
UNIVERSITY OF PENNSYLVANIA 
RESEARCH SUBJECT 

INFORMED CONSENT FORM AND HIPAA AUTHORIZATION 

Protocol Title:  Genetic variation, stress, and functional outcomes after stroke 
rehabilitation 

Principal 
Investigator: 

Brett Cucchiara, MD 
3 West Gates Building 
3400 Spruce Street 
Philadelphia, PA 19104 
215-662-6738

Emergency Contact: 215-662-4000 
Ask for the neurology resident on call 

Why is this research study being done? 

 The purpose of this research study is to examine how certain genes and lifetime and ongoing stress 
may impact rehabilitation and recovery after stroke. Stroke is the leading cause of long-term 
disability in Americans. Rehabilitation therapy is provided as standard of care following stroke, as 
strong evidence supports that it can improve patient outcomes. However, patients show a great 
deal of variability in their response to post-stroke rehabilitation therapy. While a number of factors 
have been identified that provide insight into the basis for these differences, overall knowledge 
remains limited. The proposed studies will examine how genes interact with rehabilitation therapy 
and with stress to affect recovery after stroke. This study may provide insight into biological factors 
underlying this relationship, and so may help individualize rehabilitation care.  

How many people will take part in this study? 

 As many as 1,250 participants will take part in the research at the University of Pennsylvania, 
University of California Irvine Medical Center, and partner research sites.  

Am I eligible to participate in this study? 

Please note this may not be a complete list of eligibility criteria. We have included a few examples 
of study criteria to help you better understand how your eligibility in the study will be determined; 
your study team will go through the study eligibility criteria with you to verify if you qualify for 
participation in this study.  
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Inclusion Requirements  
You can participate in this study if you:  
1. Are 18 years old or older  
2. Have had a stroke in the past 2-10 days  
3. Are able to communicate in English.  
4. Have a reasonable expectation that you can participate in study visits through month 12  
5. Have a reasonable likelihood that you will receive standard of care rehabilitation therapy after 
discharge  
 
 
Exclusion Requirements 
You cannot participate in this study if you: 
1. Had significant disability prior to the stroke 
2. Had a major brain or nerve disease that was active immediately prior to the stroke 
3. Have been hospitalized for a mental health problem in the prior 24 months 
4. Had a symptomatic stroke in the 90 days prior to this stroke 
5. Have had prior serious trauma to your brain with loss of consciousness > 30 minutes 
 
How long will the study go on? 
 
This study includes 4 visits and takes about 8 hours total over a period of one year. For most 
subjects, the first visit will take place in the hospital, one visit will be in a clinical setting after you 
leave the hospital and two will be by phone. In addition to these 4 visits we will stay in touch with a 
very brief 5-minute phone call in the months when no visits are scheduled (4 calls).  
 
What procedures are involved with this study?  
 
Visit 1: If you choose to take part in this study the first visit will be completed between 2 to 10 days 
(48 hours – 240 hours) after your stroke. The following procedures and tests will be done as part of 
this study.  
1. During your initial hospitalization, you will complete a questionnaire about how you are feeling, 
and any symptoms you may be having related to your recent stroke experience. The questionnaire 
should take up to 15 minutes to complete.  
2. Provide a saliva sample (into a small plastic tube) so that we can look at your genes that might 
predict how you will recover.  
3. Complete a brief strength testing activity.  
4. Complete a medical history in part through review of your medical records.  
 
Visit 2: You will be asked to return to one of the two research clinics 3 months after your stroke. At 
this visit, the clinical research coordinator will give you a set of questionnaires like the one you 
completed in visit 1. This should take approximately 1 to 1.5 hours. If you were unable to provide 
enough saliva for genetic testing, we may request an additional saliva sample.  
 
Visit 3: You will receive a telephone call 6 months after your stroke. The coordinator will ask you a 
set of questions similar to the ones you answered in visit 2. This should take approximately 1 hour.  
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Visit 4: You will receive a telephone call 1-year after your stroke. The coordinator will ask you a set 
of questions similar to the ones you answered in visit 2. This should take approximately 1 hour.  
At 2, 5, 9, and 11 months post-stroke, we will call you by phone to stay in touch and ask a few very 
brief questions about how much rehabilitation therapy you have had, whether you had been back 
in the hospital, and any new health issues you may have. This phone call is expected to take no 
more than 5 minutes. Between visits, at 2, 10, 22 and 48 weeks post-stroke, a postcard will be sent 
to your home to remind you about your upcoming study visit or phone call. We will try to make 
arrangements for completing Visit 2 off-site in rare circumstances to ensure your continued 
participation.  
 

