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UNIVERSITY OF PENNSYLVANIA 
RESEARCH SUBJECT 

INFORMED CONSENT FORM AND HIPAA AUTHORIZATION 
 
 

Protocol Title:   Internet-based Cognitive Behavioral Therapy to Reduce 
Depressive Symptoms after Stroke Pilot/Feasibility Study 

Principal 
Investigator: 

Michael Mullen, MD 
3 West Gates Building 
3400 Spruce Street 
Philadelphia, PA 19104 
215-662-3339 

Emergency Contact: 215-349-5990 

  
 

 
 
Why am I being asked to volunteer? 

You are being invited to participate in a research study because you have recently had a stroke. 
Previous studies show that patients with stroke often develop symptoms of depression as a 
result of their stroke. While we know that cognitive behavioral therapy, administered both in-
person and through the internet, can be used to treat the symptoms of depression in a general 
population we do not know whether internet-based cognitive behavioral therapy is useful in 
patients with depression and recent stroke. In this study, we aim to determine whether patients 
with a stroke in the past 3 months and symptoms of depression are able to participate in an 
internet-based cognitive behavioral therapy program, and to determine if that program 
improves the depression symptoms.   

Your participation is voluntary which means you can choose whether or not you want to 
participate. If you choose not to participate, there will be no loss of benefits to which you are 
otherwise entitled. Before you can make your decision, you will need to know what the study is 
about, the possible risks and benefits of being in this study, and what you will have to do in this 
study. The research team is going to talk to you about the research study, and they will give you 
this consent form to read. You may also decide to discuss it with your family, friends, or family 
doctor. You may find some of the medical language difficult to understand. Please ask the 
investigator and/or the research team about this form. If you decide to participate, you will be 
asked to sign this form. Your doctor may be an investigator in this research study. As an 
investigator, your doctor is interested both in your clinical welfare and in the conduct of this 
study. Before entering this study or at any time during the research, you may want to ask for a 
second opinion about your care from another doctor who is not an investigator in this study. 
You do not have to participate in any research study offered by your doctor. 
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What is the purpose of this research study? 

The purpose of this study is to assess whether an internet-based cognitive behavioral therapy 
program (CBT), or CBT program, can be used by patients with recent stroke and if it is useful for 
reducing their symptoms of depression.  

 
How long will I be in the study?  

You will be in the study for approximately 90 days. We plan to enroll 20 subjects over the course 
of one year.  

 
What am I being asked to do? 
 
After signing this consent form, the study team will you ask you a series of questions about your 
mood to screen for symptoms of depression.  If you have evidence of mild or moderate 
depression symptoms, you will be included in the study.  If you have minimal depression 
symptoms you will not be included and your participation in the study will be over.  If you have 
severe depression symptoms, you will also not be included and your participation in the study 
will be over.  In this case, the study team will also alert your doctor about your severe 
symptoms, so they can consider appropriate treatment options.  Everyone will also receive basic 
education about depression and local resources for seeking treatment.    
 
Patients with mild to moderate symptoms of depression will be included in the study.  They will 
be asked a series of questions regarding medical history, medications, recent stroke, mood, and 
quality of life. A brief physical exam will be conducted to assess your neurologic function.  You 
will then be instructed on how to sign up for the Joyable CBT program. The Joyable CBT program 
consists of a series of educational activities that you can complete using a computer, smart 
phone, or tablet.  In addition, as a part of the Joyable CBT program you will be assigned a coach.  
The coach will contact you to discuss your progress through the CBT program and encourage 
you to complete the program.  The program consists of a series of brief activities that you can 
complete in less than 10 minutes each.  The full program takes 8 weeks to complete, and you 
will be asked to complete approximately 5 activities per week.  You will be contacted by the 
study team 72 hours after starting the program to make sure you are not having any problems 
using the app. You will them be contacted at 30 days by phone to complete surveys related to 
how you are doing after your stroke. You will come to see the study team at 90 days for a clinical 
assessment and will complete surveys related to how you are doing after your stroke and your 
impressions about the Joyable CBT program.  

 
What are the possible risks or discomforts?  
 
