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

 
 

Protocol Title:   A Phase 2, Multicenter, Randomized, Double-Blind, 
Placebo-Controlled, Add-On to Standard-of-Care Study of 
n-Butylphthalide (NBP) Softgel Capsules for Treatment of Mild 
to Moderate Acute Ischemic Stroke in Adult Subjects 

Principal 
Investigator: 

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

Emergency Contact: 215-349-5990 

 
Why am I being asked to volunteer? 
 
You are invited to take part in a clinical research study. If you are a legally authorized representative 
being asked to consent for a family member or loved one, the term “you” refers to your loved one 
throughout this document. To help you decide, you should understand the study and what it will involve 
for you. To make an informed decision to take part, you should know the purpose of the study, the 
procedures, the benefits and risks of the study, the discomforts and the precautions taken. This process 
is called ‘informed consent’. Please take the time to read the following information carefully and discuss 
it with others. Please ask your study doctor if there is anything that is not clear or if you would like more 
information. It cannot be promised that the study will help you, but in the future the information we get 
from this study may help improve the future treatment of people with the same condition. Once you 
have decided that you want to take part, you will be asked to sign the informed consent form. You will 
be given a copy of the signed form to keep, and the original will stay at the study center.  
 
What is the purpose of this research study? 
CSPC-NBP Pharmaceutical Co., Ltd. has begun a research study of a drug called n-butylphthalide (NBP) as 
a possible treatment for mild to moderate acute ischemic stroke (reduced blood supply to part of brain), 
when added to routine care. For this study, researchers would like to test safety and effectiveness of the 
study drug, NBP. The 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 main purpose of this study is to learn the how safe is the study drug when it is added to your 
routine care. Other purposes of the study are to determine how the study drug is absorbed, distributed, 
broken down, and removed from the body, how well it works compared to placebo as measured by 
improvement of your disability, recovery of your stroke, and your physical function. 
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You are being asked to take part in this study because you have been diagnosed with acute ischemic 
stroke. If you do not want to take part in the study, this decision will be respected. Your participation in 
this research study is voluntary. If you decide not to take part in this study, you can continue with your 
current medical care. This form will explain more about the study.  
 
Has the study drug (NBP) been used in other studies? 
Studies have already been carried out in laboratories and animals (rats, mice, and dogs). In animal 
studies, study drug was found to be safe and improved blood flow and reduced dead cells in brain. The 
study drug is approved and marketed in China from 2005 for the treatment of stroke and more than 
2600 patients have received the study drug during clinical studies and approximately 2 million patients 
have been treated in commercial setting, in China to date. One clinical study has also been conducted in 
the USA, in healthy subjects. The study drug is marketed in China from 2005 for the treatment of stroke. 
The study drug is experimental and NOT approved for sale in the United States by the FDA. 
 
How long will I be in the study? How many other people will be in the study? 
You will be in this study for approximately 90 days, and you will have to come to the study site at least 3 
times over this period, in addition to the duration of your hospitalization.  
 
This study will be carried out in approximately 36 sites in the USA with about 400 people with mild to 
moderate acute ischemic stroke taking part. Of these 400 people, additional blood samples will be 
collected from 50 people to assess amount of study drug in blood. The Hospital of the University of Penn 
hopes to enroll 10 patients in this study. 
 
What am I being asked to do? 
The study is divided into 3 time periods: a screening/randomization period, a treatment period, and a 
follow-up period. During each study period you will have 1 or more visits with your study doctor. After 
the study doctor determines you are eligible to take part in this study and informed consent is obtained, 
study activities will commence. Your screening visit, randomization, and first dose of the study drug 
might be on the same day, so you can receive the study medicine within the first 24 hours of the onset 
of your stroke. You will be given at least the first 2 days (4 doses) of study drug while you are 
hospitalized so that the study doctor can monitor your response. You will continue taking study 
medication every 12 hours for a total of 30 days after your stroke. You or your caregiver will be given 
instructions and study medication for the period, after you are discharged from the hospital. Your length 
of stay in the hospital will be determined by your health and routine care for your stroke. You will be 
asked to visit the study site on Days 15 and 30. You will be contacted via telephone within 3 days after 
hospital discharge, and on Days 23 and 60 by the study staff. You will be followed up to Day 90. At each 
visit, you will spend almost 1-2 hours at the study site. 
 
