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UNIVERSITY OF PENNSYLVANIA RESEARCH SUBJECT 
REMOTE INFORMED CONSENT FORM & HIPAA AUTHORIZATION FORM 

 
Protocol Title:   SELECT 2: A Randomized Controlled Trial to Optimize Patient’s 

Selection for Endovascular Treatment in Acute Ischemic Stroke  

Principal Investigator: Michael Mullen, MD 
Hospital of the University of Pennsylvania 
3400 Spruce Street, 3rd floor Gates Building 
Philadelphia, PA  19104 
215-662-3339 

Emergency Contact: 215-349-5990 

Concise Summary 
 

This is a research study to find out if mechanical thrombectomy better than medical management in 
treating patients who have a large stroke. Mechanical thrombectomy is a procedure in which a blood clot 
in the brain is manually removed. Additionally, this study aims to examine if images obtained by CT scan 
can identify patients for thrombectomy just as efficiently as perfusion imaging. 
 
You are provided this consent form because your relative/spouse/individual you are legally representing 
has suffered an acute stroke and you are identified as the person who will make decisions regarding the 
treatment she/he can receive. As part of their stroke assessment, your relative/spouse/individual you are 
legally representing has undergone brain imaging which confirmed that a clot in a large blood vessel 
(artery) has caused a large area of brain damage. If you allow him/her to participate in the study, she/he 
will be randomized (like flipping a coin) to receive either mechanical thrombectomy plus medical 
management or medical management alone. Your relative/spouse/individual you are legally representing 
will have tests, exams and procedures that are part of their standard care and for study purposes. The 
total amount of time she/he will be in this study is 90 days. 
 
There are risks to this study. Brain imaging may have potential complications, including headache, 
nausea, rash, hives, nasal congestion, sneezing, itching or swelling, chest tightness, etc. Potential 
complications with mechanical thrombectomy may include stroke, new clot in artery, infection, rupture 
of the artery, etc. In rare circumstances, the procedure could result in death.  
 
Whether or not you allow him/her participate in this study, his/her stroke treatment may include the use 
of mechanical thrombectomy and brain imaging.    
 
If you are interested in learning more about this study, please continue reading below. 
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Why am I being asked to volunteer? 

Your relative/spouse/individual you are legally representing is invited to take part in this research 
study as they have experienced a large ischemic stroke. After assessing your 
relative/spouse/individual you are legally representing, we are unsure how much they can 
understand at this time and/or their disability from the stroke is stopping them from providing 
written informed consent to take part. Because of this, we would like you to consider whether 
your relative/spouse/individual you are legally representing would have consented to participate 
in this study, if they were able to provide this consent themselves. This consent form has 
important information about this study to help you decide whether or not they would take part 
in this study. Your decision to allow them to take part is voluntary. If you believe your 
relative/spouse/individual you are legally representing would not wish to take part or no longer 
want to take part, it will not change the medical care that is available to them from their doctors 
or at The Hospital of the University of Pennsylvania. You can make this known to us at any time.  

Your decision to participate in this study is voluntary. This means: 
 You are free to decide to participate in this study or not  
 You are free to stop study treatment and study-related activities at any time and 

without any reason 
 If you do not want to participate in this study, then this decision will not affect your 

medical care 
 
What is the purpose of this research study? 

Your relative/spouse/individual you are legally representing is being asked to participate in this 
study because they had a stroke and the physicians treating them are evaluating how best to 
manage their care. 

