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

 
 

Protocol Title:   A phase II, patient- and investigator-blinded, randomized, placebo-
controlled study to evaluate efficacy, safety and tolerability of 
BAF312 (siponimod) in patients with stroke due to intracerebral 
hemorrhage (ICH) 
Protocol Number: CBAF312X2207 

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

Emergency Contact: 215-662-4000 

Ask for the Neurology Resident on Call 

 
 

 

Why am I being asked to volunteer? 

You are invited to participate in a clinical research study in subjects with stroke due to intracerebral 
hemorrhage (ICH, also called a hemorrhagic stroke). ICH occurs when blood vessels in the brain break, 
causing bleeding into brain tissues. ICH contributes 10-15% of all strokes, and is a common cause of 
disability and death.  

Before you agree to participate in this study, you need to know the risks and benefits to help you make 
an informed decision. This process is called “informed consent”. 

This informed consent form tells you about the study that you are being asked to participate in. Please 
read the information carefully and discuss it with anyone you want.  If you have questions, please ask the 
Study Doctor or Study Staff to answer them. 

Your decision to participate in this study is voluntary. This means: 
• You are free to decide to participate in this study or not  
• You are free to stop study treatment and study-related activities at any time and without any 

reason 
• If you do not want to participate in this study, then this decision will not affect your medical care 

What is a clinical research study? 

A clinical research study is a study involving humans to answer specific health questions. 
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Carefully conducted clinical research studies are the safest and most efficient way to find treatments 
that work in people and to establish new ways to improve health care. There are two goals of clinical 
research:  

1. to find a treatment that may be better or safer than currently available treatment  
2. to gain knowledge that may benefit others, even though at this time no one can be sure that this 

research treatment will be helpful for you 
 
What is the purpose of this research study? 

This clinical research study is sponsored by the pharmaceutical company, Novartis. We will refer to as 
“Sponsor” or “Novartis” throughout this document. The main purpose of the study is to see if BAF312 is 
an effective and safe treatment for subjects with ICH, also known as hemorrhagic stroke.  
 
BAF312 (study drug) is an experimental drug. “Experimental” means that the study drug is currently being 
tested and is not approved for sale in the United States by the Food and Drug Administration (FDA). The 
study drug being tested in this study is currently not “on the market” (available for you to get with a 
prescription or buy) in any country.  All subjects in this research study will be randomized to either the 
study drug or a placebo.  About half of the subjects will receive study drug.  A detailed explanation of how 
randomization works can be found in the section of the consent form “What happens during the study 
treatment and follow up?” 
 
As of 05-Mar-2018, approximately 2742 unique subjects have received BAF312, including 912 healthy 
volunteers, 1787 patients with Multiple Sclerosis (MS), and 43 patients with poliomyositis or 
dermatomyositis (PM/DM, other inflammatory medical conditions). However, this study is the first time 
this drug being tested in stroke patients.  
 
BAF312 works on certain types of white blood cells (lymphocytes) that migrate into the human brain after 
ICH. These white blood cells are believed to cause damage to the healthy brain tissue surrounding the 
blood clot after ICH.  
 
How long will I be in the study? How many other people will be in the study? 

The duration of your participation in the study, including follow-up clinic visits, will be approximately 3 
months. The duration of treatment will not exceed 14 days in this study. 

About 60 subjects will participate in this study worldwide.  Approximately 5 subjects will be enrolled at 
Penn. 
 
What am I being asked to do? 
 
What happens before starting the study treatment? 

If you agree to participate in the study, your Study Doctor will have up to 24 hours to complete certain 
tests to see if you qualify. This process is called “screening.”  
• Your Study Doctor will want to find out the type of stroke you have had, its probable cause, and the 

part of the brain that is affected. Your Study Doctor will do brain CT (Computed Tomography) or MRI 
(Magnetic Resonance Imaging) scan within the 24 hours following your stroke to confirm the 
diagnosis of ICH.  
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A CT, or “cat” scan, is a painless test that uses x-rays to take pictures of your brain. This test is often 
done right after a stroke is suspected. A brain CT scan can show bleeding in the brain or damage to 
the brain from a stroke. The test also can show other brain conditions that may be causing your 
symptoms.  
MRI uses magnets and radio waves to create pictures of the organs and structures in your body. This 
test can detect changes in brain tissue and damage to the brain from a stroke. 

