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attune™ 
 

United States Prescribing Information
 
Indications for Use 
attune™ is a digital therapeutic intended to treat 
the symptoms of anxiety and depression related to 
cancer in adult patients. 
 
 
What is attune™? 

attune™ is a digital therapeutic intended to treat 
the symptoms of anxiety and depression related 
to cancer in adult patients. The subject device is a 
self-directed mobile application that delivers 
cognitive behavioral stress management (CBSM), 
which combines cognitive behavioral therapy and 
relaxation training.  

For a limited time, due to the COVID-19 
pandemic, attune™ is available to patients in two 
ways: through a prescription provided by a 
healthcare provider or a non-prescription 
subscription. This document concerns attune™ as 
provided via prescription. 

The digital therapy is a self-directed application 
launched via a smartphone application and an 
authentication code provided via SMS following 
prescription. The application consists of 10 
sessions that take about 40 minutes per session to 
complete. After each session, patients are 
assigned accompanying exercises that take  about 
30 minutes per day for three to four days. 
Sessions are self-paced with a recommendation 
of approximately one session per week (~10 
weeks for all sessions to be completed). Sessions 
must be completed sequentially and patients are 
able to progress to the next session after 
completing the required exercises at the end of 
the previous session. Unlocked content is 
available on-demand, and patients can revisit 
previous exercises or resources once completed.  
We recommend that patients complete each 
session and its accompanying exercises in a quiet 
location without disturbances. 

 

 

Who Should Use attune™? 
The patient should only use attune™ if they: 

• Are able to read and understand English 
• Have regular access to a compatible 

mobile device (such as a phone or tablet) 
with network access 

• Are able to use a compatible mobile 
device without relying on accessibility 
features 

• Are familiar with how to use 
mobile applications 

• Have internet/wireless connection 
data access 

• Are under the supervision of a healthcare 
provider 
 
 
 

Who Should Not Use attune™ 
(Contraindications)? 
There are no contraindications in the use of the 
attune™ device. 
 
 

Benefits of attune™ 

attune™ has not been clinically tested and may 
therefore have unknown benefits and risks. 
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Safety Information and Warnings 
attune™ is not for emergency use. Patients 
should call 911 in the event of a medical 
emergency or 988 in the event of a psychiatric 
emergency, including but not limited to suicidal 
behavior, or go to the nearest emergency room. 

attune™ should not be used as a substitute for 
other oncology care (e.g., prescribed medication 
or treatment), as advised by the healthcare 
provider and/or care team. attune™ also does 
not represent a substitute for the patient’s 
medication, including medication for anxiety or 
depression symptoms. 

attune™ is adjunctive to usual care and is not 
intended to be a standalone therapy. 

attune™ is not for everyone. It is intended for 
patients with moderate-to-serious anxiety or 
mild-to-moderate depressive symptoms. 

The attune™ program contains sensitive 
medical and personal information. Patients must 
be sure to protect their personal health 
information by password-protecting 
smartphones and tablets. Patients must avoid 
sharing usernames and passwords with others. 
Patient data will be stored on a secure cloud 
server, encrypted in transit and at rest. 

Patients should be advised to contact their 
healthcare provider if symptoms are not 
improving or have not improved within a 
6-week period and should contact their 
healthcare provider immediately if 
symptoms worsen significantly. 

The current version of attune™ was not 
evaluated with the accessibility features 
turned on. Turning on accessibility 
features may result in certain device 
features not functioning as intended. 

 

attune™ Prescriptions 
Prior to the patient having access to the initial 
session, the patient must complete an 
onboarding process that includes activating 
attune™ using an access code and completing a 
number of setup steps. The access code is 
provided by AssistRx to both the prescribing 
clinician via the iAssist portal and to the patient 
as part of the text message sent by iAssist. 

 

Dose and Frequency 

attune™ consists of 10 sessions that are self-
paced with a recommendation of approximately 
one session per week (~10 weeks for all 
sessions to be completed). The content in each 
session builds upon skills gained in earlier 
sessions. The duration of the sessions, as well as 
the overall duration of treatment are also 
important to the health objectives. All 10 
sessions must be completed in order, including 
the required exercises at the end of each session, 
though within any session the patient can take 
breaks and choose what order to complete those 
exercises in. 

The patient has access to attune™ for 180 days 
and can review the exercises stored in the 
Resource Library on demand during this 
timeframe. The installed app may require 
updates from time to time as Blue Note updates 
the technology and patient experience. 
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Downloading attune™ 

Once prescribed, the patient will receive a text 
message notifying them of the prescription and 
instructions on how to download the application. 
Download and use of attune™ using cellular 
data (versus WiFi) may count against the 
patient’s mobile device data plan. Standard data 
rates from the patient’s cellular provider may 
apply. 