Screening Period 
Screening Visit 
At the first visit, the study doctor will perform the following examinations and tests to determine if you 
meet all the requirements to take part in the study.  

1) You will be asked to sign this form. 
2) Your demographics details (date of birth, gender, race, and ethnicity) will be obtained. 
3) You will be asked about your health, including smoking, drug, and alcohol use. 

IRB Approval from 12/4/18 to 12/3/19



CSPC-NBP-2001 

Version 3  27JUL2018   3 of 13 

4) Your ability to swallow will be assessed. 
5) You will be asked about the medicines that you have taken or are currently taking, and any 

current procedures that you are undergoing. 
6) You will be asked about any changes in health you are currently experiencing.  
7) In addition to the laboratory tests being done as part of your routine care treatment, you will 

also have laboratory tests complete for the study. About 1.6 teaspoons/ 8 mL of blood will be 
taken from your arm using a needle to check your overall health status and to confirm that you 
are eligible to participate in the study.  

8) If you are a female and able to become pregnant, your urine will be tested to check if you are 
pregnant. If the urine pregnancy test is positive, your blood sample will be tested to confirm if 
you are pregnant. You will not be allowed to enter the study if you are pregnant. 

9) The study doctor will examine you and perform a physical and neurological examination.  
10) Your blood pressure, heart rate, breathing rate, temperature, height (anytime through Day2), 

and weight will be measured. 
11) An electrocardiogram (ECG) will be done in triplicate (3 times). This is a test that measures the 

electrical activity of the heart. A technician will place patches connected by wires to a machine 
on your chest. The machine records the electrical activity of your heart. 

12) Imaging studies (computerized tomography [CT] scan or magnetic resonance imaging [MRI] 
scan) of your brain will be performed to assess loss of your brain cells due to stroke. The study 
doctor will use the CT or MRI images done as part of your routine care to determine if you are 
eligible for the study.  

13) Your study doctor will complete few standard questionnaires to evaluate your disease status 
before and after stroke. 

14) You will be asked to complete a questionnaire to evaluate your physical function before 
receiving the first dose of the study drug. Your study staff will explain about it in detail. 

15) If all or any of the above tests are already conducted as part of your routine care, your tests will 
not be repeated and results from those tests will be considered for this study.  

 
Randomization Visit 
If the study doctor decides that you meet all of the requirements to be in the study, you will be 
randomly assigned (like the flip of a coin) to receive one of the following treatments in addition to the 
standard of care: 

• n Butylphthalide (NBP)  
• Placebo  

This process is called randomization. You will have a 50% (1 in 2) chance of receiving the study drug and 
a 50% (1 in 2) chance of receiving placebo. You will not be told which treatment you are receiving. 
Neither the study doctor nor any other members of the research team at the University of Pennsylvania 
will know whether you are receiving the study drug or placebo. However, this information will be given 
to the study doctor if it becomes necessary for your safety. A placebo is a ‘dummy treatment’ which 
looks like the genuine medication, but is an inactive material that does not contain any active study 
drug. Researchers use a placebo to determine if the study drug works better or is safer than not taking 
any medicine. You will be randomized to study or placebo. The first dose of study drug/placebo will be 
given within 24hours of the onset of your stroke.  

1) If you are receiving tissue plasminogen activator (tPA) medication as part of your routine care, 
you will not receive study drug until at least 4 hours after you have received tPA medication. 

2) Blood pressure, heart rate, and respiratory rate will be measured 1 hour prior to receiving study 
drug, and 2, 4, 6, 12 and 18 hours after receiving the first dose of the study drug. 
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3) About 3.6 teaspoons (18 mL) of your blood will be collected 15 minutes before you receive study 
drug, and at 1.75 and 12 hours after study drug administration, to assess how study drug is 
absorbed, distributed, digested, and excreted by the body. 

 
Treatment Period 
Day 1, Day 2, and Day 15 Visits 
At Days 1, 2 and 15 visits, the study doctor or the study doctor’s staff will perform the following tests 
and procedures:  

1. You will receive at least the first 4 doses (given in the first 2 days) of study drug while you are 
hospitalized. The length of time of your hospitalization beyond this period will be based on 
routine care for your stroke as determined by your hospital physician. After Day 2, you will be 
asked to take the study medication twice daily at home. 