• Your Study Doctor will do a physical examination of you, including measurement of your height, 
weight, blood pressure and heart rate, etc.  

• During the physical exam, your Study Doctor will check your mental alertness, your coordination and 
balance. He or she will check for numbness or weakness in your face, arms, and legs; confusion; and 
trouble speaking and seeing clearly. 

• Your Study Doctor will ask you or your legal representative about your risk factors for stroke. 
Examples of risk factors include high blood pressure, diabetes, smoking, heart disease, and a 
personal or family history of stroke. Your Study Doctor also will ask about your signs and symptoms 
and when they began. 

• Your Study Doctor will perform electrocardiogram (often called ECG or EKG). An ECG is a simple, 
painless test that records the heart's electrical activity in the strength and timing of electrical signals 
as they pass through each part of the heart.  

• Your Study Doctor will also perform laboratory tests of your blood and urine.  
• If you are female, a urine and blood sample may be tested to see if you are pregnant. 
• You Study Doctor will also measure your degree of disability and other neurological deficits using a 

few questionnaires.  
 
Your Study Doctor will discuss with you if there is any need to stop taking any of your current 
medications. This is to avoid undesirable drug-drug interactions between your current medication and 
the study treatment. 
 
The Study Doctor will review the results of the screening procedures and will inform you or your legal 
representative if you meet the requirements to continue participation in the study. If that is not the 
case, your participation will end after the screening.  
 
What happens during the study treatment and follow up? 

During the study treatment period, you will be randomly assigned to receive either BAF312 or placebo. A 
placebo is like a sugar solution or sugar pill that does not contain any medications.  Randomization means 
that you are assigned by chance to either one of two groups (BAF312 or placebo). It is like flipping a coin. 
Neither you nor your Study Doctor will choose your treatment group. A computer will do this. However, 
your Study Doctor can find out what you were taking if there is an emergency.  

Your study treatment starts within 24 hours after ICH. The study treatment lasts a total of 14 days. You 
will receive either BAF312 or placebo continuous (24 hours each day) infusion through the vein for 7 days, 
followed by oral tablets of either BAF312 or placebo once a day for 7 days.  The oral tablets can be taken 
orally with water and other medications, as necessary. 

The following assessments will be performed when you are taking the treatments or afterwards:  
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• Your Study Doctor will do two additional brain CT scans during the whole study. You will have one 
earlier CT scan as part of the standard follow-up of your stroke approximately 24-48 hours after your 
diagnostic scan.  

• Your Study Doctor will perform complete physical examinations, including measurement of your 
height, weight, blood pressure and heart rate.  

• During the physical exam, your Study Doctor will also check your mental alertness your coordination 
and balance. He or she will check for numbness or weakness in your face, arms, and legs; confusion; 
and trouble speaking and seeing clearly. 

• Your Study Doctor may perform electrocardiogram (often called ECG or EKG,). Your Study Doctor will 
also perform laboratory tests of your blood and urine.  

• If you are female, your urine and blood may be tested to see if you are pregnant. 
• Your Study Doctor will also measure your degree of disability and other neurological deficits using a 

few questionnaires. 
• Your Study Doctor will also collect your blood samples to measure the levels of study drug in your 

blood, to test your genetic type of an enzyme (CYP2C9) that breaks down the study drug in your 
body, and to find potential metabolites and proteins that may be linked to BAF312 treatment effect.  

• Around the end of your study drug treatment (Day 14), around Day 30, and around the end of this 
study (Day 90), you will wear digital devices (similar to watches) on each of your wrists to monitor 
recovery of your mobility. Each time you will wear the devices continuously for about one week. 

