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Deputy Director for Policy 

Centers for Devices and Radiological Health 

Division of Dockets Management (HFA-305) 

Food and Drug Administration 

5630 Fishers Lane 

Room 1061 

Rockville, MD 20852 

RE:  Docket No. FDA–2011–D–0530 

Submitted via www.regulations.gov  

Dear Deputy Director Stade: 

The popularity of mobile medical applications reflects the desire of many Americans to 

use technology to actively engage in their own health.  The undersigned organizations believe 

that the FDA’s Draft Guidance for Industry and FDA Staff: Mobile Medical Applications issued 

on July 21, 2011 is a first step to establishing regulations for mobile medical apps, but more 

work needs to be done. Without additional detail and clarity, we believe the draft guidance 

would inhibit innovation in the mobile medical app market. We believe that the draft guidance 

should be refined based on stakeholder input. To this end we encourage FDA to modify and 

clarify its regulatory framework in the draft guidance (particularly adding detail for issues that 

were unaddressed) consistent with the interests of all stakeholders to ensure patient safety and 

innovation that improves patient care.   

Growth In Mobile Medical Apps 

The abilities of smartphones to perform complex health and medical functions are 

increasing and the use of mobile medical applications is becoming more common. Between 2010 

and 2011 the number of medical apps available in the iTunes App Store subject to FDA 

evaluation under the draft guidance increased by 250 percent. Estimates indicate that the number 

of smartphone consumers using medical apps will grow to 500 million by 2015.  Popular demand 

for mobile medical applications underscores a market driven explosion in the use of health 

information technology in ways that engage consumers, health care providers and productivity 

vendors to enhance care outcomes, promote self-management, improve safety, and lower health 

costs.  

We understand that with the increased use of mobile medical apps the risk of an 

application causing harm grows similarly.  However, we are concerned the regulatory framework 

FDA suggests would dramatically increase costs and inhibit mobile medical apps.  Under the 

draft guidance gaining 510(k) approval for a mobile medical app may require, on average, 76 
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additional months and 25.5 million dollars.  For a mobile medical app that requires pre-market 

approval additional time and costs may require 72 months and 75 million additional dollars.  

These added costs will mean some applications that provide real benefits to patients may never 

be developed or used, negatively impacting consumer welfare and patient safety.   

Concerns About FDA’s Approach Warrant Consideration 

In 2009, FDA commissioned the Institute of Medicine (IOM) to perform a study on the 

effectiveness of the 510(k) review process.  In July 2011, IOM released the report, titled 

“Medical Devices and the Public’s Health: The FDA 510(k) Clearance Process at 35 Years,” 

which called for a dramatic redevelopment of the 510(k) process.  FDA should consider the 

results of the IOM study and apply the Agency’s regulatory framework consistently across 

medical devices, including mobile medical apps that involve moderate- to high-risk.   

 On September 12–13, 2011, the FDA held a public workshop to discuss the mobile 

medical app regulatory environment during which many stakeholders ranging from software 

developers to patient advocates to clinicians raised legitimate concerns about the Agency’s draft 

guidance.  What the two-day forum unveiled was a number of questions that remain unanswered.  

Some of the issues raised that are not addressed by the draft guidance include: 

 The pace of technological change and FDA’s ability to consistently apply its proposed 

framework; 

 A distinction between mobile medical apps and web-based applications; 

 Faults in software that may originate after FDA review; 

 Data collection and transfer between a mobile app and an EHR or PHR; 

 Mobile medical apps that integrate data from other apps developed by other vendors for 

purposes of analysis or clinical decision support; 

 Security issues arising from transfer of data from an unregulated medical app to a 

regulated app; and 

 Whether FDA should regulate based on intended use, potential risk to the user, or a 

combination thereof. 

While some of these issues are out of the scope of the draft guidance, we believe that 

FDA must move quickly to fully explore and address those issues that are within scope to 

establish an appropriately tailored regulatory framework for mobile medical apps. Furthermore, 

the Agency should quickly establish other guidance for those areas that are out-of-scope to 

establish a mature regulatory landscape for the various types of products that are involved in 

mobile healthcare. 

Regulatory Overlap 

 The private market, Congress, and the Administration have placed a high value on 

leveraging technology to enhance care coordination strategies and risk-based models designed to 

improve outcomes and lower costs.  An emerging strategy in these models is the integrated use 

of mobile medical apps by clinicians and patients with EHRs and PHRs.  Such tools provide 

assistance to patients and others to better manage their conditions.  



 The draft guidance, as it is written, may result in regulatory overlap with ongoing efforts 

of other federal agencies.  The regulatory requirements and financial incentives to promote these 

models are scattered across the Federal and state governments.  The Office of the National 

Coordinator for Health IT (ONC-HIT) and the Meaningful Use program are driving standards 

and financial incentives for EHR and HIE adoption.  CMS is implementing requirements for 

Accountable Care Organizations and medical homes.  States are shifting to coordinated care 

strategies for Medicaid and state employees.  The FCC is pursuing broadband requirements and 

enforcing communications requirements related to smart phones.  The FTC is enforcing actions 

against spurious medical claims made by mobile app developers.   

This diversity in regulatory overlap raises another concern with how FDA’s proposed 

framework will coexist with the regulations established by these other agencies and how these 

agencies will achieve the shared goals of protecting health, ensuring commercialization of safe 

and effective products, enhancing health outcomes, and promoting innovation. The FDA should 

collaborate and coordinate with these other agencies in a transparent manner to ensure 

consistency and clarity as to the regulatory landscape for stakeholders in the mobile health 

industry. 

Recommendations for Resolution 

While we applaud the FDA’s efforts to develop a regulatory framework for mobile health 

technologies, the concerns expressed by the various stakeholders highlights the need for 

additional clarity and depth of detail in the Agency’s approach.  We urge FDA to exercise 

caution to ensure that its regulatory structure does not inhibit the development and use of mobile 

medical apps. We believe the Agency can balance the need for patient safety and the desire to 

promote innovation by modifying its guidance document such that it provides a clear, 

predictable, and appropriately tailored regulatory framework.  We request the FDA move quickly 

to make the modifications necessary to achieve these goals, taking into consideration comments 

from all stakeholders.   

    Sincerely, 

 

American Society of Health-System Pharmacists 

AmerisourceBergen Specialty Group 

Genetic Alliance 

Greenway Medical Technologies 

Health IT Now Coalition 

Health Tech Strategies 

Newborn Coalition 

PXE International 

Verizon 