There is a potential risk of loss of confidentiality or privacy by participating in the study.  The 
study team will take every possible step to maintain your privacy, including using password 
protected files and minimizing the use of identifying information on study documentation, but 
whenever private health information is collected there is always a small risk that a breach of 
confidentiality could occur.  Data collected by the research team will not be shared with Joyable.  
Joyable will have access to data that is collected while you use the internet-based CBT 

IRB Approved: 25-Feb-2019  To: 24-Feb-2020



JOYABLE 

Version 2_ 16APR2018 3 of 7 
 

application.  Registration with Joyable requires your name, date of birth, email, and gender.  
Joyable also collects program activity data on your usage of the program and intermittently 
assesses your mood using a scale called the Patient Health Questionnaire-9 (PHQ-9).  Joyable’s  
use of this data is governed by Joyable’s privacy policy and terms of use, which you will need to 
agree to in order to participate in this study.  Joyable meets or exceeds all federal requirements 
for protecting personal health information under the Health Insurance Portability and 
Accountability Act of 1996.   
 

What if new information becomes available about the study? 
 
During the course of this study, we may find more information that could be important to you.  
This includes information that, once learned, might cause you to change your mind about being 
in the study.  We will notify you as soon as possible if such information becomes available. 
 

What are the possible benefits of the study?  
 

It is unknown whether you will get any benefit from participating in this research study; 
however, it is possible that participation in the Joyable CBT program will help to reduce 
symptoms of depression and improve quality of life.   This study may also benefit society, as it 
has the potential to provide important preliminary data for future studies to more definitively 
determine whether intenet-based CBT is helpful for patients with stroke and symptoms of 
depression.      

 
What other choices do I have if I do not participate?  
 
You may choose not to participate in this study.  Your decision to participate or not will not 
affect your regular medical care in any way. 
 
Will I be paid for being in this study? 

Patients who participate in this study will be paid $50 at the 90-day visit at the end of the study.  
This money is meant to cover the cost of transportation and parking for the 90-day visit.   

 
Will I have to pay for anything? 
 
You will not have to pay for any study related activities.  You and/or your health insurance will 
be billed for the costs of medical care associated with your hospitalization or outpatient visit as 
these expenses would have happened even if you were not in the study. There is no additional 
cost for participating in this study. 
 
What happens if I am injured from being in the study?  

 
We will offer you the care needed to treat injuries directly resulting from taking part in this 
research.  We may bill your insurance company or other third parties, if appropriate, for the 
costs of the care you get for the injury, but you may also be responsible for some of them. 
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There are no plans for the University of Pennsylvania to pay you or give you other compensation 
for the injury.  You do not give up your legal rights by signing this form.   
 
If you think you have been injured as a result of taking part in this research study, tell the person 
in charge of the research study as soon as possible.  The researcher’s name and phone number 
are listed in the consent form. 
 
When is the Study over?  Can I leave the Study before it ends? 

This study is expected to end after all participants have completed all visits, and all information 
has been collected.  This study may also be stopped at any time by your physician, the study 
Sponsor, or the Food and Drug Administration (FDA) without your consent because: 

• The Primary Investigator feels it is necessary for your health or safety.  Such 
an action would not require your consent, but you will be informed if such a 
decision is made and the reason for this decision. 

• You have not followed study instructions.  
• The Sponsor, the study Principal Investigator, or the Food and Drug 

Administration (FDA) has decided to stop the study. 

If you decide to participate, you are free to leave the study at anytime.  Withdrawal will not 
interfere with your future care.   

 
Who can see or use my information?  How will my personal information 
be protected?   

We will do our best to make sure that the personal information obtained during the course of 
this research study will be kept private.  However, we cannot guarantee total privacy.  Your 
personal information may be given out if required by law.  If information from this study is 
published or presented at scientific meetings, your name and other personal information will 
not be used.  

What information about me may be collected, used or shared with 
others?   

• Name, address, telephone number, date of birth 
• Personal and family medical history  
•     Results from any physical examinations, tests or procedures 
•     Results from the Joyable activities  
•     Data from Joyable related to app usage  

 
Why is my information being used? 
Your information is used by the research team to contact you during the study. Your information 
and results of tests and procedures are used to: 

• do the research 
• oversee the research 
• to see if the research was done right 
• to evaluate and manage research functions.   
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Who may use and share information about me?   
The following individuals may use or share your information for this research study: 

• The investigator for the study and the study team  
• Other authorized personnel at Penn, including offices that support research operations 

 
Who, outside of the School of Medicine, might receive my information?  
 It is possible that some oversight organizations may receive your information: 

• The Food and Drug Administration 
• The Office of Human Research Protections 
• Personnel from Joyable, the company who owns and operates the software that will be 

used in this study 

Once your personal health information is disclosed to others outside the School of Medicine, it 
may no longer be covered by federal privacy protection regulations.   

