
 
 
 



Fact Sheet for Participants 
What is the Purpose of this Study? 

• The purpose of this study is to collect cough sounds, also known as forced cough 
vocalizations (FCVs), to train the AudibleHealth Dx app to be able to detect COVID-19, 
Influenza, and RSV.  

What is AudibleHealth Dx? 
• AudibleHealth Dx is an investigational diagnostic Software as a Medical Device (Dx 

SaMD).  The intended use of this medical device is to diagnose respiratory illnesses. 
AudibleHealth Dx does this by analyzing your forced cough vocalization (FCV), the cough 
that you intentionally produce.   Using an app that can be installed on any smartphone, 
the user submits an FCV and the AI/ML engines provide a diagnosis.  Preliminary testing 
has shown that the investigational device will diagnose COVID-19 illness within minutes.  
"Investigational" means this device has not yet been approved by the FDA. 

Will I be using the AudibleHealth Dx? 
• No.  This study will be using the Cough Collector app to obtain cough sounds.  

How Do I Report an Adverse Event? 
• Adverse event (AE) means any untoward medical occurrence associated with the use of 

an intervention in humans, whether or not considered intervention-related.   
• If at any time you think you may be having an adverse event, please contact one of the 

site principal investigators listed on your informed consent.  
What are the Risks and Benefits of the Study? 

• There are no major known risks associated with this study.  It can be uncomfortable to 
cough many times in a row.  

• The benefits of participating in this study are helping to create a technology that can 
diagnose COVID-19, Influenza, and RSV from a person’s smartphone with only the sound 
of a cough, which will be faster and more cost-effective than current testing methods.  
You will also have the personal benefit of receiving a $50 gift card.  

Will I Receive a Test Result? 
• No. This study is being used to train the investigational device, and no result will be 

created.  
How long will the study last?  How many people will be in the study? 

• The study should take about 15-20 minutes to complete.  The total time for the study is 
expected to be 2-4 weeks, but only requires one interaction with the smartphone app 
per person.  

• More than 500 men and women are expected to participate in the study.  
 

You will receive an email similar to the one below.  When you follow the “ENTER THE RESEARCH STUDY” 
link, you will be taken to Adobe Sign to complete your informed consent.  The informed consent is the 



document that legally allows AudibleHealth Dx to enroll you in a study. 

 

 

This is some further basic information about the study in which you are agreeing to participate.  You can 
choose “Continue” to move toward informed consent, or choose “I am not interested” if you do not 
wish to participate.   

 



These lists explain the criteria for being included in the study.  Some of these questions were likely asked 
at the clinic where you were recruited for the study, but please take a moment to review them.  If you 
meet the criteria, choose “Continue.” If you do not meet the criteria choose, “I do not qualify”. 

 

Then you will be taken to the informed consent, which must be signed and dated within Adobe Sign for 
you to participate in the study.  Please read the informed consent carefully and direct any questions to 
the appropriate contact list on the consent form.  

 



After the informed consent is complete, you will be linked to an application where you can enter some 
basic demographic information and medical history.  The first page is shown below.  Log in using your 
participant ID and date of birth. 

 

 

The starred fields are required. Use the drop-down menus to answer each question. 

   

 

 

 

 

 



Please select each symptom that you are experiencing.  For each symptom that you choose, you will be 
asked to provide the number of days you have been experiencing the symptom.  If you are not currently 
having any of the listed symptoms, you may continue to the next question.  You will then be asked about 
any prior testing you’ve received or exposure to others who have tested positive for an illness or had 
symptoms.  Please answer yes or no for each.  If the answer is yes, provide the approximate date of the 
test or exposure. 

 

This page will ask you some questions about what vaccinations you have received.  Of note, you will not 
see subsequent questions if you select that you have not been vaccinated.  

 



This page will ask about medical diagnoses and surgeries you may have had.  For each you select, you 
will be asked the approximate date of the diagnosis or surgery.  Try to be as specific as possible with the 
month and year.  If you do not remember, you can put the most specific information you have.  

 

This page will help you determine the next steps.  Choose whether you are completing the information 
on a smartphone or a laptop/tablet to continue. 

 

 

 

 

 

 



If you are using a smartphone, follow these instructions to proceed: 

 

If you are using a computer or tablet, follow these instructions to proceed: 

 

 

 

 

 

 

 

 

 



After completing the download of the Cough Collector app from the Apple App Store or the Google Play 
Store, you will see the screens below.  Use your Participant ID and Date of Birth, with a 4-digit year, to 
log in.  

 

The next 2 screens provide some instructions and helpful tips to ensure that you have successful cough 
submissions.  Please follow the instructions carefully.  Listen to the cough example so that you 
understand what type of cough sound quality the device needs. 

 

 

 



After you have read all instructions and tips, you will see the screen on the left.  When you are ready to 
provide at least 10 coughs, choose “Start”.  Cough at least 10 times, and choose “Stop & Submit”.  If for 
some reason, there was a loud noise or you were unable to cough after selecting start, you may choose 
“Stop & Retry” to try again.  After you submit, you will see the Analyzing screen.   

 

After your first submission, you will see the “Great!” screen and be prompted through the same process 
for your second submission. 



 

 

 

 

 

Once again, after the second submission, you will be prompted through the same process for your third 
submission.  

 

 

If after your 3 submissions, the Cough Collector does not have enough coughs to use for training the 
new AI/ML, you will see this screen. If you receive this screen, you will be taken back through the 
process of submitting a cough.  You may have to submit cough sounds up to 10 times although this is 
unlikely if you are following the helpful tips.  If you complete 5 cough sound submissions, and there are 
still not enough coughs, you will be timed out for 30 minutes to prevent voice strain. (See the screen on 
the right.)  When the 30 minutes are complete, you will be able to try your cough submission again and 
proceed to get your gift card. 



      

 

 

 

Once enough high sound quality cough sounds have been collected, you will see the “Success!” screen.  
Choose “Continue” to proceed to receive your gift card.  The next page will open in the web browser of 
your phone.  If for some reason you need to come back to the app, you will see the screen on the right.  
You can choose “Continue” to re-launch the web browser or “Log Out” if you have already claimed your 
gift card.  

  



The first screen in your browser will look like this. You will need to verify your Date of Birth and 
Participant ID one more time.  

 

 

This is the screen where you can collect your gift card. If you choose Option 1, you will immediately 
receive an Amazon Gift Code to use.  If you choose Option 2, a $50 VISA Gift Card will be mailed to the 
address you provide.  Your information will be removed from our secure cloud server after your gift card 
has been mailed.  



 

 

When you see this screen, you have completed all components of the study and are officially discharged 
from the study.  

 


