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

Protocol Title: 

Study Sponsor: 

A Global, Phase 2, Randomized, Double-Blind, Placebo-Controlled, 
Response-Adaptive Dose-Ranging Study of BMS-986177, an Oral 
Factor XIa Inhibitor, for the Prevention of New Ischemic Stroke or 
New Covert Brain Infarction in Patients Receiving Aspirin and 
Clopidogrel Following Acute Ischemic Stroke or Transient Ischemic 
Attack (TIA) 
Protocol number: CV010031 

Bristol-Myers Squibb Research and Development 
3401 Princeton Pike, Lawrenceville, NJ 08648 
and 
Avenue de Finland 4, B-1420 Braine-l’Alleud, Belgium 
(Co-developed under a collaboration agreement between Bristol-
Myers Squibb and Janssen Pharmaceuticals, Inc.) 

Principal Investigator: Brett Cucchiara, MD 
Hospital of the University of Pennsylvania 
3400 Spruce Street, 3 West Gates Building 
Philadelphia, PA  19104 
215-662-6738

Emergency Contact: 215-662-4000

Ask for the Neurology Resident on Call

 Institutional Review 
Board: 

University of Pennsylvania Institutional Review Board 
215-573-2540

Why am I being asked to volunteer? 

You are being invited to participate in this clinical research study because you have recently had a stroke 
or mini-stroke. The following information describes the study and your role as a possible participant. 
Please read this information carefully, and do not hesitate to ask your study doctor any questions to 
ensure that you are able to make an informed decision as to whether to participate. If you choose to 
participate in this study, you will be asked to sign and date this consent form. 
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What is the purpose of this research study? 

Stroke and mini-strokes, called transient ischemic attacks (TIAs), are conditions where blood clots form 
in the blood vessels of the brain and can block blood circulation, which can result in serious disabilities 
or death.  
 
Blood thinners work by stopping clotting proteins from binding together or platelets from adhering to 
one another to prevent blood clots from forming. The purpose of this study is to determine if an 
investigational study medication, BMS-986177, which inhibits factor XIa (one of the components in the 
clotting process) is safe and effective in preventing future strokes when given daily with the antiplatelet 
medication clopidogrel and/or aspirin for up to 90 days.  
 
Previous testing of BMS-986177 in humans has been promising and treatment was found safe and well 
tolerated, and no serious bleeding or other serious side effects occurred.  It is expected that 
approximately 3500 subjects will be enrolled in this study to evaluate the effectiveness of BMS-986177 
with antiplatelet medication versus antiplatelet medication alone.  It is expected that approximately 15 
subjects will be enrolled at the Hospital of the University of Pennsylvania.   BMS-986177 is 
investigational, which means it has not been approved by the US Food and Drug Administration for use 
outside of research studies like this one. 
 
What am I being asked to do? 

If you participate in this study, an initial dose of clopidogrel 300 mg and aspirin 100 mg will be 
administered for immediate treatment. Then, you will be randomly assigned (like the roll of a die) to one 
of 6 daily doses, 25-100 mg, of BMS-986177 or placebo (inactive treatment that looks like BMS-986177). 
Your chances of receiving BMS-986177 is 75% and of receiving placebo is 25%. 
 
BMS-986177 will be given to you as capsules in a blister pack. You are to take 4 capsules in the morning 
and 4 in the evening. You will also take 1 tablet of aspirin 100 mg and 1 tablet of clopidogrel 75 mg every 
day during your morning dose for the first 21 days, and for days 22 to 90 you will take 1 tablet of aspirin. 
Neither you nor your study doctor will know if you receive BMS 986177 or placebo, but the treatment 
with aspirin and clopidogrel is open and known. 
 
Study participation includes 1 study visit while in the hospital, 2 study visits at the study site, and 2 
study-related telephone calls over the next 3 months. Participation also includes 2 study-specific MRIs 
and additional blood samples. 
 
During the study, we will also collect and record information about you. Your personal details such as 
date of birth, ethnicity, and gender will be collected as well as medical history, prior and current 
medication and results of the study specific procedures and tests. 
 
If you participate in the study, you must follow all instructions given regarding the intake of other 
medicines. This applies to common drugs that are given on prescription, medicines that can be bought 
without a prescription, and natural remedies. Your doctor will discuss this with you. 
 
If you do not wish to participate in the study or cancel your participation, you will receive the treatment 
that your study doctor believes will be best for you. Your doctor will, if necessary, explain to you 
different treatment options and inform you of the possible benefits and disadvantages of these. 
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Study schedule- what happens and when does it happen? 
 
Screening Phase: 

Before you can participate in this study, you will need to sign and date this informed consent form. Then 
the study staff needs to find out if the study suits you. 

• Once you sign and date this consent, your study doctor may decide to provide you with aspirin 
and clopidogrel as early preventative therapy. An initial dose of clopidogrel 300 mg and aspirin 
100mg, with a daily dose of 75 mg of clopidogrel and 100 mg daily aspirin may be administered 
for immediate treatment, prior to completion of all screening criteria for this study. This 
treatment may be considered the standard of care at the hospital and given prior to consent or 
just after signing and dating of consent, as part of this study. Study treatment with BMS-986177 
will not begin until after you have met all study criteria and completed the study-specific MRI. 

• You will need to have a CT or MRI scan of your brain and vascular imaging of the arteries in your 
brain and neck. 

• A complete physical examination will be performed (including height and weight, and vital signs, 
such as heart rate and blood pressure) and you will have an ECG. 

• The study doctor will perform a number of assessments to evaluate signs and symptoms of your 
condition. 