The Principal Investigator or study staff will inform you if there are any additions to the list 
above during your active participation in the trial. Any additions will be subject to University of 
Pennsylvania procedures developed to protect your privacy. 
 
How long may the School of Medicine use or disclose my personal health 
information?   
Your authorization for use of your personal health information for this specific study does not 
expire.  
 
Your information may be held in a research database.  However, the School of Medicine may not 
re-use or re-disclose information collected in this study for a purpose other than this study 
unless: 

• You have given written authorization  
• The University of Pennsylvania’s Institutional Review Board grants permission 
• As permitted by law  

 
Can I change my mind about giving permission for use of my information? 
Yes. You may withdraw or take away your permission to use and disclose your health 
information at any time.  You do this by sending written notice to the investigator for the study.  
If you withdraw your permission, you will not be able to stay in this study. 
 
What if I decide not to give permission to use and give out my health 
information? 
Then you will not be able to be in this research study. 
 
You will be given a copy of this Research Subject HIPAA Authorization describing your 
confidentiality and privacy rights for this study.  
 
By signing this document, you are permitting the School of Medicine to use and disclose 
personal health information collected about you for research purposes as described above. 
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Electronic Medical Records and Research Results  
  
What is an Electronic Medical Record and/or a Clinical Trial Management  
System?  
 
An Electronic Medical Record (EMR) is an electronic version of the record of your care within a 
health system. An EMR is simply a computerized version of a paper medical record.  
 
A clinical trial management system (CTMS) is used to register your information as a participant 
in a study and to allow for your research data to be entered/stored for the purposes of data 
analysis and any other required activity for the purpose of the conduct of the research.  
 
If you are receiving care or have received care within the University of Pennsylvania Health 
System (UPHS) (outpatient or inpatient) and are participating in a University of Pennsylvania 
research study, information related to your participation in the research (i.e. laboratory tests, 
imaging studies and clinical procedures) may be placed in your existing EMR maintained by 
UPHS. Information related to your participation in clinical research will also be contained in the 
CTMS. 
 
If you have never received care within UPHS and are participating in a University of Pennsylvania 
research study that uses UPHS services, an EMR will be created for you for the purpose of 
maintaining any information produced from your participation in this research study.  The 
creation of this EMR is required for your participation in this study. In order to create your EMR, 
the study team will need to obtain basic information about you that would be similar to the 
information you would provide the first time you visit a hospital or medical facility (i.e. your 
name, the name of your primary doctor, the type of insurance you have). Information related to 
your participation in the study (i.e. laboratory tests, imaging studies and clinical procedures) 
may be placed in this EMR. Once placed in your EMR or in the CTMS, your information may be 
accessible to appropriate UPHS workforce members that are not part of the research team.  
Information within your EMR may also be shared with others who are determined by UPHS to 
be appropriate to have access to your EMR (e.g. health insurance company, disability provider, 
etc.). 
 
 
Who can I call with questions, complaints or if I’m concerned about my 
rights as a research subject? 

If you have questions, concerns or complaints regarding your participation in this research study 
or if you have any questions about your rights as a research subject, you should speak with the 
Principal Investigator listed on page one of this form.  If a member of the research team cannot 
be reached or you want to talk to someone other than those working on the study, you may 
contact the Office of Regulatory Affairs with any question, concerns or complaints at the 
University of Pennsylvania by calling (215) 898-2614. 
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When you sign this form, you are agreeing to take part in this research study. This means that 
you have read the consent form, your questions have been answered, and you have decided to 
volunteer.  Your signature also means that you are permitting the University of Pennsylvania 
to use your personal health information collected about you for research purposes within our 
institution. You are also allowing the University of Pennsylvania to disclose that personal 
health information to outside organizations or people involved with the operations of this 
study. 

A copy of this consent form will be given to you.  

 
 

________________________       ____________________________________ 

Name of Subject (Please Print)  Signature of Subject                 Date 

 

_____________________________   ____________________________________________ 

Name of Person Obtaining   Signature                                   Date 

Consent (Please Print) 
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