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UNIVERSITY OF PENNSYLVANIA RESEARCH SUBJECT 
INFORMED CONSENT FORM & HIPPA AUTHORIZATION FORM 

Protocol Title: 

Sponsor: 

Principal Investigator: 
Research Site Address: 

Daytime Telephone #: 

24-hour Contact #:

CCRC: Blood Transcriptome of Transient 
Ischemic Attack 

National Institutes of Health, NINDS 

Brett Cucchiara, MD 
3400 Spruce Street 
3 West Gates Building 
Philadelphia, PA 19104 

(215) 662-7673 (office)
(215) 346-5579 (fax)
(215) 662-4000 (24hr On Call Neurologist)

Why am I being asked to Volunteer? 
You are being invited to participate in a research study. The purpose of this form is to give you 

information about the research study, and, if signed by you, to show your agreement to take part in the 
study in question. The form describes the purpose, medical procedures, and the potential benefits, 
risks, discomforts and precautions of the research study. Your participation is completely voluntary, 
meaning you can choose whether or not you wish to take part. If you choose not to participate, there 
will be no loss of benefit to which you are otherwise entitled. Before you can make your decision, you 
will need to know what the study is about, the possible risk and benefits of participation, and what you 
will be required as a result of participation. Please carefully read this form and ask the study team to 
explain any words or procedures that you do not clearly understand. You should ask the study team 
any questions you have about the study and this form prior to making any decision regarding your 
participation. By signing this form, you are agreeing to take part in this research study. A copy of this 
signed form will be provided to you for your personal records. 

Specifically, you are being invited to take part in this study because you have a TIA (transient 
ischemic attack) / minor stroke or you are a person who will serve as a control subject for this study. If 
you are a control, you may be healthy or have a medical condition that mimics a TIA / minor stroke. 

What is the purpose of this research study? 
This is a research study conducted funded by the National Institute of Health, a non-profit 

agency that promotes scientific research. The purpose of this study is to learn whether there are 
changes in molecules in blood, called RNA, that occur after TIA / minor stroke. We will compare 
changes in samples of your blood with the blood samples of people who have other medical or 
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neurological diseases to see if we can determine the risk of future stroke, diagnose a TIA / minor 
stroke, and to if we can determine the cause of TIA / minor stroke. 

We hope to learn whether there are differences in expression of the RNA molecule in blood with 
TIA / minor stroke. We hope that this work will make it possible to identify who is a risk for future stroke, 
heart attack; diagnose whether someone has had a TIA / minor stroke; and determine the cause of your 
TIA / minor stroke from a blood sample.  
 

How many other people will be in the study?  How long will I be participating? 
 About 400 people who have had TIA / minor stroke or condition that mimics a TIA will take part 
in this study at the Hospital of the University of Pennsylvania (HUP). A total of 1000 TIAs will be 
enrolled over the 5 years of this study from 4 sites: The University of California: Davis, the University of 
Pennsylvania, Stanford University, and Vancouver Island Health Authority. Patients will be recruited at 
the University of Pennsylvania.  Acquired samples will be sent to the University of California: Davis for 
analysis and future research.  
 You will be asked to participate in a one-time blood draw at the time of your TIA / minor stroke, 
control event. You will also be asked to participate in a follow-up evaluation after 3-months to determine 
if you had a recurrent stroke, TIA or heart attack. If you have had a stroke or heart attack, you may be 
asked to come back for an in-person follow-up visit or provide information about the event via telephone 
regarding your recovery and any potentially new diagnoses.   
 

What am I being asked to do? 
Screening –  
 Before you begin the study, you will need to have the following “screening” exams, tests or 
procedures to determine if you are eligible to participate in the study.  

• Physical Exam – You will have a physical examination, similar to those done for routine 
medical care. 

• Medical History – You will be asked about your medical history and your medical chart will be 
reviewed by the study doctors.  

If you have a stroke or brain hemorrhage, diagnostic testing will be performed that is included in 
your normal care and will include blood tests and brain scans. If you are a control subject, a history and 
exam will be performed without any other medical or chart review or testing. 
 
Upon Eligibility –  

If the screening assessments determine eligibility, and you choose to participate, then you will have 
the following tests and procedures: 

• Blood draw (venipuncture) – We will obtain blood samples from a vein in your arm. A needle 
will be inserted in the vein and 24-30cc (4-6teaspoons) of blood will be removed and collected 
into several tubes. 
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3-Month Follow-Up –  
You will be asked to participate in a follow-up visit by telephone or in-person approximately 3-

months after your TIA / minor stroke, event. We expect that this visit will take less than 1-hour of your 
time. During this visit, we will conduct the following assessments: 

• Questionnaire – Information about recurrent stroke, TIA, heart attack will be collected, if 
applicable. If an event has occurred, we would like to review the records documenting the stroke 
/ TIA, including MRI brain. 