• Your medical history, current diagnosis, and current medication will be reviewed. 
• You will have blood samples taken for several laboratory tests, and a urine or serum pregnancy 

test if you are a woman and capable of getting pregnant. These tests are done to make sure that 
it is safe for you to participate. 

 
There is a possibility that the results of these tests show that you’re not a good candidate for this study. 
In this case you will not continue with any study activities after screening. However, if you agree to 
participate and your study doctor determines that you are a good candidate for the study, additional 
procedures will be performed according to the following schedule. 
 
Study Treatment Phase: 

• At the Day 1 Visit in the hospital, you will have a study-specific MRI of your brain unless already 
taken. The study doctor will perform a number of assessments to evaluate signs and symptoms of 
your condition. You will be provided with the BMS-986177 study medication, background therapy 
medication (clopidogrel and aspirin), and instructions on how and when to take your study 
medication.  

• You will have blood drawn for laboratory testing to assess your health status.  
• You will have a series of blood draws to monitor drug levels of BMS-986177 in your body over a 24-

hour period (PK), along with other samples to check the effect of the study drug on the body (PD), 
and  exploratory biomarkers related to the associated biological pathways, neurological disease, 
cardiovascular disease, and related conditions. 
 

At the Day 21 Visit will be at the study site, the study doctor will perform a number of assessments to 
evaluate signs and symptoms of your condition.   
• Physical examination, vital signs, ECG, blood tests, pregnancy test if applicable. 
• You will be asked about the medication(s) you are using and any symptoms or events that might 

have occurred in the meantime. 
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• Additional blood samples will be collected (for safety, PK, and PD biomarkers) 
• You will receive new study drug supplies and will be asked about your compliance with the study 

drug taken since you left the hospital. 
 
On Day 30 if you are a woman capable of getting pregnant you will be asked to perform a pregnancy 
test at home and report the date and results (with a kit that you should have received from your 
previous office visit). 
 
On Day 60 you will be asked to complete a blood draw at the study site and the results will be 
reviewed with you during a telephone call by one of the study staff members.  
• You will be asked about any additional medication changes since your last visit, changes in your 

health or new symptoms, and compliance with the study drug since the last visit. 
• If you are a woman and capable of getting pregnant, you will be asked to perform a home pregnancy 

test and report the date and results (with a kit that you should have received from your previous 
office visit). 
 

At the Day 90/End of Treatment Visit at study site, the study doctor will perform a number of 
assessments to evaluate signs and symptoms of your condition, including: 
• MRI must be done either on the scheduled Day 90 or within 6, to maximum 10, days AFTER the 90-

day visit. You must still take study drug until the MRI is performed. 
• Physical examination, weight and vital signs, and ECG will be performed. 
• Compliance with study drug and changes to daily medications will be evaluated and your study 

doctor will ask questions about side effects or symptoms experienced since the telephone visit. 
• Blood samples will be taken (for safety, PK, PD, and biomarkers) and a pregnancy test will be 

performed if applicable. 
• You will also be asked to return all study medication that was not taken UNLESS you have not 

completed the end of study MRI.  
• You might be asked to return to the site for an additional blood draw if important laboratory values 

are out of range or if a sample could not be measure by the laboratory. These re-tests are done for 
the purpose of your own safety. 
 

Day 97 Visit (one week after you have stopped taking the study medication). 
• You will be contacted by telephone by one of the study staff members to discuss how you feel and 

any symptoms or events that you have potentially experienced since you stopped taking the study 
medication. 

 
Description of Magnetic Resonance Imaging (MRI)  
An MRI machine or scanner uses a powerful magnet and radio waves linked to a computer to create 
clear and detailed cross-sectional images of the brain. You will lie down on an examination table and be 
slowly moved through a tunnel-shaped magnetic tube. There is light in the tube, and fresh air is supplied 
continuously. If you suffer from claustrophobia (fear of enclosed spaces), please tell this to the study 
doctor. He or she can give you calming medication before the procedure. There is no radiation risk 
associated with an MRI; however, metal foreign bodies (such as some heart pacemakers or prostheses) 
can hinder the MRI examination and prevent you from taking part in the study. The examination is 
painless and harmless, but loud. You will receive headphones to reduce the noise. The procedure takes 
about 30 minutes. You may also sign a separate consent form at the radiology center. 
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Description of Pharmacokinetic Testing (PK) 
During the study visits, blood samples will be taken on Day 1 at about 1, 4, 12, and 24 hours after taking 
the first dose of study drug.  At Day 21 and Day 90 visits, blood samples will be collected approximately 
2 hours after taking the study drug. In addition to these times, a sample will be collected within 48 hours 
of a new stroke event. These samples will be processed for the purpose of examining how much drug is 
in your blood stream and what your body does to the drug. 
 
In addition, residual plasma may be used for other assessments. 
 
Description of Pharmacodynamic (PD) and Exploratory Biomarker Testing 
During the study visits, a blood sample will be drawn on Day 1 prior to first dose of study drug and at 4, 
12, and 24 hours after taking the study medication dose. At the visits on Days 21 and 90, the samples 
will be collected at approximately 2 hours after taking the study drug dose. The goal of these 
assessments is to explore the effect of the study drug on the body, your illness, and similar medical 
conditions. 
 
