HRP-502d – TEMPLATE – Studies Involving Digital Health Technologies
This template provides recommended language for use in studies involving digital health technologies (e.g., activity tracker, continuous glucose monitor, memory task mobile app). As applicable, add the model language to your consent form and edit text in red as needed. Text should be added where appropriate considering the use of the technology’s importance in the study. Delete these instructions highlighted in gray.
[If use of the digital health technology is essential to the study and not optional]:
As part of this study, you will be asked to use [insert digital health technology name/type]. If you do not want to use [insert digital health technology name/type], you should not agree to be in this study.
[If one or more digital health technologies used in the study are optional]:
As part of this study, you will be asked to use [insert digital health technology name/type]. Use of [insert digital health technology name/type] is optional. You can still take part in this study, even if you do not want to use the [insert digital health technology name/type].

Taking part in this study means that you will need to set up [insert digital health technology name/type]. This means that you will need to [describe how the participant must set up, place, install, configure, or activate the digital health technology]. If you have questions about setting up this device, please contact [insert contact name, email and/or phone number for study team member that can assist with tech-related questions]. You will be asked to use [insert digital health technology name/type] for about [insert approximate amount of time (e.g., hours/day)] over the course of [specific number of days/weeks/months]. 
You will be asked to share [insert types of data] via [insert digital health technology name/type] [insert frequency (e.g., at random intervals throughout the day, daily, weekly)]. This data will be shared with the study team [insert frequency with which the data will be shared (e.g., in real-time, every 24 hours, weekly)]. The [insert digital health technology name/type] will continue to collect [insert types of data] until the [insert digital health technology name/type] is [insert is removed/uninstalled/or no longer used]. The data you share with the study team [will/will not] be monitored [if applicable, by whom (e.g., study team, healthcare provider)] [frequency]. If you have any questions about your health during this study, you should reach out directly to your health care provider(s). 
[If the digital health technology sends automated notifications and/or computer-generated communications. Otherwise, delete.]: While you are in this study, the [insert digital health technology name/type] may send auto-notifications. You should not take these notifications as medical advice. The feedback may not be reviewed by the study team or your healthcare provider(s). If you have concerns about your health while you are in this study, or about the notifications you might be getting, reach out to your healthcare provider(s).
[If the study team will be monitoring participant data and sending messages to participants about their health]: You may receive messages from the study team with information we think you should know about your health. If you have questions or concerns about your health information shared in the message, reach out to [insert “the study team” OR “your healthcare provider(s)”].
[If the participant will need to create a user account]: You will be required to create an account with [insert digital health technology name/type] to participate in this study. Creating an account with [insert digital health technology name/type] requires providing personal information. If you do not want to do this, you should not agree to be in this study. When you are no longer taking part in the study or choose to stop using the [insert digital health technology name/type], your account will remain open unless you contact [insert study team or company contact] to close the account. 
[If one or more digital health technologies has components the user can voluntarily disable]: [Insert digital health technology name/type] has parts that can be turned off by the user including: ([list all components that the user can control]). You can turn these parts on or off at any given time during the study.
Information from your [insert digital health technology name/type] will be stored by the study team [insert location where the data will be stored]. We plan to store your data for [insert duration data will be stored as indicated in the protocol]. We may share your information with [insert with whom information will be shared, including data repositories as applicable], but we will not share information that directly identifies you. [If data is shared with a repository, insert basic summary information about the repository and how they may use or share the data]. We will do our best to protect your privacy during this study. When you are no longer taking part in the study or choose to stop using the [insert digital health technology name/type], [insert the future use of the study team’s access to the account and previously collected data as it pertains to the study guidelines].
[If the study is using a commercial digital health technology]: [Insert company] will have access to, and [will retain a copy/will not retain a copy] of any data collected by [insert digital health technology name/type]. When using [insert digital health technology name/type] you agree to the Terms and Conditions set out by the company. We do not have control over how [insert company] will protect your data and privacy.

If you join this study, there is a potential risk that data you share may be accessed by someone without your permission or that someone may be able to identify you. These people may misuse the data you share with us in a way that leads to personal harm (e.g., discrimination). There may also be other risks that are not currently known. While we will do our best to protect your data, we cannot remove all risks. In general, there is no additional risk to using [insert digital health technology name/type] in this study beyond the risk you take when using [insert digital health technology name/type] in your daily life. 
Using [insert digital health technology name/type] requires that you agree to [insert company]’s “Terms of Service” and privacy policy. We do not control these terms and policies, which can change at any time. You should read the Terms of Service and the privacy policies before using [insert digital health technology name/type]. You should also review your privacy settings often. If any changes are made to [insert company] privacy policies, the research team [insert will or will not] notify you. [Insert company] may also collect, store, and sell information you provide through [insert digital health technology name/type]. This may include personal information, location data, video, audio, and photos. We do not control whether [insert company] will store or sell your data. We cannot control if they collect more data than the study requires, or how [insert company] will protect your privacy. We will continue to protect the data we collect. However, [insert company] may share or disclose information per their terms and conditions. We have no control over the data they collect or own. Please know that [insert company] may continue to have access to your data even after you stop being part of the study.

By using [insert digital health technology name/type] there is a risk you may be identified as a study participant. This may occur if the [insert digital health technology name/type] is lost, misplaced, or stolen. It may also occur if your identity and information recorded in the [insert digital health technology name/type] is otherwise accessed by another person.
[If there are no known benefits from using the digital health technology]: There are no known benefits from using [insert digital health technology name/type] as part of this study. In the future, other people might benefit because of what we learn from your use of the [insert digital health technology name/type].
[If there are known benefits from using the digital health technology]: You may benefit from using [insert digital health technology name/type] in the study. [Fill in any DIRECT benefits from using the digital health technology IN THE STUDY. Do not include indirect or ancillary benefits.]
[If there are subscription or service costs from using the digital health technology]: [Insert types of subscriptions or services] costs from using the [insert digital health technology name/type] will be paid by the study team while you participate in the study. Upon study completion or your withdrawal, you will be responsible for these costs if you wish to continue to their use.
[If the device must be returned after completing the study]: The [insert digital health technology name/type] must be returned at the end of the study or you will be required to pay [insert amount] for the cost of the [insert digital health technology name/type]. 
[If the study requires a BYOD (bring your own device)]: The study requires participants to BYOD (bring your own device). The device required is [insert digital health technology name/type]. [Insert any data costs, such as WIFI or data roaming, that the participant will incur as a result of the BYOD study policy].