Stroke can occur when a clot stops the flow of the blood in one of the arteries supplying the 
brain. This type of stroke, called ischemic stroke, can be treated alone or in a combination of 
drugs to dissolve the clot, devices to remove the clot (mechanical thrombectomy) or use of 
treatments to prevent the stroke from happening again or help them get better after having a 
stroke. Use of devices to remove the clot (mechanical thrombectomy) has been shown to 
improve outcomes in patients with a clot in one of the large arteries of the brain. However, not 
all patients with a clot in one of the large arteries are treated with these devices. To select the 
patients for such device treatment, physicians usually rely on various information including time 
from onset of the stroke, patient’s age and how much care a patient can take of himself/herself 
without additional assistance before the stroke. They also rely on computer-generated images of 
a patient’s brain obtained by x-rays (Computed Tomography (CT) scan) or magnetic field 
(Magnetic Resonance Imaging – MRI). Sometimes, the physicians also get images that provide 
information about blood flow to the brain (perfusion imaging). However, these studies take more 
time and are not always available. The study wants to examine if images obtained by CT scan can 
identify patients for thrombectomy just as efficiently as perfusion imaging. 
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Additionally, this study aims to evaluate if mechanical thrombectomy plus medical 
management is better than medical management alone in patients who have a large stroke. It is 
currently unclear if mechanical thrombectomy plus medical management compared to medical 
management alone will lead to a better recovery from stroke in patients who have a large 
stroke.  Based on guidelines set by the American Heart Association, mechanical thrombectomy 
is not recommended for most patients who arrive to the hospital with a large stroke. For this 
study, medical management may include medications, such as aspirin, intravenous fluids, 
stopping blood pressure lowering medications, and close neurologic monitoring.  

A description of this clinical trial will be available on http://www.ClinicalTrials.gov, as required by 
U.S. Law. This Web site will not include information that can identify your 
relative/spouse/individual you are legally representing. At most, the Web site will include a 
summary of the results. You can search this Web site at any time. 
 
Who is being asked to take part in this study? 

Your relative/spouse/individual you are legally representing is being asked to take part in this 
research study because her/his doctor believes that based on their brain images they have a large 
stroke. As there is currently no standard of care for patients with a large stroke, if you wish to 
allow your relative/spouse/individual you are legally representing to participate in this study, 
she/he will be randomized (like flipping a coin) to receive either mechanical thrombectomy plus 
medical management or medical management alone.  

 
How long will I be in the study? How many other people will be in the study? 

The participation of your relative/spouse/individual you are legally representing in the study is 
entirely voluntary. She/he will still receive the medical care that is deemed best for them by their 
physician without any prejudice towards her/him or her/his medical care if you decide not to 
allow her/him to participate in the study. If you decide to allow her/him to participate, you can 
still choose to terminate his/her participation at any time without any prejudice towards you or 
your medical care. Please notify Dr. Mullen at 215-349-8651, should you decide to terminate the 
participation of your relative/spouse/individual you are legally representing in the study. 

This study is being conducted at 30 sites internationally, with up to 22 US sites and 8 sites in 
Canada, Europe, and Australia. About 560 people will take part in the study worldwide. We 
anticipate to enroll approximately 20 patients at Penn.  
 

What will happen if I take part in this study? 
The study team will review the medical records and test results of your relative/spouse/individual 
you are legally representing to determine if she/he meets the basic criteria to be included in the 
study. If your relative/spouse/individual you are legally representing meets the basic criteria, the 
team will discuss the study with you as the person who will make the decision for them. If you 
agree to allow your relative/spouse/individual you are legally representing to participate in the 
study, you must sign this consent form. As part of their stroke assessment, your 
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relative/spouse/individual you are legally representing has undergone brain imaging which 
confirmed that a clot in a large blood vessel (artery) has caused a large area of established stroke. 
Your friend/spouse/relative will be randomized (like flipping a coin) to receive either mechanical 
thrombectomy plus medical management or medical management alone. There is a 50% chance 
he/she will receive mechanical thrombectomy plus medical management and a 50% chance that 
he/she will receive medical management alone.   
 
If your relative/spouse/individual you are legally representing is being transferred to the enrolling 
hospital, the doctors will repeat the brain imaging to determine if she/he still qualifies for the 
research and will randomize him/her If these images confirm that a large vessel is blocked and 
that he/she still qualifies for the study.   
 