• Your Study Doctor also will ask about your conditions (signs and symptoms), any medicine you are 
taking and when they begin or end throughout the study. 

Follow the chart below to find out what will happen during the study. Your Study Doctor will also provide 
more details to you about these tests and procedures as well as when they occur. 
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Start here 

Sign informed Consent 

Screening Assessments 
 

 

Confirm eligibility 

Randomized to study treatment 
(You will be in BAF312 or Placebo Group)  

 

BAF312 Group 
7 days of infusion in hospital,  

7 days of oral tablets after hospital release 
with blood draw, CT, ECG, and 

questionnaires  

Placebo Group 
7 days of infusion in hospital,  

7 days of oral tablets after hospital release 
with blood draw, CT, ECG, and 

questionnaires 

Follow-up and End of Study include:  
4 clinic visits with physical exams, blood draws, and 

questionnaires.  
3 times one-week mobility monitoring via wrist 

devices 
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You will stay in the hospital for 7 days of intravenous drug administration (infusion through a vein in 
your arm or hand). On Day 8, you will have assessments of your conditions by your Study Doctor, and 
possibly get released from the hospital, if your Study Doctor decides you are well enough to leave. You 
will have three additional visits with your Study Doctor on following days:  

 
Day 14 

               ± 1 day 
Day 30 
± 5 day 

Day 90 
± 10 days 

 

The visits on days 14, 30, and 90 will also include a brief 5-10 minute video recorded interview on your 
physical and mental condition before and after your stroke. The de-identified recordings will be securely 
transferred to, and rated by, a Central Independent Adjudication Panel for unbiased review of your 
condition after the stroke. Your identity will be kept as confidential as possible as required by law.   

These visits should last approximately 1-2 hours. 

Approximately a total 300 mL (or about 20 tablespoons) of blood will be collected for study laboratory 
tests during study period. 

Here is a list of tests and procedures you will have in the study: 

Line # Test or Procedure How often will this be done? 

1 Physical and Neurological examination  Screening, Days 14, 30 and 90 

2 Vital signs Each Day you see Study Doctor 

3 Blood tests for safety assessments Screening, Days 1, 2, 3, 7, 14, 30, and 90 

4 Blood draws for other assessments Days 1, 8, and 14  

5 Electrocardiogram  Screening, Days 1, 2, 3, and 7 

6 CT  scans Screening, Days 1, 7, and 14 

7 Pregnancy test if required Screening, and Day 30 

8 Questionnaires Screening, Days 1 to 7, 14, 30, and 90 

9 Wearing mobility wrist devices For 1 week each time, around Days 14, 30, and 
90 

10 Videotaped interview Days 14, 30, and 90 

 
What biological samples will be collected during the study? 

Biological samples (this may include blood, urine or other specimens from your body) will be collected 
from you while you are in this study.  

The purpose is to allow researchers to analyze these samples to help understand how your body absorbs, 
distributes, breaks down and gets rid of BAF312. This is commonly referred to as pharmacokinetics.  

In addition, these samples may also help researchers understand how the drug works in your body. This 
is commonly referred to as pharmacodynamics. 
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This means that blood samples will be taken during Days 1, 8, and 14, as included on Line #4 in the above 
table of study assessments.  

Your Biological Samples will be coded with a unique number and stored under Novartis control for a 
maximum of 15 years (some samples may be stored for much less time). 
 
What will happen after I complete the study?  

At the end of the study, you will return to normal medical care. 
 
What are the possible risks to me if I choose to participate in this study? 

Risks are possible side effects of study treatment and from tests done during the study.  All of the risks 
listed below were seen in patients with diseases other than stroke. 