 

Will specimens taken from me be used for future research? 
 During the course of this study, blood specimens remaining, not used for the specific aims of 
this study, could be beneficial for future research purposes. We would like to keep some of these 
samples in order to learn more about your disease, as well as other diseases, how to prevent, treat and 
cure them. The research that may be done with your specimen(s) will not benefit you, nor have an 
effect on your care. Any reports about the research, done with your specimen(s), will not be shared with 
you or your doctors, and the reports will not be put in your health record. 
 There are very few risks to you. The greatest risk is the release of information from your health 
records which may be necessary for us to obtain along with your specimens. We will protect your 
records so that your name, address, and phone number will be kept private. Your name, address, 
phone number and any other identifying information will be taken off anything associated with your 
specimen before it is given to the researcher. This would make it very difficult for any research results 
to be linked to you or your family. Also, people outside the research process will not have access to 
results about any one person which will help to protect your privacy. For further information on the use 
of specimens for future research purposes and your rights as a research participant, please visit: 
http://research.ucdavis.edu/IRBAdmin/Participants  
 

What are the possible risks or discomforts? 
 No medications or other treatments are being given as a part of this study. Risks and side 
effected related to the procedures we are studying include: 

• Blood draw (venipuncture) risks – Risks associated with drawing blood from your arm include 
pain, bruising, lightheadedness, fainting and, on rare occasions, infection where the needle is 
inserted. There may be a bruise afterwards. These effects are rare and treatable. 

You should report any discomfort and/or emergencies during the study team at 215-349-8651. 

• 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 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 
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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. 

 

What are the possible benefits of the study? 
 You may not benefit from taking part in this research. The information we collect from this study 
will increase our knowledge about whether TIA / minor stroke affects RNA expression in the blood. This 
could help patients, like you, in the future by potentially diagnosing TIA / minor strokes with a blood test, 
determine causes of TIA / minor strokes, and predict risk of recurrent stroke / TIA / heart attack at 90-
days. There may be other information obtained that might improve outcomes from stroke in the future 
or decrease the risk of having strokes in the future.  
 

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. You may contact 
the study team, at any time during or after participation, to find out if any new information about this 
study has become available.  
 

What other choices do I have if I do not participate? 
 The alternative to participating in this study is to not participate without any effect on the quality 
of your existing medical care. Your participation is completely voluntary, meaning you can choose 
whether or not you wish to take part. If you choose not to participate, there will be no loss of benefit to 
which you are otherwise entitled. 
 

What are the costs and compensations associated with being in this study? 
 You will not be compensated for participating in this study. There are no additional costs to you 
for participating in this research study. Neither you nor your insurance carrier will be charged for your 
participation in this study. All costs associated with the study will be paid by the sponsor/department. 
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What happens if I am injured from being in the study? 
 A research-related injury is a physical injury or illness that is directly caused by any procedure 
or treatment used in this study that is different from the treatment you would receive if not participating 
in a research study. If you are injured as a result of study procedures performed during your 
participation in this research study, inform the study team as soon as possible. The contact information 
can be found on the first page of this form. You do not waive any legal rights by signing this form. 

The University of Pennsylvania and the study sponsor will cover the medical expenses 
necessary to treat the injury only to the extent that such costs are not covered by your health’s 
insurance policy, by a government program, or by any other third party. We will offer you the care 
needed to treat injuries directly resulting from takin part in this research. The University of Pennsylvania 
and study sponsor do not normally provide any other form of compensation for injury, such as lost 
wages, expenses other than medical care, or pain and suffering. 
 

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 the study doctor, 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 complied with study instruction.  

• The sponsor, primary investigator, or the FDA has decided to stop the study. 
If you decide to participate, you are free to leave the study at any time. Your participation in this 

research is completely voluntary. There will be no loss of benefits or rights you would normally have if 
you choose not to participate. You can end your participation at any time during the study and your 
decision will have no effect on the quality of medical care you receive normally. Before withdrawing 
from this study, please notify the study team that you wish to withdraw. 
 

How will my information be kept confidential? 
 Every effort will be made to keep all information about you private to the fullest extent possible. 
The results of this study may be published in medical journals, so that everyone may benefit from the 
knowledge, although your identity will never be mentioned and will remain confidential. Other uses of 
the information may be to monitor your health status, to measure effects of the study drug, to determine 
research results, and possibly to develop new tests, procedures, and commercial products. 
 