As part of the authentication process, the patient 
is required to enter the activation code and 
confirm their birthdate.   

Clinician Dashboard   

attune™ includes a clinician dashboard that 
patients can show their healthcare provider. The 
dashboard displays an overview of the patient’s 
progress through the application, the patient’s 
stress ratings, and their sleep data.

 



 

           Rev G 
Rev. 04.2023 

attune™ Application Flow 

A.      Onboarding Process 
 

Prior to starting the first session, a patient must 
complete an onboarding process that includes 
activating the application using an access code sent 
via SMS message following prescription, and 
confirming the patient's identity using their birthdate. 
The onboarding process requires completing a few 
steps, and concludes with a brief tour of the app’s 
key features. 

 

     

B.      Logging In 
 
If the patient has already completed onboarding, select 
the option “Already set up? Log in.” Enter the login 
credentials the patient configured during onboarding to 
proceed, or if the patient has successfully logged in 
previously, select “Sign in with Face ID.” 
 
If the patient is logging in via facial recognition or 
fingerprint recognition functionality, after two failed 
login attempts, the patient will be asked to enter the 
mobile device’s PIN. If the patient does not 
successfully log in via the mobile device’s PIN, the 
patient will need to enter the password associated with 
their attune™ account in order to log in. 
 

   

C.      Patient Forgot Their Password 
 
To reset the patient's password, select the option 
“Forgot your password?” from the login screen.  
 
Enter the email address associated with the patient’s 
account, and a six-digit password reset code will be sent 
to the email address entered. 
 
Enter the six-digit code into the app, and enter a new 
password.  
 
Please note that the six-digit password reset code 
provided via email will not grant access to the patient’s 
account if entered as a login password. The password 
reset code must be entered within the “Enter your reset 
code” screen, which will then enable the patient to 
establish a new password. That password may then be 
used to log into attune™. 
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C.2 Sessions Menu 
 

After completing the onboarding process, the patient is 
presented with a view of the 10 sessions, represented as 
a journey down a path. Each session is unlocked upon 
completion of the previous session’s practice activities, 
and the patient can revisit a previous session to review 
the patient’s completed activities. Patients may resume 
progress through the sessions at any time using the My 
Journey button in the center of the bottom navigation 
area. 

 

  

C.3 Help Function 
 

A Help function, located in the lower right corner, is 
accessible on every screen. The Help function provides 
additional information if a patient gets stuck, has 
technical issues with the app, or would like to speak 
with someone. The Help function also directs and 
assists the patient to call 911 in the case of a medical 
emergency, or 988 for a psychiatric emergency. 

 

       

C.4 Library 
 

The Library section offers quick access to resources 
which are unlocked upon completion of each session. 
These include educational videos, relaxation exercises, 
and reference articles on the concepts and practices 
presented in the sessions. Patients will have access to 
the tools they unlock throughout their time with 
attune™. The Library section can be accessed by 
selecting “Library” within the Profile screen. 
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Compatible Devices 

attune™ is compatible with most current iOS 
or Android phones or tablets running: 

● iOS version 16.0 or higher 

● Android version 13.0 or higher 

Please ensure your patient’s mobile device is 
running an Operating System (OS) version 
matching those above. If not, then please 
instruct the patient to take the time to update 
their software version before downloading and 
using attune™. 
 
Security 
It is the patient’s responsibility to secure their 
mobile device. It is also the patient’s 
responsibility to update their phone or tablet 
operating system when recommended by the 
platform vendor (e.g., Apple, Google). 

The patient must agree to the terms of the 
Privacy Policy before they can use 
attune™. The Privacy Policy is accessible 
through this link: 
www.bluenotetherapeutics.com/privacy. 
Patient data will be stored on a secure cloud 
server, encrypted in transit and at rest. 

 
Additional Support 

The Help screen allows the opportunity to 
share issues related to the application with 
Blue Note. The Help screen also provides 
the patient with contact information to 
numerous support organizations both 
online and in real time. The Help Screen 
can be accessed within any point of the 
application. Patients can also contact Blue 
Note at 415-200-3697 or at 
help@bluenotetx.com for assistance or 
troubleshooting.  

For additional information regarding device 
use including images that demonstrate how to 
interact with the device, please refer to the 
instructions for use. 

To learn more about Blue Note 
Therapeutics, visit the website at 
www.bluenotetherapeutics.com. 

 
 
Legal Manufacturer:  

attune™ is the property of: 
Blue Note Therapeutics 548 Market St, #55709 
San Francisco, California 94104

 

 