Researchers may run biomarker tests on your blood samples in order to study the effects of study drugs 
on the body and to learn more about stroke, cardiovascular, and associate diseases. The work may 
involve all aspects or possible causes of these diseases and conditions, including but not limited to 
exploratory markers related to how the study drugs work, assays for drug level and activity, and markers 
of stroke, cardiovascular diseases, and related conditions. Biomarkers include proteins, RNA, and other 
molecules that are in blood, other body fluids, or tissues. RNA is cell material that helps to make 
proteins and can also carry genetic information. Therefore, the biomarker testing may reveal the genetic 
information carried by your RNA. Biomarker tests can aid researchers in understanding how or if a body 
will respond to a study treatment and predicting how a disease will progress. The information from 
these tests may also be used to create or improve tests that may help predict how study subjects and 
their disease will respond to study treatment or to help choose the right drug for each study subject. 
 
Description of Optional DNA Testing 

During the course of this study, a separate blood sample will be collected in order to look at your DNA. 
DNA is the material that carries all the information about how a living thing will look and function. This is 
genetic information. These genetic testings may further aid in understanding how a body will respond to 
study treatment(s) and understanding the disease and other related conditions. The collection of this 
new sample and testing is not required in order to participate in the study.  This sample may be shared 
in the same way as described in the confidentiality section of this informed consent. 

The biomarker (and the DNA sample if you agree to its collection) samples collected during this study will 
be used for the purposes described in this section throughout their usable life and will be destroyed at 
the end of the scheduled storage period, which will be no longer than fifteen (15) years after the end of 
the study or the maximum allowed by applicable law. Whole genome sequencing may be conducted on 
your samples. Whole genome sequencing involves analyzing your entire personal genetic code. 

All of the biomarker testing described here is different from additional research that may be described 
later in this consent or in a separate consent.  
 
This information will be kept confidential as outlined in this informed consent. If you are not familiar 
with any of these procedures, please ask your study doctor to explain how they are performed. 
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What is the required blood volume that will be taken during the study? 
A total of approximately 200 mL (40 teaspoons) of blood will be collected during the whole study. The 
amount of blood taken each time will be about 10 mL (approximately 2 teaspoons). This blood volume 
will be used for: 

• routine safety laboratory testing to check on your health 
• PK blood markers to assess how BMS-986177 moves through your body (approximate total 

volume: 35mL- about 7 teaspoons) 
• PD blood markers to measure the effect of BMS-986177 on your body and exploratory 

biomarkers that can aid in understanding if and how your body will respond to treatment 
(approximate total volume: 120 mL- about 24 teaspoons) 

• Genotyping testing to assess your genetic information (approximate total volume: 6 mL- about 1 
teaspoon) 

• At any relevant bleeding or a new stroke event about 21 mL of blood will be collected 
(approximately 4 teaspoons) 

 
What you are your responsibilities as a patient and study subject? 

• To commit the time required to keep appointments on Days 21 and 90, receive telephone calls on 
Days 60 and 97, and complete the Day 90 study-specific MRI assessment. 

• To tell the study doctor about your complete medical history. 
• To report any concerns, illnesses, or changes in medication you take during the study. 
• To take and return study drug as instructed. You are expected to return unused study drug and 

empty containers at every office visit. 
• To tell your study doctor or study staff if you change your address, telephone number, or other 

contact information, even if you determine that you no longer want to actively participate in the 
study. 

• To carry your Patient Alert Card with you at all times during study participation. 
• To sign a separate medical release form to obtain safety information in the case that you are 

hospitalized during the study.  
 
What will happen after I complete the study?  
At the end of study, or if you have decided to no longer take the study medication before its conclusion, 
you will be required to complete an End of Treatment visit to return study drug and complete a safety 
check followed by an End of Study phone call one week after you have stopped taking the study drug. 
After the study drug is stopped, your study doctor or primary care physician will decide what medical 
treatment you should continue to receive. There may be a need to obtain information about how you 
are feeling after the study is completed, to further assess the safety and efficacy of the study treatment. 
This can mean that you are contacted again by study staff by telephone or letter. If your study doctor or 
study nurse does not get in touch with you, he/she can contact the person you have stated as relatives, 
your GP, your local hospital where you can obtain information through public registers that doctors have 
access to. The study staff may also use publicly available sources such as registries, newspaper and social 
networking websites or may ask for the assistance of a third-party representative and may share with 
that representative limited information about you, such as your name and last known address. The 
representative will consult public sources, such as public health registries and databases, to obtain your 
current contact information. The representative will only share this information with the study doctor, 
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to help him or her complete the follow-up stage of the study. This does not happen if you withdraw your 
consent to participation.  
What are the possible risks to me if I choose to participate in this study? 

All drugs may cause certain side effects and discomforts. BMS-986177 is in the class of medicines known 
as blood thinners (anticoagulants) which as a class are associated with a risk of bleeding. Clinically 
important bleeding may occur in critical organs of the body such as in the brain, stomach, or bowel. 
Increased bleeding may also happen during surgery or invasive procedures. This bleeding can be 
dangerous, permanently disabling, or fatal. 
 
BMS-986177 
 
Approximately 275 subjects have been exposed to BMS-986177 in clinical studies as of August 2018. 
Based on what we have learned up to this point about BMS-986177, the following side effects are: 
 
Common (1-10%): 

• Minor bleeds: nosebleed, bleeding gums, small amounts of blood in the stool or urine, easy 
bruising 

• Headache 
• Loose stools 

Uncommon (<1%) side effects from BMS-986177 include: 
• Nausea, dizziness 
• Skin rash, ringing in your ears 
• Stomach pain, upset stomach 

 
For the combination of low dose aspirin (Aspirin®) and clopidogrel (Plavix®), the following side effects 
may occur: 
 
Common (1-10%): 

• Easy bruising/bleeding, bleeding that may take longer to stop, nosebleeds, blood in your urine 
(pink, red, or brown-colored urine), coughing up blood or blood clots, bleeding from the 
stomach or rectum (signs include feeling faint, vomiting blood or vomit that looks like coffee 
grounds, having bloody or black stools, or having stomach pain that does not get better) 

 
Uncommon (<1%) side effects include: 

• Bleeding from the stomach or rectum, heartburn, nausea, vomiting, sensitivity reaction (such as 
skin rash, hives, itching, difficulty breathing/asthma, or swelling of your face, lips, tongue, or 
throat) 

 
In rare cases the combination of low-dose aspirin and clopidogrel can increase your risk of serious and 
potentially life-threatening bleeding (such as bleeding in the brain). 
 