2. You will be asked about the medicines that you have taken or are currently taking and any 
current procedures that you are undergoing. 

3. You will be asked about any changes in health that you might be experiencing.  
4. Laboratory tests will be done. About 1.6 teaspoons/ 8 mL of blood will be taken from your arm 

using a needle, and will be tested to check your overall health status.  
5. Your blood pressure, heart rate, breathing rate, and temperature will be measured.  
6. An electrocardiogram (ECG) will be done.  
7. The study doctor will examine you and perform a physical and neurological examination.  
8. At the Days 1 and 2 visits, your study site staff will complete a standard questionnaire to assess 

blood supply to your brain. 
9. At the Days 2 and 15 visits, you will be asked to complete a questionnaire by interview to see if 

you have ever thought about harming or killing yourself or behaved like you wanted to harm or 
kill yourself. 

10. Prior to your discharge from the hospital, the study doctor and/or study team will give you 
instructions on how to take the study drug on your own. Once you are discharged, you will be 
provided will enough study medication to last until your next visit on Day 15 at the study clinic. 
You will be asked to bring any unused study drug and containers back to the study clinic on Day 
15. 

 
Follow-up Phone Calls #1 (w/in 3days of discharge) & #2 (Day 23) 
The study doctor or the study doctor’s staff will contact you via telephone to obtain the following 
information:  

1. You will be asked about the medicines that you have taken or are currently taking, and any 
current procedures that you are undergoing. 

2. You will be asked about any changes in health that you might be experiencing. 
3. You will be reminded to take study drug until Day 30, and return for the next visit with any 

unused study drug and containers. 
 
Day 30 Visit (End-of-Treatment/ Early Discontinuation Visit) 
At the Day 30, the study doctor or the study doctor’s staff will perform the following tests and 
procedures:  

1. You will be asked about the medicines that you have taken or are currently taking, and any 
current procedures that you are undergoing. 

2. You will be asked about any changes in health that you might be experiencing. 
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3. Laboratory tests will be done. About 1.6 teaspoons/ 8 mL of blood will be taken from your arm 
using a needle, and will be tested to check your overall health status.  

4. If you are a female and able to become pregnant, your urine will be tested to check if you are 
pregnant.  

5. The study doctor will examine you and perform a physical and neurological examination.  
6. Your blood pressure, heart rate, breathing rate, temperature, and weight will be measured. 
7. An electrocardiogram (ECG) will be done.  
8. Your study doctor will complete a standard questionnaire to evaluate your disease status. 
9. You will be asked to complete a few standard questionnaires. The study staff will explain this in 

detail. 
10. You will be asked to complete a questionnaire by interview to see if you have ever thought 

about harming or killing yourself or behaved like you wanted to harm or kill yourself. 
11. You will return remaining study drug to this visit. 
12. You will be scheduled for you next & final study visit. 

 
If you discontinue the study drug during the 30-day treatment period, you will be asked to come to the 
study site as soon as possible so that the above mentioned assessments can be done. You will be 
requested to continue in the study and complete the remaining visits up to Day 90. However, if you do 
not wish to continue further in the study, your decision will be respected. If you are experiencing any 
changes in health or if you having any side effects, you will be contacted by the study doctor or staff to 
address, manage and follow your side effects until they resolve. 
 
Follow-Up Period:  
Follow-up Phone Call #3 (Day 60) 
The study doctor or the study doctor’s staff will contact you via telephone for following:  

1. You will be asked about the medicines that you have taken or are currently taking, and any 
current procedures that you are undergoing. 

2. You will be asked about any changes in health that you might be experiencing. 
3. You will be reminded to return for the next visit with any unused study drug and containers. 

 
Day 90 Visit (End of Study/Early Discontinuation) 
At your final visit, the study doctor will perform the following tests and procedures:  

1. You will be asked about the medicines that you have taken or are currently taking, and any 
current procedures that you are undergoing. 

