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TITLE: A PHASE III, PROSPECTIVE, DOUBLE-BLIND, RANDOMIZED, 

PLACEBO-CONTROLLED TRIAL OF THROMBOLYSIS IN 
IMAGING-ELIGIBLE, LATE-WINDOW PATIENTS TO ASSESS 
THE EFFICACY AND SAFETY OF TENECTEPLASE (TIMELESS) 

 
PROTOCOL NO.: ML40787 

WIRB® Protocol #20182851 
 832114 
 
SPONSOR: Genentech, Inc. 
 
INVESTIGATOR: Scott Kasner, MD 
 215-662-3363 
 
NAME OF INSTITUTION:  The Hospital of the University of Pennsylvania  
 
INSTITUTION ADDRESS: 3400 Spruce Street, Philadelphia PA 19104 
 
STUDY-RELATED 
PHONE NUMBER(S): 215-662-3363 
 215-349-8651 

215-349-5990 (24-hours) 
 
In this consent form “you” generally refers to the research subject. If you are being asked as the 
legally authorized representative to permit the subject to take part in the research, “you” in the 
rest of this form generally means the research subject. 
 

SECTION 1: STUDY OVERVIEW 
 

1.1 Introduction 
1.2 What is the purpose of this study? 
1.3 What will happen if I participate? 
1.4 Are there any benefits? 
1.5 Are there any risks? 
1.6 Are there any special requirements? 
1.7 Will I be paid to participate? 
1.8 Will it cost me anything? 
1.9 What happens if I am injured? 
1.10 Can I stop being in the study? 
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1.1  INTRODUCTION 
 

 You are being asked to take part in this research study (also known as a clinical trial) 
because you have had a stroke.  This study is testing a drug called tenecteplase. 

 Genentech, Inc. (a member of the Roche Group) is the sponsor of this study and is 
paying The Hospital of the University of Pennsylvania to cover the costs of this study. 

 This consent form tells you what will happen if you take part.  It also tells you about the 
possible benefits and risks of being in the study. 

 Taking part in this study is your choice.  Please read the information carefully and feel 
free to ask questions.  It may be helpful for you to discuss this information with your 
family and friends. 

 Instead of participating in this study, you may choose to 
– Get treatment for your stroke without being in this study 

o You can receive mechanical thrombectomy without being in this study 
– Join a different study 
– Get no treatment 

 Talk to your doctor about all of your choices, and the risks and benefits of each choice.  
If you choose not to take part or to withdraw from the study, you will not be penalized or 
lose the regular care you receive from your doctors or benefits to which you may be 
entitled. 

 If you decide to take part, you will be asked to sign this consent form.  You will be given 
a copy of your signed consent form. 

 

1.2  WHAT IS THE PURPOSE OF THIS STUDY? 
The purpose of this study is to compare the effects, good or bad, of tenecteplase versus 
placebo on patients with stroke symptoms.  In this study, you will get either tenecteplase or 
placebo, as well as the current standard of care for stroke.  A placebo looks like a drug but has 
no active ingredient. 
 
About 456 people will take part in this study. 
 
Tenecteplase is approved by the health authorities for the treatment of myocardial infarction 
(heart attack), but it is not approved for stroke.  It is investigational for this purpose. 
 

1.3  WHAT WILL HAPPEN IF I PARTICIPATE? 
This study has three parts: 
 

1. Screening (to see if you are eligible for the study) 
2. Treatment 
3. Follow-up (to check on you after treatment is finished) 

 
You will be randomly placed in one of the following treatment groups: 
 

 Group 1 will receive tenecteplase, given as an injection (into the vein) once within 4.5 to 
24 hours of your stroke plus mechanical thrombectomy (an emergency procedure used 
to remove a blood clot from a vein or artery), if indicated. 

 Group 2 will receive placebo, given as an injection (into the vein) once within 4.5 to 24 
hours of your stroke plus mechanical thrombectomy (an emergency procedure used to 
remove a blood clot from a vein or artery), if indicated. 
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Your group will be decided by chance (like tossing a coin).  You will have an equal chance of 
being placed in any group.  Neither you nor your study doctor can choose or know the group 
you are in.  However, your study doctor can find out which group you are in, if your safety is at 
risk. 
 