Possible side effects of the study treatment include:   

Very Common Side Effects  (8-46%) 

Feeling tired (fatigue) 

Nausea (feeling of sickness)  

Slow heart rate  

Fever 

Nasopharyngitis (common cold) 

Headache 

Dizziness 

Cough 

Common Side Effect (2-10%) 

Low counts of white blood 
cells  

Feeling of losing balance 

Atrioventricular block, first 
and second degrees (Certain 
ECG abnormality) 

Heart palpitations 

High blood pressure 

Low blood pressure  

Swelling of eye’s macular 

Diarrhea 

 

Increase in liver enzymes 

Dry mouth 

Abdominal pain 

Sinusitis 

Urinary tract infection 

Skin itch  

Respiratory tract infection 

Shingles 

Influenza 

Bronchitis 

Shortness of breath 

Back pain 

Limb pain 

Migraine 

Somnolence (sleepiness) 

BAF 312 is an investigational drug and thus not all of the potential side effects are known at 
this time.  

Here are important points about side effects: 
• Your Study Doctor cannot predict who will or will not have side effects 
• Some side effects may go away soon, some may last a long time, or some may never go away 
• Some side effects may interfere with your ability to have children 
• Some side effects may be serious and may even result in death 
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• As with any drug, an allergic reaction can occur. These reactions can be mild or serious. 
Common symptoms include rash, itching, skin problems, swelling of the face and throat or 
trouble breathing. If you think you are having an allergic reaction, call the Study Doctor right 
away or seek medical attention. 

Here are important points about how you and the Study Doctor can make side effects less of a problem: 
• Tell the Study Doctor if you notice or feel anything different 
• The Study Doctor may treat the side effects or adjust the study treatment to try to reduce side 

effects 
• Ask your Study Doctor for more information about potential risks and side effects from study 

treatment. 

The risks of collecting blood may include fainting, pain and/or bruising. Rarely, these may be a small blood 
clot or infection at the site of the needle puncture. 
 
This research study involves exposure to radiation from the CT scans.  Therefore, you will receive a 
radiation dose.  Two of these CT scans may not be necessary for your medical care and will occur only as 
a result of your participation in the study.  At doses much higher than you will receive, radiation is 
known to increase the risk of developing cancer after many years.  At the doses you will receive, it is 
very likely that you will see no effects at all. 
 
Risks of Genetic Testing 
 
This research includes genetic testing. Even without your name or other identifiers, your genetic 
information is unique to you. The researchers believe the chance that someone will identify you is very 
small, but the risk may change in the future as people come up with new ways of tracing information. 
 
There can be a risk in knowing genetic information. New health information about inherited traits that 
might affect you or your blood relatives could be found during a research study. Even though your genes 
are unique, you share some of the same genes with your blood relatives. Although we are not able to 
know all of the risks from taking part in research on inherited traits, we believe that the risks to you and 
your family are very low, because your samples will be coded. Research results will not be returned to 
you or your doctor.  
 
Very rarely health or genetic information could be misused by employers, insurance companies, and 
others. For example, it could make it harder for you to get or keep a job or insurance, or life insurance 
companies may charge a higher rate based on this information. We believe the chance these things will 
happen is very small, but we cannot make guarantees. 
 
A federal law (Genetic Information Non-Discrimination Act, GINA) helps reduce the risk from health 
insurance or employment discrimination. The law does not include other types of misuse by life 
insurance or long term care insurance. If you want to learn more about GINA, you can find information 
about it on the internet or ask the study staff. 
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What do I need to know about birth control and pregnancy? 

In order to participate in this study it is mandatory that you use an appropriate birth control method 
because it is not yet known if the study treatment may negatively affect the unborn child. In rats and 
rabbits, BAF312 is toxic to embryos and fetuses.  

If you are a woman and physiologically capable of becoming pregnant, you must use highly effective 
methods of contraception. Contraception should continue until at least 30 days after the last dose of 
BAF312 to allow it fully leaves your body. Examples of highly effective contraception methods include:  

• Total abstinence from heterosexual intercourse, 

• Female sterilization (if you have had both ovaries removed with or without the removal of your 
uterus also) or have had your tubes tied at least six weeks before taking study treatment. If you 
have only had your ovaries removed, your Study Doctor may test your blood for a hormone (FSH) 
to show that you are no longer able to become pregnant, 

• Male sterilization (sole partner),  

• Other forms of contraception (with a failure rate <1%), for example placement of a non-hormonal 
intrauterine device (IUD) or intrauterine system (IUS), 

• Intra-uterine system AND barrier methods of contraception (condom or occlusive cap, with 
spermicide). 