2. You will be about any changes in health that you might be experiencing.  
3. Laboratory tests will be done. About 1.6 teaspoons/ 8 mL of blood will be taken from your arm 

using a needle, and will be tested to check your overall health status.  
4. If you are a female and able to become pregnant, your urine will be tested to check if you are 

pregnant. 
5. The study doctor will examine you and perform a physical and neurological examination.  
6. Your blood pressure, heart rate, breathing rate, temperature, and weight will be measured. 
7. An electrocardiogram (ECG) will be done.  
8. Your study doctor will complete a standard questionnaire to evaluate your disease status. 
9. You will be asked to complete a few standard questionnaires. Your study staff will explain this in 

detail. 
You will be asked to complete a questionnaire by interview to see if you have ever thought about 
harming or killing yourself or behaved like you wanted to harm or kill yourself. 
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If you discontinue the study after the 30-day treatment period and during the follow-up period, you will 
be asked to come the study site as soon as possible so that the above mentioned assessments can be 
done. If you are experiencing any changes in health or if you are having any side effects, you will be 
contacted by the study doctor or staff to address, manage and follow your side effects until they resolve.  
 
What do I have to do? 
During the study you will have the following responsibilities:  

• Remain at the study site/hospital for at least 2 days. 
• Attend all scheduled visits. 
• You will have to take 4 capsules of study drug, twice a day. You will need to fast for 1 hour 

before and 1 hour after taking the study drug. During the fasting period, non-caloric beverages, 
ice chips, and IV fluid per standard of care will be allowed per the decision of the study doctor. 

• If you are unable to swallow your study medication due to any complication of your disease 
before Day 30, then please inform your study doctor or staff. Based on the decision of your 
study doctor, you can temporarily stop the study medication and re-start once you have 
regained the ability to swallow. 

• Each time you take the study drug, you will record the time on a paper diary. 
• Return any unused study drug and containers as instructed by the study staff. 
• Follow the study doctor’s instructions about whether you may continue to take your regular 

medications or other prescribed or over-the-counter medicines during the study period. 
• Tell the study doctor of any changes to your current medications, illnesses or injuries, 

unexpected or troublesome side effects, or problems that occur during the study. 
• Tell the study doctor if you plan to have an elective surgery or any other medical treatment or 

procedure. 
• Stop activity that may cause injury to yourself, to any other person, or to property if you feel 

impaired in any way (e.g., driving a vehicle, operating machinery, climbing a ladder). 
• You should continue to make regular visits to your primary doctor or any other special doctors 

that you were seeing before starting the study, since being in the study does not take the place 
of regular medical care. 

• Make sure that the study drug is kept out of the reach of children and people who have a 
limited capacity to read or understand. You are the only person who should take the study drug. 

• Contact the study doctor if you find you have any questions about the study after you sign this 
form. 

• You and/or your partner must use a reliable form of contraception during the study. If you or 
your partner becomes pregnant while you are in the study, be sure to tell the study doctor as 
soon as possible. 

 
What are the possible risks to me if I choose to participate in this study? 
Any study has risks, which may include things that could make you sick, make you feel uncomfortable, or 
harm you. You might experience side effects related to the study drug while participating in the study. 
All research participants in the study will be monitored carefully for any side effects; however, the study 
team does not know all the effects that the study drug may have on you. Your taking part in this study 
involves some risks and possible discomfort as noted below: 
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• The study drug may cause unpleasant side effects or reactions. The most commonly reported 
side effects in Phase II and III studies conducted in Chinese AIS patients (reported in 0.25% of 
the patients) were elevated liver enzymes (ALT and AST); the changes were generally mild and 
the liver enzymes were reported to be normal when treatment was stopped. These studies were 
conducted in China, consisting of patients who had suffered an acute ischemic stroke and 
treated with NBP softgel capsules; the same investigational product being used in this study. 

•  In the phase II study, ALT levels were elevated above normal in 17 of 97 patients (17.5%), with 
only 2 patients having an increase of over three times the normal upper limit; other AEs were 
stomach like nausea, heart burn and vomiting were reported in 3 of 97 patients (3.1% or less). In 
the phase III study for Chinese registration, AST levels were elevated above normal in 23 of 299 
patients (7.7% or less), with only one patient having an increase of over three times the normal 
upper limit.  

• Other minor side effects were reported, with the most common being related to stomach like 
nausea, vomiting (3.1% or less), pain and diarrhea (0.6% or less); skin related side effects like 
rash, itching (pruritus), swelling (erythroedema); headache, dizziness, restless, chills and fever, 
agitation, confusions, sleeplessness and hyperactivity (mania). 