During this study, you will have 2 visits.  Visits may last up to 90 minutes. 
 
Your total time in the study will be about 90 days. 
 
The study procedures are described in detail in Section 2.2.  Some procedures will be the same 
as your regular care for stroke, and some procedures will be just for this study. 
 

1.4  ARE THERE ANY BENEFITS? 
Your health may or may not improve in this study, but the information that is learned may help 
other people who have a similar medical condition in the future. 
 

1.5  ARE THERE ANY RISKS? 
You may have side effects from the drugs or procedures used in this study, as described in 
Sections 2.1 and 2.2.  Side effects can be mild to severe and even life threatening, and they can 
vary from person to person.  Talk to your study doctor right away if you have any of the following 
during the study: 
 

 Symptoms that are new or have worsened 

 Changes in your prescribed or over-the-counter medications (including herbal therapies) 

 Visits to the doctor or hospital, including urgent care or emergency room visits 
 
There may be a risk in exposing an unborn child to study drug, and all risks are not known at 
this time.  Women and men must take precautions to avoid exposing an unborn child to study 
drug, as described in Section 1.6.  If you are pregnant, become pregnant, or are currently 
breastfeeding, you cannot take part in this study. 
 

1.6  ARE THERE ANY SPECIAL REQUIREMENTS? 
While participating in this study, there are certain requirements, as listed below: 
 

 You should not join another research study. 

 For women:  If you can become pregnant, you must use a reliable birth control method 

during the study and for 9014 days after your last dose of study drug.  You must not 
donate eggs during this same period.  Talk with your study doctor about what method 
may be best for you.  Tell your study doctor right away if you get pregnant.  If you get 
pregnant, the study doctor will want to follow up with you until the outcome of the 
pregnancy is known. 

 You should not use certain medications during this study.  Your study doctor will talk to 
you about these medications. 

 

1.7  WILL I BE PAID TO PARTICIPATE? 
You will not be paid for taking part in this study. 
 
Information from this study may lead to discoveries, inventions, or development of commercial 
products.  You and your family will not receive any benefits or payment if this happens. 
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1.8  WILL IT COST ME ANYTHING? 
While participating in this study, you will not have to pay for drugs or procedures that are 
required only for this study and are not part of your regular medical care.  You and your health 
plan will have to pay for medicines and clinic, hospital, and doctors’ services that are part of 
your regular medical care.   
 

1.9  WHAT HAPPENS IF I AM INJURED? 
If you get injured because you took part in this study, contact your study doctor as soon as 
possible at 215-662-3363.  Your study doctor will explain your options and tell you where to get 
treatment. 
 

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. 
 
Genentech will pay for reasonable costs of immediate care for any physical injury that results 
from the study drug but only if all of the following are true: 
 

 Genentech and the study doctor agree that your injury resulted from the study drug and 
not from a preexisting medical condition 

 The costs are not paid for by your medical insurance 

 Your injury was not because the study team did not follow instructions 
 

You will not routinely receive any other kind of payment. 
 

If you get injured in this study, you will not lose any of your legal rights to seek payment by 
signing this form. 
 

1.10 CAN I STOP BEING IN THE STUDY? 
You can leave this study at any time.  Tell your study doctor if you are thinking about stopping, 
and your study doctor will tell you how to stop safely.  If you leave this study, you will not lose 
access to any of your regular care. 
 

If there is new information or changes in this study that may affect your health or willingness to 
continue, your study doctor will let you know as soon as possible. 
 