Clopidogrel can rarely (0.01-0.1%) cause a blood-clotting problem called thrombotic thrombocytopenic 
purpura (TTP). In TTP, blood clots form in blood vessels anywhere in the body and can potentially be life-
threatening and symptoms include the following: Purplish spots on your skin/mouth due to bleeding 
under the skin, yellowing of your skin or the whites of your eyes, tiredness or weakness, pale-looking 
skin, fever, fast heart rate or shortness of breath, seizure, nausea, vomiting or diarrhea, vision loss. 
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Alcohol can increase your risk of bleeding while you are taking clopidogrel. 
 
When taking Aspirin the following side effects may occur: 
 
Common (1-10%): 

• Upset stomach, stomach pain 
• Heartburn 
• Easy bruising/bleeding 

 
Uncommon (<1%): 

• Nausea, vomiting 
• Ringing in your ears 
• Allergic reaction (skin rash, hives, itching, or breathing difficulties) 
• Bleeding from the stomach (signs include feeling faint, vomiting blood, having bloody or black 

stools/bowel movement, or having stomach pain that does not get better) 
 
Additional Risks 
 
There are possible risks of interactions (like increased bleeding) between BMS-986177 and other 
medications, such as the ones listed below. You should not take these medications during this study 
unless the medication is given by your study doctor as one of the study drugs. 

• Aspirin and Aspirin-containing products 
• NSAID (non-steroidal anti-inflammatory drug) use longer than 14 days (these include aspirin, 

ibuprofen, naproxen, and celecoxib) 
• Other blood thinners such as VKA (vitamin K antagonists), clopidogrel, ticagrelor, or prasugrel   
• Medications that can block CYP3A4 (an enzyme in the body that breaks down BMS-986177)  

o antifungals (for example itraconazole, ketoconazole, or posaconazole) 
o antibiotics (for example, clarithromycin, telithromycin, or rifampin) 
o HIV medication (for example, ritonavir, indinavir, nelfinavir, atazanavir, saquinavir, or 

cobicistat) 
o anti-convulsants (for example, phenytoin or carbamazepine) 
o antidepressant (nefazodone) 
o herbal medicine: St. John’s wort 

 
Do not consume grapefruit juice during the study as it potentially can interact with study drug. 
 
You must be able to tolerate low-dose aspirin and clopidogrel to participate in this study. Aspirin can be 
found in many over-the-counter and prescription medicines. In addition, aspirin, clopidogrel, and BMS-
986177 can interact with numerous prescription and over-the-counter medicines and herbal and natural 
products (such as St. John’s wort). You must tell the study staff about all medications you are taking 
during the study including over-the-counter medications. The study staff may ask you to stop taking 
certain medicines, continue using medications, or to use other medications. Discuss with your study 
doctor before taking any pain-relieving medications. 
 
Other possible risks and discomforts related to study procedures 
 

IRB APPROVED FROM 11/12/2019 TO 10/07/2020



CV010031 

 
US English Main ICF v6.2.0 30JULY2019   9 of 20 

 
 

When study medications are taken alone or in combination with other medications, there may be other 
risks that are unknown. There is the potential that any unknown risk could be serious or fatal. 
 
All drugs have a potential risk of an allergic reaction, which could become life threatening. You should 
get medical help immediately and contact the study doctor right away if you think you have any of the 
following symptoms of a serious allergic reaction: trouble breathing; swelling of the face, mouth, lips, 
gums, tongue, or neck; or seizures. Loss of consciousness, shock and death may result from heart and 
lung failure in rare cases.  
 

• Blood Collection: You may experience some temporary discomfort, pain, swelling, bruising, or 
(in rare circumstances) infection at the puncture site. The blood pressure cuff may also cause 
discomfort or bruising to the upper arm. 

• MRI (Magnetic Resonance Imaging) Testing: The examination is painless and takes about 30 
minutes. There are no known harmful effects from exposure to the magnetic field or radio 
waves used in MRI imaging. Some MRI scanners are very narrow. There are no known harmful 
effects from exposure to the magnetic field or radio waves used in MRI imaging. Talk to your 
study doctor if you have metal in your body (such as heart pacemaker or prostheses), if you are 
uncomfortable in small spaces, or have had difficulties with an MRI or CT scan in the past. 
During the MRI examination, it can be very loud. You will receive headphones to reduce the 
noise. 

• ECG (electrocardiogram of your heart) Tests: Sticky patches will be applied to your skin which 
may cause minor discomfort when attached or removed; skin irritation is rare but could occur 
during an ECG from electrodes or gel that is used. 

 
What are the reproductive risks? 

It is not known if the study treatment may have an effect on male or female fertility, an unborn child, or 
nursing infant. For that reason, female capable of becoming pregnant and male subjects with female 
partners that are capable of getting pregnant, MUST use an acceptable method of birth control 
throughout the entire study. Please discuss questions about acceptable methods of birth control with 
your study doctor. 
 
Female subjects in the study: If you are breastfeeding, pregnant, or plan to become pregnant, you may 
NOT participate in this study. It is important to use approved contraception during the study period 
until 34 days after the last dose of study drug.  
 
