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Abstract

mHealth smartphone applications (apps) offer great promise for managing people with diabetes, as well as those
with prediabetes. But to realize that potential, industry needs to get clarity from the U.S. Food and Drug
Administration (FDA) regarding the scope of its regulatory oversight. Certain smartphone apps, when properly
understood, simply help people live healthier lives, assisting with dietary choices, monitoring exercise, and
recording other factors important to overall health. The manufacturers of such apps, in an effort to promote
their products but also to educate customers, might wish to explain how using the app can help reduce the risk
of developing diabetes. Right now, though, the mere mention of the disease “diabetes” would cause the app
to be regulated by the FDA. Such regulation, we submit, discourages the kind of education and motivational
messages that our country needs to stem the tide of this disease. Further, should the app simply receive
data from a blood glucose meter and graph that data for easier comprehension by the patient, the app would
become a class II medical device that requires FDA clearance. Again, we submit that such simple software
functionality should not be so discouraged. In this article, we identify the issues that we believe need to be
clarified by the FDA in order to unleash the potential of mHealth technology in the diabetes space.
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