After randomization, if your relative/spouse/individual you are legally representing is assigned to 
the thrombectomy group, she/he will have the mechanical clot removal procedure. Your 
relative/spouse/individual you are legally representing will be taken immediately to the 
angiography suite where she/he will undergo a cerebral angiogram and the clot removal 
procedure. After the procedure, your relative/spouse/individual you are legally representing will 
be taken to a hospital room where you will continue to receive standard medical management 
for their stroke.  
 
If your relative/spouse/individual you are legally representing is randomized to the medical 
management only group, she/he will NOT undergo mechanical clot removal procedure. Instead, 
she/he will continue to receive standard medical management for their stroke.  
 
Regardless of which group your relative/spouse/individual you are legally representing is 
randomized to, she/he will receive the standard of care laboratory testing, neurological imaging, 
and clinical assessments. We will collect data from the medical records of your 
relative/spouse/individual you are legally representing starting from the time she/he is admitted 
to the hospital through their 90 day checkup visit with their doctor. Information about their 
health history, demographics, treatment, neurological imaging, and hospital stay will be 
collected.  
 
In addition, participation in the study will require the following assessments after the 
procedure: neurological imaging will be done at 24 hour–day 7 of hospitalization (or discharge 
whichever comes first). This imaging is consistent with the standard of care for stroke patients. 
Clinical assessments will be completed at 24 hours, day 5-7 of hospitalization (or discharge 
whichever comes first), 30 days, and 90 days after their hospital admission. These assessments 
will be about their abilities to perform his/her daily activities as well as how well she/he can 
move their arms and legs, talk, understand speech, and see in all directions. The 30 day and 90 
day appointments will be performed in person whenever possible. If not, this appointment will 
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be completed over the phone. The participation of your relative/spouse/individual you are 
legally representing in the study will be finished after the 90 day follow-up visit. 
 
What choices do you have other than this study? 
The clot removal procedure has been used for several years for selected patients with ischemic 
stroke. Brain imaging is typically performed in patients presenting to the hospital with a stroke. 
The alternative to participating in this research trial would be to not participate, and therefore 
not be randomized and/or undergo any study specific testing.  Your loved one will then receive 
standard of care for stroke patients, which in some cases may or may not include the mechanical 
thrombectomy procedure, based on the physician’s decision as to what is best for their care.   
 
What are the possible risks of taking part in this study? 

There are both risks and benefits of taking part in this study.  It is important for you to think 
carefully about these as you make your decision.  
 
Certain routine imaging tests and clinical assessments may be performed to evaluate the stroke 
of your relative/spouse/individual you are legally representing whether or not she/he 
participates in this study. There are risks associated with these routine tests/procedures 
performed to evaluate their stroke. These routine tests/procedures will be part of their 
standard of care and may have separate consent forms that their treating physician will go over 
with you or with your relative/spouse/individual you are legally representing. Brain imaging is 
typically performed as part of the standard of care in patients presenting to the hospital with a 
stroke. 
 
Potential complications of MRI scan include localized twitching sensation due to the magnetic 
field changes during the scan, stress due to laying in a closed space, and allergic reaction to the 
imaging dye. The allergic reaction may include a headache, nausea, rash, hives, nasal congestion, 
sneezing, itching or swelling. If a severe reaction occurs, swelling of the throat, chest tightness, 
or a marked drop in blood pressure may occur. In addition, pain, bleeding, bruising, coldness or 
inflammation at the injection site may occur. Precautions will be taken for early detection and 
rapid treatment if such reactions occur. 
 
The greatest risk of MRI is a magnetic object flying through the air toward the magnet and hitting 
with your relative/spouse/individual you are legally representing you. To reduce this risk, we 
require that all people involved with the study remove all magnetic metal from their clothing and 
all magnetic metal objects from their pockets. All subjects undergoing MRI scanning must 
complete a screening evaluation risk in advance of the study for the presence of medical implants 
or other foreign bodies that could pose an injury. In cases where there is insufficient information 
to evaluate the risks associated with an implant or foreign body, the MRI study will not be allowed 
to proceed. 
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No magnetic metal objects are allowed to be brought into the magnet room at any time except 
by approved personnel. In addition, once patients are in the magnet, the door to the room will 
be closed so that no one inadvertently walks into the room.   
 