Pregnancy tests will be done in women capable of getting pregnant before the start of study and during 
the study. 
 
However, should a pregnancy occur during this time, you should immediately stop taking the study drug 
and contact your study doctor. You/your partner and your child will be taken care of in the usual way 
within the health service. With your permission, your study doctor may ask you to collect and access 
your medical records and the records for your infant after delivery. Pregnancies occurring up to 7 days 
(according to study Sponsor requirement) after the last dose of the study drug must also be reported to 
the study doctor. The study Sponsor will not pay for routine medical care relating to your pregnancy. 
 
Male subjects in the study:  
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For male subjects with female partner of childbearing age, it is important that you inform your 
spouse/partner that you are participating in this study. In addition, you cannot donate semen during this 
period. It is important to use approved contraception during the study period until 94 days after the 
last dose of study drug. 
 
It is important that you contact your study doctor if your partner becomes pregnant while you are in the 
study. She may be requested to sign and date a separate informed consent form for the collection of 
data about the pregnancy and the outcome of the pregnancy if required by country regulation. 
 
You can be asked to inform your study doctor about the outcome of the pregnancy. Your partner and 
the baby will be taken care of in the usual way by the health service. 
 
Acceptable Methods of Birth Control:  
 
For female subjects: Requirements for the use of an approved safe method of contraception, in the 
form of hormone preparations (such as oral contraceptives) with high safety or two mechanical 
contraceptives (such as condoms and diaphragms) in combination. The study doctor will discuss this 
with you. 
Acceptable methods of contraception: 

• Hormonal methods that prevent ovulation (birth control pills, hormone patches, depot injection 
of progesterone, implants, or hormonal vaginal ring) in combination with a barrier method 
(diaphragm or condom) 

• Spiral 
• Abstinence for the entire duration of the study 
• Menopause- last 12 months 
• Surgical sterilization of your or your male partner 

 
For male subjects: 

• Condoms 
• Abstinence 
• Surgical sterilization 

 
What are the advantages and disadvantages of participation in the study? 
 
You will be given close attention from the study staff during the time you are involved in the study. If 
the investigational study drug combination is effective, you may benefit by a reduced risk of having a 
recurrent stroke. It is possible that you may not personally benefit from your participation in this 
study, but by taking part you will provide new information that may benefit other patients in the 
future. You may receive information about your health from physical examinations and medical tests 
done in this study. 
 
Are there any costs if you decide to participate? 

The study drugs will be made available to you at no charge, and you will not be required to pay for any 
study procedures.  You or your insurance company may be billed for any standard medical care that is 
not required for the research study.  
 
What if new information becomes available about the study? 
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Your study doctor will inform you or your legal representative in a timely manner of any new 
information learned during the study that may affect your willingness to continue your participation. 
 
What other choices do I have if I do not participate?  

If you decide not to participate in this study, you will receive the standard treatment(s) for stroke or TIA. 
Standard treatments include blood clotting inhibitors at the discretion of your doctor. The important 
potential risks for the standard treatment are bleeding and recurrent stroke, and benefits for the 
standard treatment are known.  
 
What happens if you change your mind? 
 
Participation in this study is voluntary. You do not have to take part, and you may discontinue your 
involvement at any time without penalty or loss of benefits to which you are otherwise entitled. If you 
decide to leave the study before the last study visit, tell the study doctor and follow his or her 
instructions. It may be helpful if you could explain your reasons. You may receive standard treatment 
and no prejudice will be shown towards you for medical care or participation in future research. Please 
note that any information collected before your withdrawal will be kept and used to complete the 
research.  
 
If you decide to stop taking study drug, your study doctor will not presume that you have withdrawn 
from the study, but will assume that you will continue to participate in any follow-up activities, as 
described in the section for study procedures. If you decide to stop taking the study drug for any 
duration of time or no longer wish to come to the study site for scheduled visits, please inform your 
study doctor as soon as possible. Stopping study drugs without medical supervision could put you at risk. 
It is very important that you discuss alternate treatment options with the study doctor before you stop 
taking study drugs suddenly. 
 
If your participation in the study is stopped early, you may be asked to complete end of study 
procedures (such as a final medical examination and laboratory tests) for your own safety. If you do not 
want to participate in any of the follow-up activities, you must inform your study doctor in writing and 
clearly identify the activities you do not want. 
 
Please note that even if you withdraw consent for further follow-up or contacts, if your study doctor 
becomes aware of additional safety information, this will be reported to the study Sponsor in order to 
comply with legal and regulatory requirements. 
 
If Your Study Doctor Cannot Locate You 
 
If your study doctor needs to follow up with you but cannot find you, he/she may try to learn your new 
address, telephone number or current health status by calling or writing to the person(s) named as your 
secondary contacts. If your study doctor cannot obtain information through your secondary contacts, he 
or she may ask for the assistance of a third-party representative and may share with that representative 
limited information about you, such as your name and last known address. The representative will 
consult public sources, such as public health registries and databases, to obtain your current contact 
information. The representative will only share this information with the study doctor, to help him/her 
complete the follow-up stage of the trial. Only the study doctor or a member of the study staff will 
contact you or your family members.  
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Is there a compensation if you decide to participate? 
 
You will receive payment for participation in this study. You will receive $50 per completed office visit 
for a total of up to $150. If you do not complete the study, your payment will be adjusted to reflect 
completed office visits only. You may be reimbursed for any reasonable travel expenses (bus/train/taxi 
fares) incurred as a result of taking part in this study on production of a receipt. 
 