Please discuss with your Study Doctor the most appropriate birth control method for you that also respect 
your cultural and religious situation. 

For safety reasons, you must also agree not to become pregnant or to nurse a child, or to father a child 
while you are in this study. Immediately inform the Study Doctor or Study Staff if you believe you might 
be pregnant and stop study treatment immediately. If you become pregnant, you will be asked to read 
and sign a separate informed consent form where you agree that you can be contacted by the Study 
Doctor and be asked about your pregnancy, the birth and health of your baby for up to one year after 
your baby is born.  

If you father a child, your partner will be asked to read and sign a consent form to allow the Study Doctor 
to ask her about her pregnancy and birth and health of her baby for up to one year after her baby is born. 
 
What are the possible benefits of taking part in this study? 

Some of the potential benefits of being a subject in this clinical research study include: 

• Helping others with same medical condition by contributing to medical research on new 
treatment for ICH 

• You may receive no direct benefit from being in this study. 
 
What are my responsibilities and are there any costs for me if I agree to join the study? 

If you agree to participate in this study, you have the following responsibilities: 

Related to study appointments/visits and procedures: 
• Follow instructions given to you by the Study Doctor and Study Staff. 
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• Attend all of your study appointments. If it is necessary to miss an appointment, you must 
contact the Study Doctor or Study Staff to reschedule your appointment. 

• Complete your required study activities as instructed, such as answering questionnaires, 
wearing wrist mobility devices, etc. 

• Return your study devices as instructed by the Study Staff. 

Related to the study treatment: 
• It is very important for you to take the study treatment as the Study Doctor tells you to and 

should not do anything else with it. Do not miss any study treatment. 
• Keep the study treatment in a safe place, away from children and for your use only. 
• At the end of the study or if you stop study treatment, return all of your extra study drugs and 

empty pill bottles as instructed.  
• You may discuss with a doctor or health care professional, who is not directly involved in the 

study, health issues or medical problems related to the study treatment or disclose information 
related to the study treatment. 

Related to side effects and other medications you may be taking: 
• Tell the Study Doctor or Study Staff if you have any unusual symptoms, any side effects, and 

other doctor visits, or hospitalizations that you may have. 
• You must tell the Study Doctor about any medications you currently take or may take during the 

course of the study, including prescription medicines, over the counter medicines, vitamins and 
supplements.  

• If you are taking other medications, you may need to stop taking them or the dose reduced to 
manage side effects. This is to avoid a mix-up of effects between the other medication and the 
study treatment. Your Study Doctor will discuss this with you. 

Related to Costs:  
You will not have to pay for the study treatment(s) or any of the tests and procedures done only for 
research purposes. 

 
What if new information becomes available about the study? 

Sometimes new information about the study treatment is received. You will be told if any relevant new 
information becomes available that may affect your willingness to carry on taking part in the study. If 
this happens, your study doctor will contact you as soon as possible, and will discuss whether you should 
continue in the study. If you decide not to carry on, your study doctor will make arrangements for your 
care to continue. If you decide to continue in the study you may be asked to sign a new consent form.  
Also, if new information becomes available, your study doctor may stop your participation without your 
consent. If this happens the reasons will be explained and arrangements made for your care to continue.  

 

What other choices do I have if I do not participate?  

The only alternative is to not take part in the study. If you choose not to participate, during your 
hospitalization you will receive standard care for ICH stroke patients  
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Will I be paid for being in this study? 

You may be eligible to receive travel reimbursement for travel associated with your participation in this 
study. Please speak to the Study Doctor or Study Staff for more information about this. 
 
What happens if I am injured from being in the study?  

It is important that you follow all the instructions given by the Study Doctor and his/her staff carefully 
regarding this study. 