You may be required to stop participating in the study, even if you wish to continue.  Below are 
some of the reasons why you may be asked to stop: 
 

 Your safety would be at risk if you continued 

 You were unable to or did not follow study instructions or procedures 

 You need medical care that is not allowed by this study 

 This study has been stopped by Genentech or a health authority 
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When your participation ends, no new information will be collected about you.  However, 
Genentech will still be able to use information about you that has already been collected during 
the study.  Any laboratory samples collected prior to stopping may still be used, unless you 
specifically ask for your samples to be destroyed or local laws require destruction of the 
samples.  However, if any of your samples have already been tested, Genentech will still be 
able to use the results from those tests. 
 

SECTION 2: STUDY DETAILS 
 

2.1 Study treatment risks 
2.2 Study procedures and potential risks 
2.3 Access to study drug after completing the study 
2.4 Use and handling of laboratory samples 
2.5 Protection, use, and sharing of information 
2.6 Study results 
2.7 Contact information 
  

 

2.1  STUDY TREATMENT RISKS 
Risks Associated with Tenecteplase 
The side effects associated with tenecteplase are listed below.  There may be side effects that 
are not known at this time. 
 

Common Side Effects  

 Bleeding 

 Hypersensitivity (allergic reaction) 

 Thromboembolism (blood vessel 
blocked by a blood clot) 

 Cholesterol embolism (cholesterol 
blocking an artery) 

 Arrhythmias (irregular heartbeat) 

Less Common but Important Side Effects  

 Cardiogenic shock (inability of the 
heart to pump enough blood) 

 Atrioventricular block (heart 
blockage) 

 Pulmonary edema (fluid in the lungs) 

 Heart failure 

 Cardiac arrest (heart stopping) 

 Recurrent myocardial ischemia 
(reduced blood flow to the heart) 

 Myocardial reinfarction (a 
complication after a heart attack) 

 Myocardial rupture (tear in the heart) 

 Cardiac tamponade (fluid build-up in 
the heart) 

 Pericarditis (swelling of the tissue 
around the heart) 

 Pericardial effusion (fluid build-up in 
the pericardial cavity of the heart) 

 Mitral regurgitation (backflow of blood 
in the heart due to the heart’s mitral 
valve failing to close) 

 Electromechanical dissociation 
(activity in the heart but no pulse) 

 Nausea and/or vomiting 

 Hypotension (low blood pressure) 

 

2.2  STUDY PROCEDURES AND POTENTIAL RISKS 
Most of the procedures below are part of regular medical care; however, you may have 
additional procedures as part of the study. 
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Procedures with Associated Risks 

Procedure Approximate Timing Potential Risks 

Blood sample (about 12 
tablespoons at each visit) 
 
 
 
 
 
Brain imaging assessments, 
which may include:   

 Computed tomography 
(CT) scan:  X-ray test 
that gives off radiation 

 CT scan:  imaging test 
that requires a 
radioactive tracer to be 
swallowed, injected, or 
inhaled 

 Magnetic resonance 
imaging (MRI) scan:  
imaging test that uses 
magnets and radio 
signals but does not give 
off radiation 

 
To increase visibility, a 
contrast agent may be 
swallowed, injected, or 
inserted into the rectum 
(enema). 
 
You cannot have an MRI if 
you have any metal or 
electronic devices in your 
body or if your kidneys are not 
working properly.  Study staff 
will ask questions and (if 
needed) run tests to make 
sure the scans are safe for 
you. 
 

 

 Once at screening 
 
 
 
 
 
 

 At screening  

 24 hours after 
treatment 

 72 to 96 hours after 
treatment 

 
 

 Drawing blood can cause pain, 
bruising, or infection where 
the needle is inserted.  Some 
people experience dizziness, 
fainting, or upset stomach 
when their blood is drawn. 

 

 Oral contrast agents may 
cause nausea, constipation, 
diarrhea, and abdominal 
bloating. 

 Injected contrast agents may 
cause pain, bruising, or 
infection at the injection site.  
You may have an allergic 
reaction to the contrast agent. 

 Contrast agents given by 
enema may cause abdominal 
bloating and discomfort. 

 The MRI scanner may cause 
some anxiety and 
claustrophobia (fear of being 
in small places).  You may be 
given a mild sedative or 
anti-anxiety drug to help 
manage your symptoms.  The 
contrast agent may cause 
nausea, headache, hives, 
temporary low blood pressure, 
chest pain, back pain, fever, 
weakness, and seizures. 