Greenphire ClinCard Reimbursement Program:  
Greenphire is a company working together with the University of Pennsylvania to manage your 
compensation. You will be issued a Greenphire ClinCard, which works like a debit card. When your 
participation is complete, funds will be approved and loaded onto your card. The funds will be available 
within 1 business day and can be used at your discretion. You will be issued one card for the duration of 
your participation. In order for Greenphire to be able to reimburse you via the ClinCard, Greenphire 
needs to collect certain information about you from your study doctor, including your name, address 
and date of birth.  
 
All information about you is stored in a secure fashion and is deleted from Greenphire’s system once the 
study has been completed. Your information will not be shared with any third parties (including the 
study sponsor) and will be kept completely confidential.  
 
By signing this consent form, you consent to providing all the before mentioned personal information 
that is needed to set up payments. You agree that the information you provide is used by Greenphire to 
perform reimbursement payments to you. By registering with the ClinCard system and using the 
ClinCard, you consent to participate in the ClinCard program.  
 
Please note: In order to be compensated for your participation in this study, you must provide your 
Social Security Number. Additionally, please note that the University of Pennsylvania is  
required to report to the IRS any cumulative payments for participation in research studies that exceed 
a total of $600 in a calendar year. 
 
What happens if I am injured from being in the study?  
 
If you are injured during your participation in this study, you should contact the study doctor as soon as 
possible in person or at the telephone number listed on page one of this consent form. Medical care 
may be obtained in the same way you would ordinarily obtain other medical treatment. 
 
If you suffer a study-related injury, the reasonable and customary costs of necessary medical treatment 
of the injury will be reimbursed to the extent that these costs are not covered by your private insurance 
or other third-party coverage. Please contact the study doctor regarding reimbursement for a study-
related injury. 
 
A study-related injury is a physical injury that is directly caused by the study drug administered as 
described in the study protocol.  A study-related injury does not include injuries directly caused by any 
of the following: 
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• The natural course of your underlying disease or medical condition 
 
There are no plans to provide any other payments or other forms of compensation for a study-related 
injury (for example, for lost wages or discomfort). You do not give up any legal rights by signing this 
consent form, nor release the study doctor or sponsors from their legal and professional obligations. 
 
Medicare, Medicaid, and TRICARE Beneficiaries 
If you are a Medicare, Medicaid, or TRICARE beneficiary, the costs of necessary medical treatment of the 
study-related injuries described above may not be billed to Medicare, Medicaid, and TRICARE. These 
medical bills should be submitted first to study doctor for review and payment. Contact your study 
doctor if you have any questions about this restriction. 
 
Will the personnel involved in the study receive any payment? 
 
The study doctor and/or their institution receives payment from Bristol-Myers Squibb, who is the 
Sponsor of this study. 

What will happen to the samples and your personal information? 
 
Your blood samples and the information recorded about you will only be used as described in the intent 
of the study. The samples collected during this study will be used for the purposes described in this 
consent form throughout their usable life and will be destroyed at the end of the scheduled storage 
period. This, which will be no longer than fifteen (15) years after the end of the study or the maximum 
allowed by applicable law. 
 
All information and samples will be processed without a name or other directly identifiable information. 
A code links you to your information and your blood samples through a name list. The list that can link 
your name to the code will only be kept at the study site/hospital and only personnel responsible for the 
study will have access to it. 
 
Personal information that may link you to the study (signed patient information and identification list) 
will be retained for at least 15 years after the final report and then deleted. It will not be possible to 
identify yourself in the results of the study when published. 

Are there any privacy risks? 
 
If your genetic research data are shared with unauthorized users, the privacy of your health data may be 
compromised. This risk is minimized by anonymization which is described in the Confidentiality section 
in this consent form. 

Who can you contact with further questions? 
 
You may ask questions about this consent form or the study at any time. If you have additional 
questions, or experience a research-related injury, contact the study doctor using the details provided 
on the first page of this consent form. 
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If you have a complaint or question about your rights as a research subject, you may contact the 
University of Pennsylvania Institutional Review Board using the details provided on the first page of this 
consent form. This is a group of scientific and non-scientific individuals who review research studies 
keeping the safety and welfare of research subjects in mind. 
 
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. 
This Web site only shows data in English, but you can request information from the study staff at any 
time and have access to data that are publicly available. 
 
Information on this study will also be posted in a similar format on a European Web site at 
https://eudract.ema.europa.eu/. 

What will happen to your data? 
 
This research study may be performed only by collecting and using your medical information. Your study 
records will be kept as confidential as possible, except where disclosure is required by law. Only a 
number and your initials will be used to identify you.  You will not be personally identified in any reports 
or publications that may result from this research study.   

Because of the research goals of this study, however, your study records cannot be kept completely 
confidential.  The Sponsor of this study is Bristol-Myers Squibb. Bristol-Myers Squibb has contracted 
PPD, a contract research organization, to manage this study.  

Confidentiality, collection, storage, and use of study data and samples collected during the study 

The study staff, the study Sponsor and its agents, and PPD will need to review the medical information 
collected from you for use in this study in order to accurately record information for this study. In 
addition, in order to review the study findings, the US FDA and other regulatory agencies (for example, 
Health Canada) may review your medical records. The following sections provide a specific description 
of how your information will be used and disclosed if you participate in this research study. By signing 
this consent form, you are authorizing such access. If you do not sign this form to authorize access, you 
will not be able to participate in this research study. 

 

Collection of study data 

Your study doctor and study staff will collect information about you that is relevant to this study; 
specifically, information about your name, address, contact details, date of birth, images, health, race, 
ethnic origin, life habits, and sexual life. This collected information about you is called “data” or “study 
data” in this document. You will be asked to sign a separate medical release form to obtain safety 
information in the case that you are hospitalized during the trial.  
 