If you become ill or are physically injured as a result of participation in this study, please contact the Study 
Doctor right away (Steven Messé, 215-349-5990) (s)he will treat you or refer you for treatment. 

The reasonable costs of such treatment beyond that provided by your insurance will be covered by the 
Sponsor, Novartis. Novartis will provide payment for medical expenses for injuries: 
• if you received reasonable medical care, 
• if the injury is related to the study treatment or to properly performed study procedures that are 

not part of your usual medical care, 
• that are not the result of the natural course of any underlying disease and/or pre-existing disease 

process present prior to the proper administration of BAF312. 

In no way does signing this consent form waive your legal rights nor does it relieve the investigators, 
Sponsor or involved institutions from their legal and professional responsibilities. 
 
When is the Study over?  Can I leave the Study before it ends? 

Yes, you can.  

Please inform your Study Doctor or Study Staff if you decide that you do not want to continue taking the 
study treatment. 

• You will be asked to return to the study site as soon as possible to check how you are. 
• You will return any of your study treatment that you have not taken to the Study Doctor.  
• You will return your mobility wrist devices to the Study Doctor. 

You may be asked to continue with study visits after stopping study treatment so that all or a selection of 
assessments can be performed. This will improve the study even if you do not continue to take the study 
treatment. Your Study Doctor or Study Staff will conduct a Physical exam, blood, vital signs, and some 
neurological tests. You may be asked to have a CT scan if you, or your Study Doctor, decide to stop 
study treatment before day 14. 
If you cannot or do not want to continue attending study visits while off study treatment, your Study 
Doctor or Study Staff may ask if they can contact you by phone until the end of the study to check on how 
you are doing.  

You will be given any new information as it becomes available throughout the study that may affect your 
participation in the study. You can then decide if you want to continue study treatment and other study-
related activities. 

You may decide that you want to stop study treatment and also do not want to come to any further visits 
and do not want to have any further assessments or contact by the Study Doctor, and do not want Novartis 
to analyze any blood samples or other biological samples already collected. This is considered as 
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withdrawal of your consent for participation in this study. If this is what you want, then it is important 
that you inform your Study Doctor of your decision to withdraw your consent. 

Novartis will continue to retain and use any research results that have already been collected for the study 
evaluation. No further study-related activities will take place. 

The choice to withdraw from research participation will not affect your medical care. You can return to 
regular medical care and discuss it with the Study Doctor. 

Are there any reasons that my study treatment or my study participation may be stopped 
early? 

The Study Doctor may remove you from this study for any justified reason. Examples why you may have 
to stop some or all study-related activities, including study treatment are: 
1. Your Study Doctor decides that keeping you in the study might be harmful to you 
2. You need treatment not allowed in this study 
3. You fail to follow instructions 
4. You become pregnant 
5. You cannot safely take oral tablets started on Day 8 

Similarly, you should return your study treatment that you have not taken to the Study Doctor, if you have 
any. You may also be asked to continue with study visits after stopping study treatment so that your Study 
Doctor can check your conditions.  

What will happen to my Personal Data? 

The study doctor will collect your Personal Data meaning your name, initials, address, gender, age/date 
of birth, health information, study samples and medical images.  

If necessary, the study doctor may contact your doctor to collect more medical information. He/she may 
check your health information on public records if allowed by local law. 

The study doctor will replace your name and other general information about you, excluding age/date of 
birth and gender, with a special code that identifies you.  The study doctor will associate this code with 
the study information and any biological samples to make it unlikely that anyone will be able to identify 
you. 

Novartis will receive the Personal Data below from your study doctor for the purpose of the study: 
• Your assigned code and age/date of birth, gender  
• Study information 
• Biological samples 

 
Uses of personal data 

Your Personal Data will be examined to see whether the study is done accurately and to see if the study 
drug is safe and effective. It will be examined with the Personal Data from all of the other participants in 
this study to learn more about the effects of the drug.  