Although there are no proven 
harmful effects from the radiation, 
no one can say for certain that 
there are no long-term harmful 
effects of radiation exposure.   
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The radiation exposure in this 
study will be less than or 
equal to the exposure that is 
allowed for medical radiation 
workers. 
 

Mechanical Thrombectomy 
and associated anesthesia 
 

 
 
 
 
 
 
Treatment 

 Access site hematoma (blood 
clot formation), 
pseudoaneurysm (apparent 
dilatation of the blood vessel), 
arterial perforation (hole), 
arterial dissections (splitting of 
the blood vessel wall) , and 
transient intraprocedural 
vasospasm (spasm of the 
blood vessels) 

 The risks of anesthesia 
include the risk of death, 
organ damage, nerve injury 
and infection.  These risks 
vary with the anesthesia 
technique used.  You will 
need to discuss the risks of 
your anesthesia with the study 
doctor. 

 

 

Non-Invasive Procedures with Minimal Risks 

Procedure Approximate Timing 

Review of medical history, including 
medications 

 Screening 

Recording of demographic information, 
such as age, sex, race/ethnicity, veteran 
status, and certain health insurance 
information (payer information) 

 Screening 

Vital signs:  temperature, pulse rate, 
blood pressure, breathing rate 

 Screening 

Weight  Screening 

Review changes in your health or 
medications 

 Every visit 

Urine sample for pregnancy test  Every visit 

Test to see how severe the symptoms of 
your stroke were (mRS) 

 At screening, hospital discharge, and at 
the 2 follow-up visits (30 and 90 days 
after treatment) 

Test to see how severe your stroke was 
(NIHSS) 

 Every visit 

Assessment of how well you can function 
after your stroke (Barthel Index) 

 At hospital discharge and at the 2 follow-
up visits (30 and 90 days after treatment) 

An additional assessment of how well 
you can function after your stroke 
(Glasgow Outcome Scale) 

 At screening, hospital discharge, and at 
the 2 follow-up visits (30 and 90 days 
after treatment) 

Assessment of the physical, mental, and 
social effects of people living with 
neurological conditions (Neuro-QoL) 

 At the last follow-up visit 90 days after 
treatment 

 



IRB APPROVED 

AS MODIFIED 

Apr 14, 2019 
 

Tenecteplase—Genentech, Inc. 
ICF for Study ML40787, Version 1, 17 October 2018  Page 8 of 13 

2.3  ACCESS TO STUDY DRUG AFTER COMPLETING THE STUDY 
Currently, Genentech does not have any plans to provide the Genentech study drug 
(tenecteplase) or any other study treatments or interventions to you after you complete the 
study. 
 

2.4  USE AND HANDLING OF LABORATORY SAMPLES 
Sample Use 
Blood and urine samples will be collected for reasons such as the following: 
 

 Check your health through 
standard laboratory tests 

 Find out if you are pregnant 

 Check how quickly your blood clots 

 Measure cholesterol and other lipids 
(fats) 

 Measure your blood sugar level 

 

Sample Storage 
Samples will be securely stored for a defined period (as described below) and will then be 
destroyed. 
 

2.5  PROTECTION, USE, AND SHARING OF INFORMATION 
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. If 
this study is being overseen by the Food and Drug Administration (FDA), they may review your 
research records.   
 

What information about me may be collected, used or shared with others?   
 
During this study, health and personal information ("information") about you will be collected.  
This section describes the protection, use, and sharing of your information, which consists of the 
following: 
 

 Information in your medical record, which is held by The Hospital of the University of 
Pennsylvania 

 Information that is collected or produced during this study ("study data"), which is held by 
The Hospital of the University of Pennsylvania, Genentech, other Roche affiliates, and 
Genentech's representatives (people and companies who work for Genentech) 

 
Your privacy is very important, and Genentech uses many safeguards to protect your privacy, in 
accordance with applicable data privacy laws and laws related to the conduct of clinical trials. 
 