 
Risks from the study procedures: 
• Blood samples: Taking blood from your arm may cause faintness and/or swelling, pain, redness, 

bruising, or infection (infection rarely happens) at the site where the needle is inserted.  
• Electrocardiogram (ECG): Skin irritation is rare but could occur during an ECG from the electrodes 

or gel that is used. 
 

Pregnancy / Birth Control 
Women 
Taking the study drug may involve unknown risks to a pregnant woman, an embryo, fetus (unborn 
baby), or nursing infant. Therefore, if you are pregnant, planning to become pregnant, or are 
breastfeeding a child, you cannot take part in this study.  
 
Before entering the study, a pregnancy test will be done for all women who are able to become 
pregnant. This test might not detect an early pregnancy. Pregnancy tests will be repeated during the 
study. If during the study, you become pregnant, you should tell the study doctor as soon as possible. 
The study drug will be stopped and your involvement in this study will be ended. You will be asked to 
report the outcome of the pregnancy, 6-8 weeks following the delivery date. 
 
The only certain way not to become pregnant is to not have sex. If you choose to have sex during the 
study, you must use an effective method of birth control while you are taking part in this study and for 
60 days after you finish the study drug. If you are already using a method of birth control, the study 
doctor or study staff will discuss with you whether your current method of birth control is acceptable for 
use during this study. Methods of effective birth control include surgery, hormonal contraceptive, patch, 
vaginal ring, intrauterine device, sexual abstinence, or vasectomized partner 
 
Men 
Male subjects should be surgically sterile or compliant with a highly effective contraceptive method 
when you take part in the study. These may include surgery, a physical barrier such as a condom, or 
sexual abstinence.  
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What are the possible benefits of taking part in this study? 
This study will help to determine if the study drug may be useful in stroke treatment and how safe it is in 
this patient population. There is no guarantee that your condition will improve by your participation in 
this study. You should not expect to receive any benefit from participation in this study. As a participant 
in this study, your condition may improve, stay the same, or worsen. The knowledge obtained from this 
research may help health care professionals to better treat other patients undergoing treatment for a 
condition similar to yours.  
 
What if new information becomes available about the study? 
If new findings that would affect your safety and willingness to participate in the study come up while 
you are in the study, you will be told as soon as possible so you can decide whether to continue or leave 
the study. 
 
What other choices do I have if I do not participate?  
You do not have to take part in the study to treat your stroke. There are other options of therapies, such 
as your ongoing routine care.  Recombinant tissue plasminogen activator (tPA) is the only approved 
pharmacological therapy for AIS. There are also devices that may be used to help open the blocked 
artery causing the stroke. These treatments may be used before you begin this study. Your personal 
physician or the study doctor can answer any questions you have about other treatments.  
 
Who is paying for this study? 
This study is being funded by CSPC NBP Pharmaceutical Co, Ltd. The study doctor will be paid for his/her 
work in carrying out this study. The study drug will be given at no cost to you, and you will not be 
charged for any doctor’s visits, lab work, tests, or procedures that are needed for the study. 
 
Will I be paid for being in this study? 
You will receive no payment for taking part in this study. However, you may be eligible to receive travel 
reimbursement for travel associated with your participation in this study.  
 
What happens if I am injured from being in the study?  
If you require medical treatment for an illness or injury that is a direct result of taking study drug or any 
tests or procedures performed according to the protocol, CSPC NBP Pharmaceutical Co, Ltd. will pay for 
reasonable and actual cost of routine care and treatment. 
 
Neither payment nor reimbursement for such things as pre-existing conditions, illnesses or diseases 
totally unrelated to the study, lost wages, property damage, disability, or discomfort is available. There 
are no plans for the University of Pennsylvania to pay you or give you other compensation for the injury. 
You do not give up your legal rights by signing this form. You or your insurance company will be 
responsible for payment for any tests or care done outside of the scope of the study. 
 