Your Personal Data may also be combined with data from other studies. This is to analyze and better 
understand the safety and efficacy of the study drug. Personal Data may be used to check that the study 
is accurate and conducted correctly. Some of the processing of your Personal Data may be automated 
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meaning that Novartis may use computers and other technology based solutions to process the Personal 
Data. 

By signing this form, you authorize such access to your Personal Data including your original medical 
records. 

Your coded medical images (for example X-ray, MRI, CT, ultrasound, etc.) will be used for analysis.  They 
may also be used for the development and evaluation of new methods of analysis. 

The individuals mentioned in bullets 2 & 3 of the section “Confidentiality and approval to collect, use and 
share personal data” may use your Personal Data, including any of your remaining coded biological 
samples, for additional medical and/or scientific research and development projects that are outside of 
the current study purpose and objectives. 

How long will my biological samples be kept? 

Your Biological Samples will be coded with a unique number and stored under Novartis control for a 
maximum of 15 years (some samples may be stored for much less time). 
 
Your rights regarding your Personal Data 

You have the right to review your Personal Data. However, during the study, access to the Personal Data 
may be limited to protect the integrity of the study. You may have access to your Personal Data at the end 
of the study. 
You should ask the study doctor if you have any questions about the collection and use of information.  
You should also inform him/her if you wish to exercise your rights about this information; such as if you 
decide to have some Personal Data corrected or to withdraw consent.  

You can at any time contact the University of Pennsylvania IRB if you have any questions about this 
Informed Consent Form or the collection, processing, or use of your Personal Data as described above. 
You are also entitled by law to lodge complaints in front of the relevant data privacy authority. 

 
Anonymized Data 

Novartis may anonymize your Personal Data, which means that your Personal Data cannot be traced back 
to identify you. Therefore, it is no longer considered Personal Data.  This Anonymized Data may be shared 
by Novartis with external parties, which include health authorities and authorized external researchers to 
help predict how people might respond to a treatment in a future, unrelated study, or to learn more about 
this or other diseases. 
 
Confidentiality and approval to collect, use and share personal data 

The Personal Data collected in this study will be entered in Novartis’ secure electronic systems, and the 
companies who work with Novartis may operate these systems.  Your Personal Data will be stored for the 
period requested by local regulations after the end of the study. 

A description of this study will be available in registries in countries where the study is conducted, and will 
not include information that can directly identify you. For example, a description of this clinical study will 
be available on ClinicalTrials.gov.  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. 
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The study doctor will only share your Personal Data with people that you have permitted to see it. Once 
your Personal Data is shared as authorized, it may no longer be protected by federal or state law and may 
be re-disclosed without your permission.  

A summary of the results may also be published at conferences or in journals. If the results of the study 
are presented to the public, you will not be named. Some authorities may ask that Novartis disclose study 
data for transparency reasons. However, the data shared will not identify you. 

Your Personal Data will be kept secure and will only be available to the people listed below: 
• The study doctor and study staff, 
• Novartis, companies of Novartis’ group, Novartis study/research staff (e.g., monitors, auditors, and 

authorized agents such as contract research organizations (CROs),  
• In the future a new company acquiring or licensing rights from Novartis or part of its business, 
• Review boards checking ethics of the study, 
• Health Authorities or other authorities, as applicable 
• Other third parties (which may include third parties in other jurisdictions) 
 
Who may use and share information about me?   
The following individuals may use or share your information for this research study: 

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

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

• The University of Pennsylvania Office of Human Research (the office which monitors research 
studies) 

• Authorized members of the University of Pennsylvania and the University of Pennsylvania 
Health System and School of Medicine workforce who may need to access your information in 
the performance of their duties (for example: to provide treatment, to ensure integrity of the 
research, accounting or billing matters, etc.). 

 
Who, outside of the School of Medicine, might receive my information?  

As part of the study the Principal Investigator, study team and others listed above, may disclose 
your personal health information, including the results of the research study tests and procedures to the 
following: 

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

• IQVIA 
• The Data Safety and Monitoring Board (DSMB) 
• Novartis and its agents and research collaborators 

 

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

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

heart rate, breathing rate and temperature 
• Results of tests and procedures you will undergo during this research study as described in this 

informed consent form 
 
What is an Electronic Medical Record and/or a Clinical Trial Management System?  
 