Potential complications of CT scan include radiation exposure and allergic reaction to CT contrast 
agents. Reactions to contrast agents could be mild (nausea, vomiting, headache, cough, nasal 
stuffiness, altered taste, flushing, itching, rash, hives, sweats, swelling of eyes or face), moderate 
(mild low blood pressure,  tachycardia or bradycardia (irregular heart rate), bronchospasm, 
wheezing, shortness of breath, swelling of the larynx, generalized or diffuse skin redness), and 
severe (cardiopulmonary arrest, clinically manifested arrhythmias (irregular heart beat), severe 
low blood pressure, convulsions, unresponsiveness, respiratory failure, swelling of the larynx). 
The rate of major reactions (e.g., anaphylaxis, death) is very low, estimated at one in 170,000 
administrations. Use of contrast agent may result in injury to your kidneys in rare instances.  
 
This research study involves exposure to radiation from the CT scans.  Therefore, you will 
receive a radiation dose.  Most of these scans would not be necessary for your medical care and 
will occur only as a result of your participation in the study.  At doses much higher than you will 
receive, radiation is known to increase the risk of developing cancer after many years.  At the 
doses you will receive, it is very likely that you will see no effects at all. 
 
Whether or not with your relative/spouse/individual you are legally representing participate in 
this study, your stroke treatment may include the use of these brain images.    
 
There are also potential complications associated with mechanical thrombectomy, including 
stroke; new clot in artery; total blockage of an artery; infection and pain in the region of insertion 
site; lack of blood flow to the brain, rupture or puncture of the artery; significant tearing of the 
vessel wall; bleeding requiring blood transfusion; allergic reaction to contrast dye; abnormal low 
blood pressure requiring treatment; temporary closing of the artery (vessel spasm); formation of 
or dislodgments of clots which block the arteries (embolism). In rare circumstances, the 
procedure could result in death. At the puncture site in the groin, a blood clot or other blood 
vessel injury may occur and require blood transfusion or surgical repair. Infection may occur at 
the puncture site and get into your blood. This could cause pain and require additional 
medications, and if not controlled could cause death. Possible uncontrolled bleeding from the 
medicines given to your relative/spouse/individual you are legally representing during the 
procedure to keep their blood from clotting may occur. If this cannot be controlled, it could lead 
to death. There is some chance of an allergic reaction or kidney injury due to the x-ray contrast 
(dye) used during the angiogram procedure. Minor allergic reactions may include a rash or hives. 
There is also the possibility of a serious allergic reaction that could include shortness of breath 
and swelling, drop in blood pressure, and even death. Your relative/spouse/individual you are 
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legally representing will be monitored for these reactions and receive prompt treatment to 
reverse any allergic reactions. 
 
If the your relative/spouse/individual you are legally representing has a clot in their neck vessels, 
and is randomized to mechanical thrombectomy, she/he may be at higher risk of need to 
additional treatment like putting a stent to keep the blood vessel open, in addition to blood 
thinners. These treatments, in addition to the mechanical thrombectomy may put your 
relative/spouse/individual you are legally representing at a higher risk for these complications, 
including bleeding in the brain. 
 
Whether or not your relative/spouse/individual you are legally representing participate in this 
study, their stroke treatment may include the use of mechanical endovascular thrombectomy 
 
What are the benefits to taking part in this study? 
Your relative/spouse/individual you are legally representing may receive no benefit from 
participating in this study. However, there is a possibility that your relative/spouse/individual 
you are legally representing may experience a reduced severity of stroke symptoms. The 
participation of your relative/spouse/individual you are legally representing could direct the 
development of a treatment protocol to reduce disability and permanent brain damage 
following strokes.  
 
Will your relative/spouse/individual you are legally representing be asked about his/her 
wishes to continue participation in the study? 
If and when your relative/spouse/individual you are legally representing is deemed able to 
make decisions regarding his health, we will contact him/her to review this form again and 
request his permission to continue his participation in the study. 
 
