
 

FDA's Mobile Medical App Guidance 

How Will It Impact You? 

 

 
**Audio for this webinar streams through the web. Please make 

sure the sound on your computer is turned on and you have 

speakers. If you need technical assistance, please contact 

ReadyTalk Customer Care: 800.843.9166.  

 

 



 All participants are muted 
• To ask a question or make a comment, please submit via the chat feature and 

we will address as many as possible after the presentations. 

 

 Audio and Visual is through www.readytalk.com 
• If you are experiencing technical difficulties accessing audio through the web, 

there will be a dial-in phone number displayed for you to call. In addition, if you 

have any challenges joining the conference or need technical assistance, please 

contact ReadyTalk Customer Care: 800.843.9166.  

 

 Today’s slides will be available for download on our 

homepage at www.ehidc.org 

 

 

 

Housekeeping Issues 

http://www.ehealthinitiative.org/


 Since 2001, eHealth Initiative is the only national, 
non-partisan group that represents all the 
stakeholders in healthcare.  

 Mission to promote use of information and 
technology in healthcare to improve quality, safety 
and efficiency.  

 eHealth Initiative focuses its research, education 
and advocacy efforts in four areas: 
– Using Data and Analytics to Understand and Improve Care  

– IT Infrastructure to Support Accountable Care  

– Technology for Patients with Chronic Disease   

– Connecting Communities through Data Exchange  

 

About eHealth Initiative 



2013 Health Data Exchange & 

Interoperability Summit 

Discussion Topics Include: 

October 30-31, Grand Hyatt, Washington, DC 

 

 Interoperability & Standards for Health Data Exchange 

 Data Sharing in Accountable Care Organizations 

 Breaking Down Silos: Exchanging Data Across the Continuum of Care 

 Cybersecurity and Health Data 

 Data Sharing to Improve Population and Public Health 

 Sustaining the HIE Model: Defining the Value of Health Data Exchange 

 Exchanging the Data with the Federal Government 

 Protecting Patient Rights While Exchanging Data 

 Connecting Health Data to Health Insurance Exchanges 

 Data Sharing in Accountable Care Organizations 

 Best Practices to Support a Trusted Environment for Exchange  

 



Thank You To Our Sponsors: 
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eHI Policy Workgroup webinar 

 Insurance Exchanges  

– Caitlin Sweany, Senior Manager, PwC Health 

Research Institute 

– Elizabeth Carpenter, Avalere Health 
 

 Thursday, October 17th, 4:00 – 5:00pm ET 
 

 If you have questions, please contact 

Nadeen Siddiqui at 

Nadeen.siddiqui@ehealthinitiative.org   

 

 

 

mailto:Nadeen.siddiqui@ehealthinitiative.org


 
Thank You to Our Sponsor 

 

 



 Welcome and Introductions  
– Rebecca Jones, eHI (2:00-2:05) 

 

 Presentations 
– Bradley Thompson, General Counsel, mHealth 

Regulatory Coalition (2:05-2:35) 

– Gary Capistrant, Senior Director of Public Policy, 

American Telemedicine Association (2:35 – 2:45) 

 

 Questions from Audience (2:45– 3:00) 

Agenda 



What does FDA Consider a 
regulated App? 

By Bradley Merrill Thompson 

October, 2013 



• Which apps does FDA regulate? 

• What about hardware? 

• Who does FDA regulate? 

• Path forward 

Topics 



FDA draws the line between regulated/unregulated  
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Final Guidance  



Unregulated Mobile Apps 
 

 

Regulated  

Mobile  

Medical Apps 

Mobile Apps subject to 
Enforcement Discretion 

Unregulated Mobile Apps 



1. Electronic copies of medical textbooks 

2. Educational tools 

3. Facilitate patient access to information 

4. General operations in healthcare settings 
(accounting, billing) 

5. Generic aid 

 

Unregulated Mobile Apps  
5 categories 



 

 

Regulated  

Mobile  

Medical Apps 

Mobile Apps subject to 
Enforcement Discretion 

Unregulated Mobile Apps 

What gets regulated?  



• Focus on functionality and risk to 
patients regardless of platform 

• Look at what FDA has regulated in 
the past. 