Confidentiality of study data and key-coded data 

For the purposes of your participation in this study and the protection of your identity, your study 
doctor will assign you a unique code, such as a series of numbers and/or letters. The study doctor will 
record the study data collected from you in a report form that uses your assigned code, not your name. 
This is to protect your study data by making it anonymous for most study purposes. 
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The data that are recorded with your assigned code rather than your name is called “key-coded data”. 
The key-coded data will be entered into the study’s computer database. Your study doctor will keep a 
confidential list linking your name to your code, and only authorized persons will have access to this list.  
The ways in which key-coded data may be used and shared is described below in following section. 
Some study data will identify you (such as medical records), and the ways in which these data may be 
used and shared is described below in the section Use and Sharing of Study Data that Identify You. 

Use and sharing of key-coded data 

Your key-coded data may be shared with and used by the following: 
• The study doctor and study staff    
• The study Sponsor, its current or future research partners, collaborators, assignees, licensees or 

designees including Pharmaceutical Product Development, LLC and their affiliates, agents, and 
employees 

• Other individuals and organizations that analyze or use your information in connection with 
these research activities, including laboratories and study sites (in the event you transfer to 
another study site) 

• Domestic or foreign health authorities such as the FDA, and 
• Institutional Review Boards 
• Other persons required by law    

Your key-coded data will be used in connection with this study and may also be used by the parties 
listed above: 
• for other current or future research involving the same drug(s), the same or related health 

conditions, or for other relevant health research; 
• in support of domestic or foreign regulatory filings, for example, as part of any marketing 

authorization application or supplement; 
• transferred to individuals or companies located outside of the country or region in which you 

reside. However, all access to the key coded data will be controlled in accordance with 
applicable laws and regulations. This may include written agreements that require that the data 
be kept confidential and secure and be used only for the purposes permitted by this consent 
form or applicable laws and regulations; 

• in publications about this study but it will remain coded. Your identity will not be revealed in any 
compilation, study report, or publication at any time. 

 
Use and Sharing of Study Data That Identify You: HIPAA Authorization to Use and Disclose 
Your Protected Health Information  

The study doctor is required by law to protect your health information.  By signing this form, you 
authorize the study doctor noted above and their study staff to use and disclose your Protected Health 
Information (PHI) in connection with this study as further described in this authorization. This 
authorization is designed to comply with the Health Insurance Portability and Accountability Act of 1996 
(HIPAA) and its implementing regulations, namely, the Privacy Rule. 

What is Protected Health Information?  

Protected Health Information or “PHI” are records that identify you that are created or collected in the 
course of this study. This PHI may include, but is not limited to, your name, address, telephone number, 
date of birth, government-issued identification number, and medical records and charts, including the 
results of all tests and procedures performed during this study. 
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For what purposes can your PHI be used or disclosed by the study doctor or staff?  

Your PHI may be used or disclosed by the study doctor or staff in order to conduct this study, as 
necessary for your study-related treatment or payment for such treatment, to facilitate the 
communication of important study-related information, to allow the Institution to conduct its normal 
business operations, and to ensure that information relating to this study is available to the parties that 
need it for study purposes. Another type of disclosure may be to regulatory authorities (e.g., the US 
FDA), Institutional Review Boards, or other persons required by law to properly conduct and monitor 
this study, including those verifying the proper collection of study data. PHI may also be used by the 
study doctor or staff to determine your health, vital status, or contact information should you withdraw 
from study treatment or are lost to follow-up. 

With whom will the study doctor and staff share your PHI?  

Your PHI may be shared with or accessed by the following persons or organizations: 

• Domestic and foreign regulatory/health authorities, e.g., the US FDA on behalf of the study 
Sponsor or parties listed below 

• Affiliated Institutional Review Boards or Independent Ethics Committees and privacy boards 
• The study Sponsor, its current or future research partners, collaborators, assignees, licensees or 

designees (including PPD and their affiliates, agents, and employees) 
• Health care providers who provide services to you in connection with this study 
• Other individuals and organizations that analyze or otherwise use your health information in 

connection with this study, such as laboratories and other study sites participating in this 
study   

• Other individuals and organizations that assist in determining your health, vital status, or 
contact information should you withdraw from study treatment or are otherwise lost to 
follow-up  

 
Will the PHI disclosed per this authorization be redisclosed?   

Please be aware that after disclosure by the Institution, study doctor, or study staff, there is the 
possibility that your PHI may be shared with other entities and may no longer be protected by applicable 
privacy laws and regulations. 

What rights do you have to review your PHI? 

You have the right to request access to your PHI from the study doctor named above, but to ensure 
proper evaluation of test results, your access to these records may not be allowed until after this study 
has been completed. 

Does this authorization expire and can you revoke authorization for the use and disclosure of your PHI?  

This authorization does not expire. However, you may revoke it by providing written notice to the study 
doctor that you are revoking the Institution’s, study doctor’s and study staff’s authorization to use or 
disclose your PHI. If you revoke this authorization, you will not be allowed to continue your participation 
in this study and neither the Institution, the study doctor, nor the study staff will be able to use or 
disclose your PHI generated from this study except to the extent that they or the study Sponsor has 
already relied on this information to conduct the study. 

Can you refuse to sign this authorization?   
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You have the right to refuse to sign this consent, but you will not be allowed to participate in this study. 
In addition, while your study doctor and other treatment providers cannot require you to sign this 
authorization as a condition of providing general treatment, they may require it for study-related 
treatment.  

