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the use of wireless communication to support efficiency in 
public health and clinical practice” 
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A. Regulations 

"an instrument, apparatus, implement, machine, 
contrivance, implant, in vitro reagent, or other similar or 
related article, including a component part, or accessory 
which is: 

recognized in the official National Formulary, or the 
United States Pharmacopoeia, or any supplement to 
them, 
intended for use in the diagnosis of disease or other 
conditions, or in the cure, mitigation, treatment, or 
prevention of disease, in man or other animals, or 
intended to affect the structure or any function of the 
body of man or other animals, and which does not 
achieve its primary intended purposes through 
chemical action within or on the body of man or 
other animals, and which is not dependent upon 

being metabolized for the achievement of any of its 
primary intended purposes." 

“software, electronic, or electrical hardware such as a 
physical communications medium (including wireless 
hardware), modems, interfaces and communications 
protocol.” 
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“A device that is intended to provide one or more of 
the following uses, without controlling or altering the 
functions or parameters of any connected medical 
devices:
(i) The electronic transfer of medical device data; 
(ii) The electronic storage of medical device data; 
(iii) The electronic conversion of medical device data 

from one format to another format in accordance 
with a pre-set specification; or 

(iv) The electronic display of medical device data.” 

B. Standards 
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A. When is an App a Mobile Medical App? 

“a mobile medical application is a mobile app that 
meets the definition of a device in section 201(h) of the 

Federal Food, Drug, and Cosmetic Act; and either is 
intended: 

To be used as an accessory to a regulated medical 
device; or 
To transform a mobile platform into a regulated 
medical device.” 

B. Who is a Mobile Medical Application Manufacturer? 
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C.Mobile Medical Application Safety Classification 

The term enforcement discretion means that even if a mobile application 
may meet the definition of being a medical device, the FDA can choose not to 
enforce our requirements because we determined that the risk to patients is 
low

A. Developing Regulatory Compliant Software 

B. Agile Software Development 
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C.Can Agile Approaches Be Used in Practice? 
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Timeline: The iPhone as medical tool
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Federal Register 
Federal Food, Drug, and Cosmetic Act, 21 U.S.C. §§ 301

FDAMA §114; 21 USC 352(a).

ISO/IEC 13485:2012 Medical devices -- Quality management 
systems -- Requirements for regulatory purposes

Guidance for Industry, Third parties annd Food and Drug 
Administration Staff, Medical Device ISO 13485:2003 Voluntary Audit 
Report Submission Program

ISO/IEC 13485:2003 Medical devices -- Quality management 
systems -- Requirements for regulatory purposes

Introduction into IEC 62304 Software life cycle for 
medical devices
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Federal Register 

Federal Register 

Biomedical Instrumentation & Technology, 
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Journal, 
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IJCSI International Journal of 
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