 

Mobile Medical Apps 



1. Accessories to a medical device 

– Mobile apps that are an “extension” to a 
medical device by connecting to the device to  

• Control the device or  

• Display, store, analyze, or transmit patient-specific 
medical device data 

Mobile Medical Apps 



We all prize innovative accessories 
17 Collegehumor.com 



Example: control medical devices  

www.blessthisstuff.com  

http://www.google.com/url?sa=i&rct=j&q=&esrc=s&frm=1&source=images&cd=&cad=rja&docid=XaOQ0smRX99aPM&tbnid=qGL7CSG4HcluGM:&ved=0CAUQjRw&url=http://www.blessthisstuff.com/stuff/technology/apps/blood-pressure-monitor-for-iphone-ipad-by-withings/&ei=BSBMUuG2KYqK9gTXh4GYCg&bvm=bv.53371865,d.eWU&psig=AFQjCNEI2LE8dZkv09e-5feQbMfWf0m2Hw&ust=1380807032483897


Example: display patient-specific 
medical device data  

luciddreamingapp.com 

http://www.google.com/url?sa=i&rct=j&q=&esrc=s&frm=1&source=images&cd=&cad=rja&docid=Dxu6EOLJ2dCPEM&tbnid=uSeXCNaBP1vG9M:&ved=0CAUQjRw&url=http://luciddreamingapp.com/iphone/eeg-display-for-mindwave-mobile/&ei=sR9MUs3vF4r48gTmhIDwAg&bvm=bv.53371865,d.eWU&psig=AFQjCNE22WK0SIZl5nkEPTGGWUF83CD7MQ&ust=1380806816244516


Example: MDDS 



2. Mobile apps that transform the mobile 
platform into a regulated medical device 
by 

a. using attachments, display screens, or sensors 
or  

b. including functionalities similar to those of 
currently regulated medical devices.  

Mobile Medical Apps 



Example 

http://www.google.com/url?sa=i&rct=j&q=&esrc=s&frm=1&source=images&cd=&cad=rja&docid=PjfuPpLp8zyw3M&tbnid=IwAPb9xY7XEcRM:&ved=0CAUQjRw&url=http://www.huffingtonpost.com/2012/12/05/iphone-case-ekg_n_2247623.html&ei=yrlFUqSqNNe44APA24DoDA&bvm=bv.53217764,d.dmg&psig=AFQjCNH37QMm3VcaT-P8-g6551PtrqRY3A&ust=1380387638630615


3. [CDS] 

a. performing patient-specific analysis and  

b. providing patient-specific diagnosis, or 
treatment recommendations. 

 

Mobile Medical Apps 



Example 

vomweg.net 



Mobile Apps subject to Enforcement Discretion 

 

 

Regulated  

Mobile  

Medical Apps 

Mobile Apps subject to 
Enforcement Discretion 

Unregulated Mobile Apps 



The Law is Not Always Clear 

Ihatepeas.com 



• MAY or MAY NOT meet definition of 
medical device  

• But they pose little risk  

• What does it mean? 

– Quality system recommended 

– Premarket clearance not required 

– What else? 

Mobile Apps subject to 
Enforcement Discretion 



1. Patient self-management 

2. Patient daytimers 

3. Patient access to contextually relevant 
information 

4. Patient communication 

5. Simple professional calculators 

6. Connections to EHR’s 

 

Enforcement Discretion Categories 



• Which apps does FDA regulate? 

• What about hardware? 

• Who does FDA regulate? 

• Path forward 

 

Topics 



• FDA does not  regulate: 

Your smartphone  

Your tablet 

Usually  

Hardware 



• If sold for a medical device intended use 

– Generic accessories  

– Wellness sensors 

Other hardware 



• Which apps does FDA regulate? 

• What about hardware? 

• Who does FDA regulate? 

• Path forward 

 

Topics 



• Definition of “manufacturer” 

– Need to understand “specification developer” 

• Who controls the specs? 

• Who controls the claims? 

• Not regulated: 

Distributors, by enforcement discretion 

General purpose connection providers 

Tool makers and providers 

 

 

Who gets regulated? 



• Doctor’s apps for their own professional 
use 

• No commercial distribution  

– except other doctors in that practice 

Unregulated Apps Made by Doctors 



• Which apps does FDA regulate? 

• What about hardware? 

• Who does FDA regulate? 

• Path forward 

 

Topics 



• The Final Guidance really only addresses 
the scope of FDA regulation 

• Now questions of HOW FDA will regulate 

• Transition from Guidance to enforcement 

– Enforcement against urinalysis app 

– Now crowd-funding issue 

Path Forward 



• Final Guidance not static 

Public questions 

Use of dynamic webpage 

 

Living Document 
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Questions? 

Bradley Merrill Thompson 

bthompson@ebglaw.com 

 

mailto:bthompson@ebglaw.com


Industry Perspective:  
What is the impact? 

Gary Capistrant 

Senior Director, Public Policy 

American Telemedicine Association 

Contact Gary: 

Phone: 202.223.1294 

Email: gcapistrant@americantelemed.org 

mailto:gcapistrant@americantelemed.org


 

 

 

Use the chat feature in ReadyTalk  

to ask your questions. 

Questions? 



 
Thank You to Our Sponsor 

 

 


