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	The purpose of this worksheet is to provide support for IRB Office staff pre-reviewing research involving mobile apps or mobile medical apps, as well as to provide guidance for the research community that utilize mobile apps or mobile medical apps in their research. This worksheet is to be used for guidance and does not need to be completed or retained. The Mobile Apps and Mobile Medical Apps Guidance can be found on the IRB Guidance Documents page of the IRB website.

	

	Is the app a Mobile App? 

	Mobile App: software applications downloaded to a mobile device, such as a cell phone or tablet, which provide the mobile device user with software that can be utilized on their mobile device in many different ways. For example, web browsing, social media connections, ridesharing applications, and many more. Many of these mobile apps also collect information about the user via the user’s device.
|_| Yes. If yes, proceed to #2.
|_| No. If no, do not proceed with the Worksheet. The Worksheet is intended to be used with studies involving mobile apps.

	Is the app a Mobile Medical App? 

	Mobile Medical App[endnoteRef:1]: as defined by the FDA, mobile medical apps are medical devices that are mobile apps that also meet the definition of a medical device[endnoteRef:2], and are an accessory to a regulated medical device or transform a mobile platform into a regulated medical device. For example, mobile apps that alter the function or settings of an infusion pump, such as turning the pump on or off; mobile apps that use a microphone or speaker within a mobile platform to serve as a audiometer to allow healthcare providers to determine hearing loss at different frequencies; mobile apps that use an attachment to the mobile platform to measure blood glucose levels; etc. [1:  https://www.fda.gov/medical-devices/digital-health-center-excellence/device-software-functions-including-mobile-medical-applications]  [2:  https://www.fda.gov/medical-devices/classify-your-medical-device/how-determine-if-your-product-medical-device ] 

|_| Yes. If yes, proceed to #3 and #4.
|_| No. If no, proceed to #4. 

	

	

	Applicable regulatory requirements related to the Mobile Medical App. 

	[bookmark: Check1]|_|
	All clinical investigations of devices, regardless of whether the device may fall within an established enforcement discretion policy, are subject to the Investigational Device Exemption (IDE) requirements in 21 CFR 812, unless exempt as per 21 CFR 812.2(c)[endnoteRef:3]. Review Worksheet on Devices HRP-307 [3:  https://www.fda.gov/regulatory-information/search-fda-guidance-documents/policy-device-software-functions-and-mobile-medical-applications] 


	|_|
	The FDA does not consider the mobile medical app to be a medical device[endnoteRef:4]. Complete #4 below. [4:  Mobile Apps: There are no research-related regulatory requirements for mobile apps, in general, except for ensuring that the utilization of mobile apps adheres to the 45 CFR 46.111 criteria for IRB approval. Many mobile apps have Terms of Service, User Agreements, etc., that researchers need to be aware of when utilizing mobile apps in a research study. Ethical considerations, such as those described in The Belmont Report, also need to be considered.] 


	

	Mobile App/Mobile Medical App Points to Consider 

	|_|
	The app appropriate for the study population. (e.g. age appropriate, content, font size/color)

	|_|
	The protocol includes a plan to address functionality of the app. (e.g. app not working, only available on certain types of devices, app removal after participant withdraws or completes the study)

	|_|
	The protocol addresses possible financial expenses to participants related to using the app. 

	|_|
	The protocol includes a plan to train and provide support to users. 

	|_|
	The consent process includes details about the app and is in-line with the app’s Terms of Service.

	|_|
	The app’s Terms of Service comply with research regulations, local/state/federal laws, university policy, and ethics. 

	|_|
	The app’s Terms of Service is uploaded into the IRB application and the protocol includes a plan to monitor the app’s Terms of Service for changes/updates.

	|_|
	The protocol explains how participants will be notified about the app’s Terms of Service.

	|_|
	The protocol explains what data the app will be collecting, both from the app and from the user’s device, how the data is being collected, where and how the data is being stored, who has access to the data, who retains ownership of the data (researcher or app?), etc. 

	|_|
	The protocol and consent forms address risks related to using the app. 

	|_|
	The protocol and consent forms address privacy and confidentiality related to using the app.
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