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USA Food and Drug Administration (FDA) asks the Global Accessibility Community for Comments for the new Industry Guideline on Mobile Medical Applications
1. Abstract:
 This document concerns the use of Mobile Medical applications in the United States and efforts by the U.S. Food and Drug Administration to recognize the widespread growth of these applications and to initiate a process of developing draft guidance for industry and other stakeholders about mobile medical applications. Since the mobile healthcare applications involve IP technologies and devices, information is also provided regarding the current U.S. accessible design requirements for user interfaces under the Section 508 Electronic and Information Technology Accessibility Standards and the guideline will only apply in the US. 
(See Reference 2) 
Mr. Bakul Patel of the Center for Devices and Radiological Health, one of the persons listed on the FDA Draft Guidance for Industry and Food and Drug Administration Staff - Mobile Medical Applications website ( see Reference 1), confirmed that was that this is a public call for comments, and that anyone can respond. The FDA would welcome comments from the global community including the global accessibility community on how its proposal may support the balance between promoting innovation and assuring safety and effectiveness.
 It must be made clear to the global community that in giving its comments, that this guideline is only for the USA. However the JCA-AHF convener would to remind everyone that as we the global community, become more and more global in our communication and use of medical mobile application that the need for interoperability and compatibility be addressed early on for Persons with Disabilities. The convener would also like to remind to all interested parties in this opportunity that is important to encourage that from the beginning the use of Universal Design should be encouraged as prescribed in the UN  Convention on the Rights of Persons with Disabilities. This would help prevent expensive retrofits later and promote safety from the beginning. 
2. Background
On 21 July 2011 the U.S. Food and Drug Administration (FDA) issued draft guidance for public comment on mobile medical applications or “mobile apps.” (See Reference 1) Noting the rapid expansion and broad application of mobile apps, the FDA draft guidance is directed to inform manufacturers, distributors and other entities on how the FDA intends to apply its regulatory authority to certain software applications intended for use on mobile platforms.  Comments and suggestions regarding the draft guidance are being accepted for 90 days.

The subset of mobile medical apps under the draft guidance are those that meet the statutory definition of a device and either 1) are used as an accessory to a regulated medical device; or 2) transform a mobile platform into a regulated medical device.

For purposes of the draft guidance, examples of mobile platforms include mobile computers such as the iPhone®, BlackBerry® phones, Android® phones, tablet computers, or other computers that are typically used as smart phones or personal digital assistants.  In addition, a mobile application or “mobile app” is defined as a “software application that can be executed (run) on a mobile platform” or a “web-based software application that is tailored to a mobile platform but is executed on a server.”

The draft guidance does not address wireless safety considerations, classification and submission requirements related to clinical decision support software or the application of quality systems to software.  The FDA intends to address these topics through separate guidance(s).

3.  Discussion

The FDA has stated that they have a public health responsibility to oversee the safety and effectiveness of certain mobile medical applications that present a potential risk to patients if they do not work as intended.  The FDA seeks to balance patient safety with innovation and to provide manufacturers and developers of mobile medical applications with a clear and predictable outline of expectations.   As a draft guidance document, the intention of the FDA is to open the discussion to stakeholder concerns such as those from the accessibility community. As a related matter regarding user interfaces for mobile medical applications, telecommunications technologies and telecommunication devices procured by the government may be covered under the U.S. Section 508 accessible design requirements.  These accessible design requirements are also known as the Electronic and Information Technology Accessibility Standards, and they apply to: 

· Software applications and operating systems; 

· Web-based intranet and Internet information and applications; 

· Telecommunication devices;

· Video and multimedia products 

· Self-contained, closed products; 

· Desktop and portable computers; and 

· Information, documentation and support. 

Comments and feedback from manufactures, health care providers and others will enable the FDA to support this balance between promoting innovation and assuring safety and effectiveness.  As a related matter regarding user interfaces for mobile medical applications, IP technologies and telecommunication devices may be covered under the U.S. Section 508 accessible design requirements.  Mobile medical applications procured by the U.S. federal government in general shall meet Section 508 Electronic and Information Technology Accessibility Standards so that persons with disabilities have access and use of information and data that is comparable to the access and use by individuals without disabilities, unless an undue burden would be imposed on the agency.  In addition, where U.S. State and local governments have incorporated the Section 508 Electronic and Information Technology Accessibility Standards and procurement requirements, certain States require recipients of State funding - such as local governments, hospitals, universities and non-profits – to also ensure that the electronic and information technologies they procure meet the Section 508 accessible design requirements so that users with disabilities can use them. 
4.  Proposal

It is requested that this information be provided to the applicable ITU-D, ITU-T and ITU-R study groups and questions as appropriate so that they can be aware of the rulemaking underway and also inform the appropriate groups so that they can be aware of the U.S. accessibility standards for IP technologies and devices.  Most importantly it is an opportunity for all global stake holders, health care providers, the accessibility community, manufacturers of both hardware and software, developers of mobile medical applications, including foreign industry that does business in the USA, to consider making comments to assist the FDA in developing a Draft Guidance for Industry and FDA Staff on Mobile Medical Applications. This topic will be further discussed at the next JCA-AHF meeting November 24th 2011. (See Reference 3)
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