When is the Study over?  Can I leave the Study before it ends? 
Yes. Taking part in this study is voluntary, and you can leave the study at any time for any reason. You 
will not be punished in any way. There will also not be any penalty or loss of benefits to which you are 
entitled at this site if you decide not to take part or if you decide to leave the study. 
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If you decide to leave the study, you should contact the study doctor who will explain the safest way to 
end participation, which may involve the completion of some final tests and examinations. You should 
also contact your personal doctor so he or she can provide you with the best course of continuing care. 
At the time of the final study visit, if you are not feeling well or if you are experiencing any side effects 
related to or due to the study drug, the study doctor will assess, manage and follow the issue until it 
resolves. 
 
The study doctor or CSPC NBP Pharmaceutical Co, Ltd. can remove you from the study, without your 
permission, for any reason. Possible reasons for doing so include the following: 

• Any change in your medical condition that might be harmful to you. 
• Your failure to follow the study doctor’s instructions. 
• It is discovered that you do not meet the study requirements. 
• The study is cancelled. 
• Administrative purposes. 

 
What will happen to the samples I give? 
The blood samples that you give will be only used for specific tests that are needed for this study. Your 
samples will be destroyed as soon as possible after the specific tests are performed or at the completion 
of the study. Your samples will be tested and destroyed according to the standard procedures of the 
laboratory. All samples obtained from you during this study to assess amount of the drug, will be used 
and kept for the purposes described in this Informed Consent Form. The samples will be destroyed once 
all the samples are assessed. 
 
What happens when this study stops? 
When the study stops, you will be under the care of your personal doctor who will decide the best way 
to treat the recovery from your stroke. The study drug will no longer be available to you. You have the 
right to view, copy and correct personal data. However, your access to this information may be delayed 
until the study is complete. If you withdraw from the study but do not withdraw your Authorization, 
new protected health information may be collected until this study ends. This Authorization does not 
have an expiration date. If you do not withdraw this Authorization in writing, it will remain in effect 
indefinitely.  
 
Will my records be kept private? 
During this clinical study, the study site, The Hospital of the University of Pennsylvania, and the 
Pharmaceutical Company CSPC NBP Pharmaceutical Co, Ltd. will process and record your personal data, 
in particular that information regarding your health and demographics (date of birth, gender, ethnicity, 
race, etc.) exclusively in order to implement the study and for purposes of pharmaceutical vigilance.  
 
The information collected in this study will be computerized and analyzed by qualified people who will 
follow the requirements of confidentiality and sensitivity of the data. Every effort will be made to keep 
all information about you private. Therefore, all information which is sent/provided outside of the study 
site will show only a coded patient identification number instead of your name. This key-coded 
information from this study will be sent to CSPC NBP Pharmaceutical Co, Ltd., third-parties (individuals 
and/or companies) which act on their behalf, including INC Research/inVentiv Health Clinical or another 
agent of the Sponsor. Additionally, this information may also be submitted to governmental agencies 
(such as the FDA) or agencies in other countries where the study drug may be considered for approval.  
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Some of the entities above may be based in countries outside the country where you live, including the 
US and other countries in different parts of the world, whose data protection and privacy laws may be 
less strict than in your own country. You should be aware that some countries may not offer the same 
level of privacy protection as you are used to in the country where you live or where this study is 
conducted. However, every effort will be made to keep all information about you private. 
 
It is a requirement that your involvement in this study be noted in your medical records. Medical 
records which identify you and the consent form signed by you may be inspected at the study site by the 
following parties: 

• CSPC NBP Pharmaceutical Co, Ltd. (the sponsor) 
• INC Research/inVentiv Health or another agent of the sponsor  
• 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.). 

 
In addition, your medical records may be checked by the following parties: 

• US FDA 
• Department of Health and Human Services (DHHS) agencies in the US 
• Governmental agencies in other countries 
• The University of Pennsylvania IRB, a group that reviews and approves research studies 
• Your personal data may be re-disclosed and no longer protected under the HIPAA privacy rule 

once it is disclosed by your Study Doctor to these other parties 
 
Your personal data and medical findings will be archived for at least 15 years according to legal 
provisions after the completion or premature termination of the clinical study. Results of this research 
study may be presented at meetings or in publications; however, your identity will never be made 
known (“disclosed”) in these meetings or presentations.  
 
A description of this clinical study will be available on http://www.clinicaltrials.gov, as required by 
U.S. law. This website will not include information that can identify you. At most, the website will 
include a summary of the results. You can search this website at any time. 
 