Your study data and samples will be labeled with a patient identification (ID) number that is 
unique to you and not related to or derived from information that identifies you (such as your 
name, your picture, or any other personally identifying information).  Genentech, other Roche 
affiliates, and Genentech's representatives will only have access to study data and samples 
labeled with a patient ID number, except as described below.  Your medical record, which 
includes personal information that can identify you, will not be accessed for the purposes of this 
study, except as described below: 
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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?   
Your information (which includes information in your medical record that can identify you) 
may need to be reviewed to make sure the study is being done properly or to check the 
quality of the information.  This information will be kept private.  The following 
individuals may use or share your information for this research study: 
 

 Study monitors of Genentech and/or IQVIA, a company hired by Genentech to perform 
certain study activities 

 The Institutional Review Board or Ethics Committee (people responsible for protecting 
the rights and safety of people who take part in research studies) 

 Regulatory authorities, such as the U.S. Food and Drug Administration (FDA) 
(government agencies involved in keeping research safe for people) 

 Western Institutional Review Board 
 
Genentech, other Roche affiliates, and Genentech's collaborators and licensees (people and 
companies who partner with Genentech) may use study data labeled with your patient ID 
number for research purposes or to advance science and public health. 
 
Study data may be submitted to government or other health research databases or shared with 
researchers, government agencies, companies, or other groups that are not participating in this 
study.  These data may be combined with or linked to other data and used for research 
purposes, to advance science and public health, or for analysis, development, and 
commercialization of products to treat and diagnose disease.  These data will not include 
information that identifies you, and extra steps will be taken to safeguard your privacy. 
 
Your information will not be given to your insurance company or employer, unless required by 
law.  If the results from this study are published in a medical journal or presented at a scientific 
meeting, you will not be identified. 
 

Information from this study will be retained by The Hospital of the University of Pennsylvania for 
15 years after the end of the study.  In addition, Genentech will retain the study data for up to 25 
years after the end of the study. 
 

If a patient is eligible for Medicare, federal law requires Genentech to inform the Centers for 
Medicare & Medicaid Services (the agency responsible for the Medicare program) when 
Genentech is going to pay for a patient injury.  Genentech may need to share information, such 
as your name, date of birth, sex, and Medicare ID number (if you have one), with the Centers for 
Medicare & Medicaid Services. 
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If you sign this consent form, you give permission to The Hospital of the University of 
Pennsylvania to use and/or share your "health information," which includes all information about 
you that has been and will be collected by The Hospital of the University of Pennsylvania and 
information in your The Hospital of the University of Pennsylvania medical record.  Your health 
information may be used or shared for the purposes of this research study and for research 
related to stroke, common pathways (links) among diseases, the use of tenecteplase in disease 
therapy, and/or the development of tests that help with detection or understanding of your 
disease.  You do not have to sign this consent form, but if you do not, you cannot take part in 
this research study. 
 

Your health information may be used by and/or shared with Genentech, other Roche affiliates, 
Genentech’s representatives, collaborators, and licensees, the Institutional Review Board or 
Ethics Committee, and regulatory authorities, such as the FDA.  Your health information and 
samples may be analyzed in any country worldwide.  Those persons who receive your health 
information may not be required by federal privacy laws to protect it and may share your health 
information with others without your permission, if permitted by laws that apply to them. 
 

You have the right to see and get a copy of your medical records kept by The Hospital of the 
University of Pennsylvania that are related to the study.  However, by signing this consent form, 
you agree that you generally will not be able to review or receive some of your records related 
to the study until after the entire study has been completed.  This is to protect the scientific 
integrity of the study. 
 

Your permission to use and share your health information does not have an expiration date. 
 

You are free at any time to limit The Hospital of the University of Pennsylvania’s use and 
sharing of your health information, without penalty or other consequence.  However, you cannot 
take part or continue to take part in this research study if at any time you choose to limit The 
Hospital of the University of Pennsylvania’s use and sharing of your health information that is 
necessary for the completion of this research study. 
 