Description of genetic testing: DNA is the material in a cell that carries all the information about how a 
living thing will look and function. This is known as genetic information. Genes are sections of the DNA 
that carry these pieces of information. This study has testing that may reveal the genetic information 
carried by your DNA. The DNA may used for (but not limited to) the following tests: GWAS genotyping, 
Whole Genome/Exome sequencing, targeted genotyping and/or sequencing. 

 

What are the possible side effects or risks related to the study? 
 
More Likely  
 
 Saliva sample: It may take a little while for you to provide the amount of spit required for the 
saliva sample. If the first sample you provide during your hospital stay is inadequate (i.e., does not 
provide enough saliva for the necessary testing), then we will ask you to complete another sample 
at Visit 2.  
 
Less Likely  
 Psychological discomforts: You may feel uncomfortable answering some of the questions asked in 
the study. If you do not wish to answer a question, you can skip it and go to the next question. If 
you do not wish to participate you can stop.  
 Data Breach: There is a small potential risk that information will fall into the wrong hands despite 
strong and fair efforts on our part to protect the information. As with any study, we will take great 
precautions to insure the privacy and security of any information collected.  
 Fatigue: You may feel some fatigue from some of the length of the assessments you perform for 
the study. If you do not wish to answer a question, you can skip it and go to the next question. If 
you do not wish to participate you can stop.  
 
Risks of genetic testing:  This research includes genetic testing. Even without your name or other 
identifiers, your genetic information is unique to you. The researchers believe the chance that 
someone will identify you is very small, but the risk may change in the future as people come up 
with new ways of tracing information. 

 
There can be a risk in knowing genetic information. New health information about inherited traits 
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that might affect you or your blood relatives could be found during a research study. Even though 
your genes are unique, you share some of the same genes with your blood relatives. Although we 
are not able to know all of the risks from taking part in research on inherited traits, we believe that 
the risks to you and your family are very low, because your samples will be coded. Research results 
will not be returned to you or your doctor.  

 
Very rarely health or genetic information could be misused by employers, insurance companies, and 
others. For example, it could make it harder for you to get or keep a job or insurance, or life 
insurance companies may charge a higher rate based on this information. We believe the chance 
these things will happen is very small, but we cannot make guarantees. 

 
A federal law (Genetic Information Non-Discrimination Act, GINA) helps reduce the risk from health 
insurance or employment discrimination. The law does not include other types of misuse by life 
insurance or long term care insurance. If you want to learn more about GINA, you can find 
information about it on the internet or ask the study staff. 

Unknown risks: There may be risks related to the research that we don't know about yet. However, 
you will be informed of any additional risks to which you  

 
What are the possible benefits of the study?  

 
Participant Benefits  
You are not likely to experience direct benefits from this study.  
However, some people find the opportunity to share their feelings about their experiences helpful. 
Being informed of online and community resources for stroke patients may also prove helpful. And, 
you will receive small gifts in appreciation for your participation in this study.  
 
Benefits to Others or Society  

Benefits to society include a better understanding of how people get better from a stroke. Such 
information might be helpful to future doctors aiming to improve outcomes for patients after stroke.  

Will my genetic testing results be returned to me? 
 
Your genetic testing results from this study will not be returned to you. 

 
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. 
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Will I be paid for being in this study? 

You will not be paid for being in this study. However, your parking costs for your Day 90 visit will be 
paid for. 

 
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. 
 
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? 
 
You are free to withdraw from this study at any time. If you decide to withdraw from this study, 
you should notify the research team immediately. The research team may also end your 
participation in this study if you do not follow instructions, miss scheduled visits, the study sponsor 
decides to stop the study or your safety and welfare are at risk.  
If you experience any of the risks/discomforts listed above, if your health worsens, or if you are 
injured during the research, you may need to be withdrawn from the study, even if you would like 
to continue. The research team will make this decision and let you know if it is not possible for you 
to continue. The decision may be made to protect your safety and welfare, or because the research 
plan does not allow people who develop certain conditions to continue to participate.  

