelines do make an exception for “license practitioners, including 
physicians, dentists an optometrists who manufacture a mobile medical app, or alter a  
mobile medical app solely for the use in their professional practice and do not label or 
promote their mobile medical apps to be generally used by other licensed practitioners 
or other individuals.” 
 

http://multibriefs.com/ViewLink.php?i=52389e1d0e633


Areas of more intense focus for FDA oversight include mobile apps that are an 
extension of medical devices, mobile apps that transform a mobile platform into a 
regulated medical device, mobile apps that perform patient specific analysis or provide 
diagnoses or treatment recommendations. 
 
More discretion in oversight will be exercised for mobile medical apps that provide 
coaching or prompting, provide simple tools to organize and track health, provide easy 
access to patient treatments or conditions, that communicate with physicians, that allow 
interactions with HER/PHR systems and apps that provide simple calculations used in 
clinical practice (BMI, APGAR Score, EDC calculators, etc.). 
 
Some mobile Apps are considered NOT to be mobile medical apps such as medical 
dictionaries; electronic copies of medical textbooks or literature articles such as PDR or 
DSM; libraries of clinical descriptions for diseases and conditions; first aid or emergency 
care information; medical definitions; translation of medical terms across multiple 
languages; and several other categories. 
 
This new Guidance from the FDA is thoughtful and recognizes the value of these 
devices and the need for creativity and development, while preserving patient safety. 
Here is a use of taxpayer’s dollars that few might object to. 
 
* “regulated medical device” is any instrument, machine, contrivance, etc. intended for 
use in the diagnosis of disease or cure, mitigation, treatment, or prevention of disease in 
man – thus your smart phone with some software apps becomes a  medical device 
under Section 201 (h) of the FD&C Act. 
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