You may change your mind and take back this consent at any time.  If you take back this 
consent, no new health information will be collected about you.  However, Genentech will still be 
able to use and share any health information about you that has already been collected during 
this study.  To take back this consent, you must do so in writing by contacting your study doctor 
(see Section 2.8). 
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 and may be shared without 
your permission.   
 
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.  
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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  
 

2.6  STUDY RESULTS 
Results from exploratory biomarker tests, including analysis of mutations in your genome, will 
not be shared with you or your doctor, unless required by law.  Information from these tests will 
not be part of your medical record. 
 
A clinical study report containing the results of this trial will be made available to anyone who 
requests a copy.  Before this report is provided, additional steps will be taken to protect your 
information from being linked to you. 
 
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 you.  At most, the Web site 
will include a summary of the results.  You can search this Web site at any time. 
 

2.7  What is an Electronic Medical Record and/or a Clinical 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.). 
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2.8  CONTACT INFORMATION 
If you have any questions, concerns or complaints or if at any time you feel you have had a 
research-related injury, contact your study team, listed below: 
 

 Study Doctor Study Coordinator 

Name: Scott Kasner, MD Nichole Gallatti 

Address: 3400 Spruce Street, 3 West 
Gates Building, Philadelphia PA 
19104 

3400 Spruce Street, 3 West 
Gates Building, Philadelphia PA 
19104 

Telephone 
number: 

215-662-3363 215-349-8651 

Email address: Scott.kasner@pennmedicine.upe
nn.edu 

Nichole.gallatti@uphs.upenn.edu 

 

If you have any questions about your rights while taking part in this study or any other questions, 
concerns or complaints, call the Western Institutional Review Board or Ethics Committee (a 
group of people who review the research to protect your rights) at 1-800-562-4789 or E-mail: 
Help@wirb.com 
 

OR 
 

If you have questions, concerns or complaints regarding your participation in this research study, 
you should speak with the Principal Investigator listed on page one of this form.  If you have any 
questions about your rights as a research subject, you may also contact the Office of Regulatory 
Affairs with any question, concerns or complaints at the University of Pennsylvania by calling 
(215) 898-2614. 
 

Signature 
 

All subjects unable to consent are required to assent, unless the investigator determines that 
the capability of the subject is so limited that the subject cannot reasonably be consulted. 
 

 If assent is obtained, have the person obtaining assent document assent on the consent form. 
 

I confirm that I have read this consent form, or it has been read to me.  I understand the 
information presented and have had my questions answered.  I understand that I will be 
given a copy this form after it has been signed and dated.  I agree to take part in this 
research study as described above and authorize The Hospital of the University of 
Pennsylvania to use and share my information as described in this form. 
 
 
  
Patient name (print) 
 
 
    
If applicable – Name of patient’s legally authorized  Relationship to patient 
representative (print) 
 
 
    
Patient signature or signature of patient’s legally Date 
authorized representative 

mailto:Scott.kasner@pennmedicine.upenn.edu
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I, the undersigned, have fully explained this informed consent to the patient named 
above and/or the patient’s legally authorized representative. 
 
 
  
Name of person conducting informed consent discussion (print) 
 
 
    
Signature of person conducting informed consent discussion Date 
 
 
  
Witness signature a 
 
 
    
Witness name a (print) Date 
 
  
a If the investigator or Institutional Review Board or Ethics Committee deems a witness 
signature is necessary (as per ICH Guidelines, Good Clinical Practice [E6], 4.8.9, or local 
regulations). 
 
 

ASSENT SIGNATURES, For Subjects with a Legally Authorized Representative: 
 
For subjects who have a legally authorized representative, I confirm that: 
 
 I have explained the study to the extent compatible with the subject’s capability, and the 

subject has agreed to be in the study. 

OR 
 The subject is not able to assent because the capability of the subject is so limited that the 

subject cannot reasonably be consulted. 

 
 
    

 Signature of person obtaining assent Date 