Can you or your relative/spouse/individual you are legally representing stop taking part in 
this study? 
You can decide to stop the participation of your relative/spouse/individual you are legally 
representing in the study at any time. To withdraw from the study, please contact Dr. Michael 
Mullen at 215-662-3339. If your relative/spouse/individual you are legally representing has 
reviewed the consent form and provided his/her consent, he/she as well can withdraw from 
the study at any time by contacting Dr. Michael Mullen at 215-662-3339. 
 
The doctor of your relative/spouse/individual you are legally representing or the sponsor can 
stop the study at any time. The doctor of your relative/spouse/individual you are legally 
representing or the sponsor may stop their participation in the study if their condition worsens, 
the study is stopped, your relative/spouse/individual you are legally representing does not meet 
all the requirements of the study, or the study is not in their best interest.  If the participation of 
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your relative/spouse/individual you are legally representing in the study is stopped, their doctor 
will discuss other options for their treatment.  
 
If your relative/spouse/individual you are legally representing stops participating in this study, 
the information already collected about them will still be used in the data analysis. However, no 
further information will be collected without their permission. 
 
While taking part in this study, the study team will notify you or your relative/spouse/individual 
you are legally representing of new information that may become available and could affect their 
willingness to stay in the study. 
 
What happens if your relative/spouse/individual you are legally representing are injured 
during the study? 
We will offer your relative/spouse/individual you are legally representing are 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 they get for the injury, 
but they may also be responsible for some of them. 
 
There are no plans for the University of Pennsylvania to pay your relative/spouse/individual you 
are legally representing are or give them other compensation for the injury.  If you feel this 
injury was caused by medical error on the part of the study doctors or others involved in the 
study, your relative/spouse/individual you are legally representing are have the legal right to 
seek payment, even though they are in a study. Your relative/spouse/individual you are legally 
representing are do not give up your legal rights by signing this form.   
 
If you think your relative/spouse/individual you are legally representing are 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. 
 
What are the costs of taking part in this study? 
Your relative/spouse/individual you are legally representing will not be paid to participate in this 
study, as there are no charges associated with the study.  The Hospital of the University of 
Pennsylvania will not pay for the costs of procedures, tests, visits, and hospitalizations associated 
with their standard of care. Their hospitalization and procedure will be considered part of their 
normal medical care and will be billed to them or their insurance company in the usual manner. 
 
What if new information becomes available about the study? 

Sometimes new information about the study treatment is received. You and your 
relative/spouse/individual you are legally representing will be told if any relevant new 
information becomes available that may affect willingness to carry on taking part in the study. If 
this happens, your study doctor will contact you as soon as possible, and will discuss whether 
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they should continue in the study. If you decide not to carry on, the study doctor will make 
arrangements for their care to continue. If you decide to continue in the study you or your 
relative/spouse/individual, you are legally representingmay be asked to sign a new consent 
form.  Also, if new information becomes available, your study doctor may stop participation 
without your consent. If this happens the reasons will be explained and arrangements made for 
their care to continue.  
 
Will I receive the results of research testing? 

Most tests done in research studies are only for research and have no clear meaning for health 
care. Research results will be placed in your relative/spouse/individual you are legally 
representing medical record.  
 
What may happen to information collected on this study? 

Your relative/spouse/individual you are legally representing information will be de-identified. 
De-identified means that all identifiers have been removed. The information could be stored 
and shared for future research in this de-identified fashion. It would not be possible for future 
researchers to identify them as we would not share any identifiable information about them 
with future researchers. This can be done without again seeking your consent in the future, as 
permitted by law. The future use of their information only applies to the information collected 
on this study. 
 
What other choices do I have if I do not participate?  

The only alternative is to not take part in the study. If you choose not to participate, during your 
relative/spouse/individual you are legally representing hospitalization they will receive 
standard care for stroke patients  
 
Will there be payment for being in this study? 