Your Access to and Correction of Study Data that Identify You 

You have the right to obtain any initial and updated information about the study data that identify you, 
as well as the right according to local law and procedures to require the correction of any errors.  

This information, as well as the fact of your participation in this study, can also be provided or made 
known to your primary physician if you wish. 

You can discuss this further with your study doctor, who will be your primary contact person for your 
access rights. 

Regarding Your Samples Collected During the Study 

• The sample-encoding procedure is the same as that used for your medical data and is described in 
more detail in the section Confidentiality of Study Data and Key-Coded Data of this form. Samples 
sent to the study Sponsor will, therefore, only include your study ID code. Your name and identifying 
information will remain confidential at all times and will not be revealed in any compilation, study 
report, or publication. 

• These samples will be used for the scientific evaluation of this study. Any remaining samples that are 
available after the study-specific analyses are completed will be known as leftover samples. Leftover 
samples may be used for other current or future research involving the same drug(s), the same or 
related therapeutic area, or for other relevant health research, except where prohibited by local 
laws or regulations.  This research may involve analyses that reveal genetic information. 

• All requests for permitted research on leftover samples that are volunteered under this consent will 
be reviewed by a diverse committee of senior leaders in Research and Development at BMS or a 
collaborator to ensure that the research supports appropriate and well-defined needs of our 
scientific research activities and efforts to develop new therapies. 

• Samples may be transferred to the research Sponsor; its collaborators, research partners, designees; 
or other relevant third parties who may analyze the samples in connection with this study or other 
current or future research involving the same drug(s), the same or related therapeutic area, or other 
relevant health research. These samples may be transferred to individuals or companies located 
outside of the country/region in which they were taken, when determined by BMS to be important 
for scientific research and development of therapies. However, the samples and derived data will be 
kept confidential and secure in accordance with applicable laws regarding privacy and security. Your 
samples will not be sold to any other people or companies. You will not be contacted after this study 
to provide new samples. 

• Samples kept for future research by the study Sponsor will be stored at the BMS Biorepository in NJ, 
US or an independent, BMS-approved storage vendor. The manager of these samples will ensure 
that they are properly used throughout their usable life and will destroy the samples at the end of 
the scheduled storage period, no longer than fifteen (15) years after the end of the study. Transfers 
of samples by the study Sponsor to third parties will be subject to the third party’s agreement to 
establish similar procedures. 
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• You will not receive any financial or in-kind benefit associated with the development of any new 
therapies derived from the use of your samples, which may be of commercial value. 

• If you withdraw your consent to take part in the study, your samples may still be used for other 
current or future research involving the same drug(s), the same or related therapeutic area, or for 
other relevant health research. If you do not want your samples used for other current or future 
research, you may contact the study doctor and have your samples destroyed if they have not yet 
been used. Any use of your samples, including any information processed from your samples, that 
occurs before you withdraw your consent will be used by the study Sponsor to maintain the integrity 
of the research. 

A Federal law, called the Genetic Information Nondiscrimination Act (GINA), generally makes it illegal 
for health insurance companies, group health plans, and most employers to discriminate against you 
based on your genetic information.  

This law generally will protect you in the following ways: 

• Health insurance companies and group health plans may not request your genetic information 
that we get from this research. 

• Health insurance companies and group health plans may not use your genetic information when 
making decisions regarding your eligibility or premiums. 

• Employers with 15 or more employees may not use your genetic information that we get from 
this research when making a decision to hire, promote, or fire you or when setting the terms of 
your employment. 

All health insurance companies and group health plans and all employers with 15 or more people must 
follow this law. 

Be aware that this new Federal law does not protect you against genetic discrimination by companies 
that sell life insurance, disability insurance, or long-term care insurance. 

 
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 
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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.). 

 
Statement of Consent 
 
• I have read and understand the statements in this informed consent form and authorization to 

disclose health information. 
• I have had the opportunity to ask questions and I am satisfied with the explanations provided.   
• I voluntarily agree to take part in this study.  
• I understand that I and/or my legal representative will receive a copy of this signed and dated 

written consent form. 
• I do not give up any of my legal rights by signing and dating this consent document. 
• I agree to the use of my coded samples (leftover) for other current or future additional research 

involving the same drug(s), the same or related therapeutic area, or for other relevant health 
research. 

• Check One:  I agree that the study doctor may tell my personal doctor that I am taking part in this  
    study. 

                            I do not want the study doctor to tell my personal doctor that I am taking part in this  
 study. 

Please choose from the options below regarding the optional DNA testing: 

      I agree to the collection of a sample to be used for the optional DNA testing. 
                      
      I DO NOT agree to the collection of a sample(s) to be used for the optional DNA collection. 
 

Regardless which box you checked, you can still participate in the main study. To be signed 
simultaneously, (i.e., on the same date), by all parties: 

 
 
_____________________________________________________________________________________ 
Subject     
Printed Name     Signature    Date 
 
 
 
_____________________________________________________________________________________ 
Legally Authorized Representative    
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Printed Name     Signature    Date 
 

____________________________     State relationship to the subject 

 
 
 
The information in this informed consent document was read to the study participant or his/her legally 
acceptable representative. I believe he/she understands what was read and explained and is freely agreeing 
to participate in the study. The subject or representative has signed or made his/her mark on the signature 
line above. 

 
_____________________________________________________________________________________ 
Witness (if applicable)      
Printed Name     Signature    Date 
 
 
• I have presented the study and answered the subject’s questions. 
• I will give the subject/legal representative a copy of this signed and dated Informed Consent. 
 
 
_____________________________________________________________________________________ 
Presenter (Investigator)    
Printed Name     Signature    Date 
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