What information about me may be collected, used or shared with others? 
 The following personal health information (PHI) will be collected, used for research and may be 
disclosed during your involvement with this research study. 

• Name & Phone Number • Date of Birth 
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• Demographics 

• UPHS Medical Record Number 

• Personal and Family Medical History 

• Vital Signs, height and weight 

• Diagnoses 

• Concurrent medical and surgical history 

• Medications 

• Results from tests/procedures 
 

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/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 can see or use my information?  How will my personal information be protected? 
We will only identify your information by Study ID (SID). Study records are kept in a locked 

facility. 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.  

 

Who may use and give out information about me? 
 The following individuals may use or share your information for this research study: 

• Dr. Cucchiara and the study team 

• University of Pennsylvania and affiliates 

 
Who, outside of the University of Pennsylvania, might receive my information?: 

• University of Pennsylvania 

• University of California, Davis (study sponsor) 

• The Institutional Review Board (IRB) or Independent Ethics Committee (IEC) (a 
committee that makes certain that your rights are protected) or its representatives 

• Clinical Monitor (the person monitoring all serious adverse events which occur during the 
study) 

• The National Institute of Health (NIH) 
Once your personal health information is disclosed to others outside the University of 

Pennsylvania, it may no longer be covered by federal privacy protection regulations. The study team 
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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 University of Pennsylvania use or disclose my PHI? 

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 University of Pennsylvania 
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, and the study staff will no longer 
use your medical information or share it with others, unless the study staff needs to do so to protect the 
study data.  However, the study sponsor will still use information about you that was shared with the 
study sponsor before you withdrew. 
 

Will My Authorization Ever Expire? 
This Authorization does not have an expiration date.  The study team may need to correct or 

provide missing information about you even after your study participation is over.  The review of your 
medical records (described above) may also take place after the study is over. 

Release of your medical information, except to the above-mentioned parties, will require your 
permission. These people may look at your records to make sure the study has been done the right 
way.  They also want to make sure that your health information has been collected the right way, or for 
other reasons that are allowed under the law. Disclosure may be made in response to subpoena, court 
order, or as otherwise authorized by law. 

A description of this clinical trial will be available on http://www.ClinicalTrials.gov, as required by 
U.S. Law.  This website will not include information that can identify you. At most, the website will 
include a summary of the results. You can search this website at any time. 

If you decide to participate in this study, you provide permission to use information about you 
(including access to medical records to verify study data) and share it with the sponsor of the study, 
sponsor’s representatives (study monitors and auditors who review and assure accuracy), the IRB or 
IEC and government regulatory authorities (e.g., NIH). By signing this form, you give permission for the 
above noted agencies to have access to your personal health information collected during this study.  
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What is an Electronic Medical Record? 
 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. 
 If you are receiving care or have received care within the University of Pennsylvania Health 
System (UPHS) (outpatient or inpatient) and are participating in University of Pennsylvania research 
study, results of research-related procedures (i.e., laboratory tests, imaging studies and clinical 
procedures) may be placed in your existing EMR maintained UPHS.  

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 results of procedures performed as a part of 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, address, phone number, the name 
of your primary doctor, the type of insurance you have). Results of research procedures performed as 
part of your participation in the study may be placed in this EMR. 
 Once placed in your EMR, these results are accessible to appropriate UPHS workforce 
members that are not a 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 (i.e., Health 
Insurance Company, disability provider, etc.). However, please note that the results of the blood tests 
being done as a part of this study will not be a part of your medical record. 
 

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 Primary 
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 questions, concerns or complaints at the University of Pennsylvania by 
calling (215) 898-2614. 
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Consent to Participation in Future Research: 
Please read each of the following question and think about your choice. After reading each question, 
initial next to your response. If you have any questions, please discuss this with the research team. 

1. My blood sample may be kept for use in future research:   
  YES    NO 

2. Someone may contact me in the future to ask me to participate in more research: 
   YES    NO 

 
Subject’s Statement of Consent to Participate: 
By signing 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 freely 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.  

I voluntarily agree to take part in this research study. 
 

_____________________________________________ 
Signature of Subject  
 
_____________________________________________   ____________________ 
Printed Name of Subject      Date 
 
 
 
_____________________________________________ 
Signature of Person Obtaining Authorization 
 
_____________________________________________   ____________________ 
Printed Name of Person Obtaining Authorization    Date 
 

 
For subjects unable to give authorization, the authorization is given by the following authorized subject 

representative: 
 
_____________________________________________ 
Signature of Authorized Subject Representative  
 
____________________________________________   ____________________ 
Printed Name of Authorized Subject Representative   Date 
 
 
Provide a brief description of the above person’s authority to serve as the subject’s authorized representative:  
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