An Electronic Medical Record (EMR) is an electronic version of the record of your care within a health 
system. An EMR is simply a computerized version of a paper medical record.  
 
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 

IRB APPROVAL FROM: 
06/11/2019 TO: 10/30/2019



BAF312 

Version 6_25APR2019   16 of 19 
 

 

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.). 

 

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. After the study is completed, a summary 
of the study results will be available at www.ClinicalTrials.gov and at the European Clinical Trials Database 
(EudraCT).  
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Where can I receive more information? 

If you have questions about the genetic research, please contact:  

Role Name Telephone Number 
Principal Investigator Steven Messé  215-662-3363 
Study Nurse/ Coordinator Nichole Gallatti 215-349-8651 

If you have questions related to your rights as a research subject, please contact:  

Role Name Telephone Number 
IRB/EC University of Pennsylvania IRB 215-573-2540 

In the event of a research-related injury, please contact: 

Role Name Telephone Number 

Principal Investigator Steven Messé  215-662-3363 
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Name of Subject (Please Print)    Signature of Subject   Date 
 
 
             
Name of Person Obtaining  Signature    Date 
Consent (Please Print) 

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

representative: 

 
             

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

   
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

When you sign this form, you are agreeing to take part in this research study. This means that you 
have read the consent form, your questions have been answered, and you have decided to 
volunteer.  Your signature also means that you are permitting the University of Pennsylvania to use 
your personal health information collected about you for research purposes within our institution. 
You are also allowing the University of Pennsylvania to disclose that personal health information to 
outside organizations or people involved with the operations of this study. I understand that I will 
receive a copy of this document as signed and dated below. 
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Consent for additional research using your Personal Data  

During the study or after its completion, Novartis would like to be able to use your Personal Data for 
additional medical and/or scientific research projects. Personal Data includes Age/year of birth (and date 
of birth, if allowed), gender, a special code that identifies you, study Information and Biological Samples, 
as explained in Section “What will happen to my Personal Data?”  

This additional research may include studies to gain more knowledge related to your disease and may be 
used to design or improve methods for analyzing, comparing or combining your study data with data from 
patients treated with other study medications, and may involve creation of new endpoints, new biological 
markers of disease and other as yet unknown aspects. Researchers may study the beneficial or harmful 
effects of the drug and compare the data from this drug with other drugs. This will allow Novartis and 
other research institutions to better understand the disease, how the drug works and to be able to identify 
the best way to treat patients with your disease. 

The information under the Section “What will happen to my Personal Data?” is also related to this optional 
consent. Some of the projects may be carried out by researchers other than your Study Doctor, including 
researchers who are not employed by Novartis, but all of the researchers will be conducting Novartis 
sponsored or Novartis approved studies. These researchers may be based in countries other than your 
own, where data protection laws may not be equal to your own country, but the researchers will be bound 
by agreements that restrict their use of the data, including its disclosure to anyone else. Site monitors, 
auditors, IRB’s/ethics committees and/or regulatory authorities may also need to access your Personal 
Data in connection with such additional research. If the results of such studies are published or presented 
in a meeting, your identity will not be disclosed.  

 Any data generated from the additional research studies will belong to Novartis and will not become part 
of your medical record. 

You do not have to agree to the use of your Personal Data for additional research. If you choose to allow 
Novartis to use your Personal data for additional research, you can change your mind at any time. If you 
decide you no longer want Novartis to be allowed to use your data for additional research you can do so 
without this changing your initial consent to participate in the study. Please notify the Study Doctor if this 
is the case.  

By initialing below, I agree to the use of my Personal Data for additional research as described above.  

 
 
Please initial whether you permit the use of your personal data as described: 
 
______ YES, I consent to the use of my personal data for additional research  
 
 
______ NO, I do I consent to the use of my personal data for additional research 
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