The recording, forwarding, storage and analysis of your personal data are subject to legal provisions and 
require the following voluntary consent prior to participation in the study; without the following consent 
you are unable to take part in the clinical study. The consent regarding the recording and processing of 
the information about your health is irrevocable. You have already been informed that you can end your 
participation in the clinical study at any time. In the event of withdrawal, you hereby give your consent 
that data stored in key-coded form up to this point may continue to be used if this is necessary. By 
signing this consent form, you (or your legally acceptable representative) give permission (“authorize”) 
for access to this private information.  
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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 
• UPHS Medical Record Number 
• Personal and family medical history 
• Social Security number (for reimbursement purposes) 
• Current and past diseases, medications or therapies 
• Results of tests and procedures you will undergo during this research study as described in this 

informed consent form 
 
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.). 

 
What are my rights? 
You may choose to withdraw this Authorization to Use and Disclose Protected Health Information for 
Research at any time, but you must notify the Study Doctor in writing.  If you withdraw from the study 
and withdraw your Authorization, no new information will be collected for study purposes unless the 
information concerns a side effect related to the study. If a side effect occurs, your entire medical record 
may be reviewed. All information that has already been collected for study purposes, and any new 
information about a side effect related to the study, will be sent to the study sponsor. If you withdraw 
from the study but do not withdraw your Authorization, new protected health information may be 
collected until this study ends.  
 
This Authorization does not have an expiration date. If you do not withdraw this Authorization in 
writing, it will remain in effect indefinitely.  You do not have to sign this Authorization, but if you do not, 
you cannot participate in this research study or receive study-related treatment. If you withdraw this 
Authorization in the future, you will no longer be able to participate in this study. Your decision to 
withdraw your Authorization or not to participate will not involve any penalty or loss of access to 
treatment or other benefits to which you are entitled.   
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If you have any questions about the collection and use of information about you, or would like to 
exercise rights that you may have regarding this information, you should ask your Study Doctor. 
 
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 
shared with others who are determined by UPHS to be appropriate to have access to your EMR (e.g. 
health insurance company, disability provider, etc.). 
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Consent to Participate 
I have read and I understand this consent form. I have also been given the chance to ask any questions I 
had about the study, and all questions I asked were answered to my satisfaction. I understand the risks 
and benefits of taking part in this study as described in this consent form. I freely consent to be treated 
with NBP under the study doctor’s care. To the best of my knowledge, I also confirm that all information 
I have given about my medical history is true and correct. 
 
I understand that I am free to withdraw from the study at any time for any reason. I will tell the study 
doctor if I decide to withdraw so that my participation may end in an orderly manner, and my future 
care can be discussed. I understand that I will be told of any information that might relate to my 
willingness to continue in the study. If I have any physical or psychiatric (“mental health”) symptoms or 
problems, I will tell the study doctor. I understand that I will receive a signed and dated copy of this 
consent form for my records. 
 
By signing this form, I consent to the processing of my personal data as well as to the transfer of such 
data outside the USA for the purposes of the study, in accordance with the terms and mechanisms 
specified in the information notice provided by means of this document. I authorize the release of my 
medical records to CSPC NBP Pharmaceutical Co, Ltd., IINC Research/inVentiv Health Clinical, the FDA, 
DHHS agencies, governmental agencies in other countries, and the University of Pennsylvania IRB. 
 
My consent to participate in this research study does not take away any legal rights in the case of 
negligence (carelessness) or other legal fault of anyone who is involved with this study. Nothing in this 
consent form is intended to change any applicable federal, state, or local laws regarding informed 
consent. 
 
 
                   
Name of Subject (Print)     Signature    Date 
 
 
                   
Name of Person Obtaining Consent (Print) Signature    Date 
 
For subjects unable to provide consent, authorization is given by the following authorized subject 
representative: 
 
                  
Authorized Subject Representative (Print) Signature     Date 
 
Provide a brief description of above person authority to serve as the subject’s authorized representative. 

              

Please initial whether you permit the collection of a blood sample as described: 

______ YES, I consent to give blood sample to assess amount of study drug in blood  

______ NO, I do I consent to give blood sample to assess amount of study drug in blood  
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