If you elect to withdraw or are withdrawn from this research study, the researchers will discuss with 
you what they intend to do with your study data. Researchers may choose to analyze the study data 
already collected or they may choose to exclude your data from the analysis of study data and 
destroy it, as per your request.  
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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 study surveys and assessments 

 
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.   

 
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 

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?   
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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. 
 
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 
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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. 

 
Are there other issues to consider in deciding whether to participate in this 
study?  
 
Use of Specimens  
Any specimens (e.g., saliva,) obtained for the purposes of this study will be provided to the 
collaborating institution [The Center for Genomic Medicine at Massachusetts General Hospital]. 
These specimens will not include information that identifies you directly. Once you provide the 
specimens, you may not have access to them. Use of the specimens could result in discoveries that 
could become the basis for new products or therapeutic agents. In some instances, these 
discoveries may be of potential commercial value. You will not receive any money or other benefits 
derived from such a product. These nor any identifiable biospecimens will not be retained at Penn. 
 
Genetics  
In the event of an unexpected breach of confidentiality, a federal law called the Genetic 
Information Non-Discrimination Act (GINA) will help protect you from health insurance or 
employment discrimination based on genetic information obtained about you.  
If you would like more information about the federal GINA law go to: 
http://www.genome.gov/Pages/PolicyEthics/GeneticDiscrimination/GINAInfoDoc.pdf  
 
Investigator Financial Conflict of Interest  
No one on the study team has a disclosable financial interest related to this research project.  
 
Request for Donation of Specimens and/or Data for Future Use  
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This is a request for donation of your DNA for medical research. Future research may include whole 
genome sequencing. Please read each sentence below and think about your choice. Please put your 
initials in either the "Yes" or "No" box after reading each sentence. If you have any questions about 
this request for donation, please talk to the researchers. If you choose not to donate your 
specimens, any leftover saliva will be thrown away and no additional DNA will be removed for 
research purposes. 

1. You may keep my DNA to share with other researchers for future research to learn about, prevent, or 
treat other health problems such as neurologic and stress-related diseases as long as it is stored in a way 
that does not directly identify me. 

YES         NO 

So long as your specimens remain identifiable, you are free to withdraw the use of your specimens kept 
for future research. If you decide to withdraw your specimens from such use, you should notify the 
research team immediately. Specimens previously provided to researchers and any data generated will 
continue to be used. 

 

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) 
 
 
 

 
 

IRB Approved From: 07/30/2019


	strong_icf_clean_07_22_2019.pdf
	Why is this research study being done?
	Why is this research study being done?
	How many people will take part in this study?
	How many people will take part in this study?
	Am I eligible to participate in this study?
	Am I eligible to participate in this study?
	How long will the study go on?
	How long will the study go on?
	This study includes 4 visits and takes about 8 hours total over a period of one year. For most subjects, the first visit will take place in the hospital, one visit will be in a clinical setting after you leave the hospital and two will be by phone. In...
	This study includes 4 visits and takes about 8 hours total over a period of one year. For most subjects, the first visit will take place in the hospital, one visit will be in a clinical setting after you leave the hospital and two will be by phone. In...
	What procedures are involved with this study?
	What procedures are involved with this study?
	What are the possible side effects or risks related to the study?
	What are the possible side effects or risks related to the study?
	What are the possible benefits of the study?
	What are the possible benefits of the study?
	What other choices do I have if I do not participate?
	What other choices do I have if I do not participate?
	Will I be paid for being in this study?
	Will I be paid for being in this study?
	Will I be paid for being in this study?
	Will I have to pay for anything?
	Will I have to pay for anything?
	Who can see or use my information?  How will my personal information be protected?
	Who can see or use my information?  How will my personal information be protected?
	Who can see or use my information?  How will my personal information be protected?
	What if I decide not to give permission to use and give out my health information?
	What if I decide not to give permission to use and give out my health information?

	Who can I call with questions, complaints or if I’m concerned about my rights as a research subject?
	Who can I call with questions, complaints or if I’m concerned about my rights as a research subject?