Your relative/spouse/individual you are legally representing may be eligible to receive travel 
reimbursement for travel associated with participation in this study. Please speak to the Study 
Doctor or Study Staff for more information about this. 
 
Who may use and share information about your relative/spouse/individual you are legally 
representing?   
The following individuals may use or share your relative/spouse/individual you are legally 
representing information for this research study: 

 The Principal Investigator and the Investigator’s study team (other University staff 
associated with the study) 

 The University of Pennsylvania Institutional Review Boards (the committees charged 
with overseeing research on human subjects) and University of Pennsylvania Office of 
Regulatory Affairs 

 The University of Pennsylvania Office of Human Research (the office which monitors 
research studies) 
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 Authorized members of the University of Pennsylvania and the University of 
Pennsylvania Health System and School of Medicine workforce who may need to access 
their information in the performance of their duties (for example: to provide treatment, 
to ensure integrity of the research, accounting or billing matters, etc.). 
 

Who, outside of the School of Medicine, might receive your relative/spouse/individual you are 
legally representing information?  
As part of the study the Principal Investigator, study team and others listed above, may disclose 
their personal health information, including the results of the research study tests and 
procedures to the following: 

 The Food and Drug Administration (FDA), the government agency which regulates 
medications in the United States. 

 Representatives of the sponsor of this research including contract research 
organizations 

 Representatives of UTHealth and/or Memorial Hermann Health System  
 The U. S. Office of Human Research Protections (OHRP) 
 The Data Safety and Monitoring Board (DSMB) (an independent group of experts that 

reviews this study’s data to make sure participants are safe and the research data is 
reliable) 

Once their 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 their active participation in the trial. Any additions will be subject to University of 
Pennsylvania procedures developed to protect their privacy. 
 
What information about your relative/spouse/individual you are legally representing 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 their involvement with this research study 

 Name, address, telephone number, date of birth 
 Electronic mail address 
 Ethnic origin/race and gender 
 Medical record Number 
 Personal and family medical history 
 Current and past diseases 
 Current and past medications or therapies 
 Information from a physical examination that generally also includes blood pressure 

reading, heart rate, breathing rate and temperature 
 Results of tests and procedures they will undergo during this research study as 

described in this informed consent form 
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How long may the School of Medicine use or disclose relative/spouse/individual you are 
legally representing personal health information?   
Your authorization for use of their personal health information for this specific study does not 
expire.  
 
Their 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 relative/spouse/individual you 
are legally representing information? 
Yes. You may withdraw or take away your permission to use and disclose their health 
information at any time.  You do this by sending written notice to the investigator for the study.  
If you withdraw your permission, they will not be able to stay in this study. 
 
What if I decide not to give permission to use and give out my relative/spouse/individual you 
are legally representing health information? 

Then they 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 your relative/spouse/individual you are legally 
representing for research purposes as described above. 
 
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 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 IRB at the number on page one of this form.  
 
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.  
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A clinical trial management system (CTMS) is used to register information as a participant in a 
study and to allow for 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 your relative/spouse/individual you are legally representing 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 their 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 
totheir participation in clinical research will also be contained in the CTMS. 
 
If they 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 their participation in this research 
study.  The creation of this EMR is required for their participation in this study. In order to 
create their EMR, the study team will need to obtain basic information about them that would 
be similar to the information they would provide the first time they visit a hospital or medical 
facility (i.e.  name, the name of their primary doctor, the type of insurance they have). 
Information related to 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, their information may be accessible to appropriate 
UPHS workforce members that are not part of the research team.  Information within the 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.). 
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Name of Subject (Please Print)    Signature of Subject   Date 
 
 
             
Name of Person Obtaining  Signature    Date 
Consent (Please Print) 

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

representative: 

 
             

Authorized Subject   Authorized Subject    Date 
Representative (Please Print)  Representative Signature    
 
Provide a brief description of above person authority to serve as the subject’s authorized representative. 
 
              

   
 
 
 
 
 
 
 
 
 
 
 
 
 
 

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. I understand that I will 
receive a copy of this document as signed and dated below. 
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