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INFORMED CONSENT AND HIPAA AUTHORIZATION FORM 

Study Title: Regulating Blood Pressure During Recovery from Intracerebral Hemorrhage 
     (REDUCE) 

Principal Investigator:    Debbie Cohen, MMBCH 
 The Hospital of the University of Pennsylvania 
 3400 Spruce Street, 3rd floor Gates Building 
 Philadelphia, PA  19104 
215-662-2638

Emergency Contact:  24 Hours Contact:  215-349-5990 
 Daytime contact:    215-662-4904 
 Study Coordinator: 610-721-0071 

You are being invited to participate in a research study.  Your participation is voluntary, 
and you should only participate if you completely understand what the study requires 
and what the risks of participation are.  You should ask the study team any questions 
you have related to participating before agreeing to join the study.  If you have any 
questions about your rights as a human research participant at any time before, during 
or after participation, please contact the Institutional Review Board (IRB) at (215) 898-
2614 for assistance. 

Research Study Summary: 

 We are asking you to join a research study.

 The purpose of this research study is to determine whether blood pressure treatment
regimens with spironolactone are better than blood pressure treatment regimens without
spironolactone at lowering blood pressure in brain hemorrhage survivors.

 Study procedures will include:
o You will be randomly assigned to a blood pressure treatment regimen with or

without spironolactone for 1 year. The medications other than spironolactone
are decided by your primary doctor.

o We will collect a one-time blood sample to measure kidney hormone levels.
o We will provide you with a home blood pressure monitor to measure your

blood pressure at home every month.
o After 2-4 weeks of taking the medications, we will check your blood pressure

and you will have your blood drawn to check your electrolytes. You may have
your medication dose increased at this time.

o At 3, 6, and 12 months after your first visit, we will call you and ask questions
about your health, medications, and blood pressure.

 6 visits are required. All visits can be completed virtually or over the telephone.
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 These visits will take 6 hours total.  

 There are some risks from participating in this study. The risks include a breach of 
confidentiality, minor pain or bruising from the blood draws, and potential side effects of 
spironolactone. Spironolactone has been FDA-approved for blood pressure treatment for 
decades and has an excellent safety profile. The risks of spironolactone are comparable to 
any other standard blood pressure medication. The risks include an allergic reaction to the 
drug, electrolyte abnormalities (such as high potassium), low blood pressure, and enlarged 
or painful breasts in men or women. If you are unable to tolerate the side effects of 
Spironolactone you will be switched to a similar drug, Eplerenone. Your doctors will monitor 
you for side effects.    

 If you agree to take part in this research study, you will receive a home blood pressure 
monitor and a $100 gift card to cover any trial-related expenses. There may or may not be a 
direct health benefit to you. We hope the information learned from this research study will 
benefit other patients with brain hemorrhage in the future. 

 There are other choices available to you outside of this research. The alternative to 
participating in this research trial would be to receive standard of care medical treatment 
based on your physician’s discretion. All survivors of brain hemorrhage should have their 
blood pressure treated. Your doctor will prescribe appropriate blood pressure medications 
for you. 

 Taking part in this study is your choice. You can choose to take part, or you can choose not 
to take part in this study.  You can also change your mind at any time.  Whatever choice you 
make, you will not lose access to your medical care or give up any legal rights or benefits.  

 If you are interested in learning more about the study, please continue reading, or have 
someone read to you, the rest of this document. Take as much time as you need before you 
make your decision. Ask the study staff questions about anything you do not understand. 
Once you understand the study, we will ask you if you wish to participate; if so, you will have 
to sign this form. 

 
Why is this study being offered to me? 
We are asking you to take part in a research study because you had a brain hemorrhage. 
About 200 people will take part in this study at 2 sites, Yale and the University of Pennsylvania. 
About 100 people will take part at this site.    
 
Who is paying for the study? 
This study is funded by the American Heart Association. This study is directed by Kevin N. 
Sheth, MD at Yale University. 
 
What is the study about?  
Blood pressure treatment is important for all survivors of intracerebral hemorrhage (ICH). High 
blood pressure after ICH puts you at high risk for future strokes and memory problems. Nearly 
all doctors agree that patients like you who have had a brain hemorrhage should be treated with 
blood pressure medications. But doctors are unsure which type of blood pressure treatment is 
best for patients with brain hemorrhage.  
 
Most patients with brain hemorrhage are treated with a combination of blood pressure 
medications that work in different ways. However, blood pressure may be hard to control after 
brain hemorrhage. 
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Spironolactone is a type of blood pressure medication that works by blocking a specific kidney 
protein. We think that this kidney protein may be higher than normal in patients with brain 
hemorrhage. This protein may be a cause of high blood pressure and so blocking this protein 
may be more effective in controlling blood pressure after brain hemorrhage.   
 
The purpose of this research study is to compare the effect of spironolactone to the effect of 
other blood pressure medications in patients with a recent brain hemorrhage to see which is 
better at lowering blood pressure after 3 months. Spironolactone is approved by the U.S. Food 
and Drug Administration (FDA) for the treatment of high blood pressure.  It is possible to receive 
Spironolactone outside of this clinical trial.  Patients who are already on, or planning to be on, 
Spironolactone are excluded from this study.  
 
We will measure levels of kidney proteins in the blood to see if we can predict which patients will 
respond best to spironolactone. If eplerenone is offered to you, it will be taken the same way as 
spironolactone.  Participants will take one pill by mouth daily.   
 
There is evidence that black patients with a brain hemorrhage have higher blood pressure and a 
higher risk of recurrent brain hemorrhage than white patients.  This study is designed to ensure 
that half of all enrolled subjects are non-white.  This will allow us to study disparities in blood 
pressure control after brain hemorrhage and to determine whether the effect of spironolactone is 
different in white and non-white subjects. 
 
What are you asking me to do and how long will it take?  
If you agree to take part in this study, you will be in the research study for 1 year.  
 
You will have the following tests and procedures:  
 
Baseline and Randomization Visit: This visit may take up to 60 minutes. It can occur between 
3 weeks and 6 months after your brain hemorrhage. This visit may be in-person, over the 
telephone, or by video conference. Activities at this visit include: 

 Obtaining your blood pressure; 

 Obtaining your weight and height; 

 Asking you questions about your medical and personal history; 

 Recording the medications you take; 

 Testing your memory; 

 Drawing blood to measure kidney proteins (approximately 10ml or 2 teaspoons worth of 
blood); 

 Randomization to one of the two study treatment groups described below. 
 
During the baseline visit, women of childbearing age will be asked questions to determine if they 
may be pregnant prior to enrollment.  A urine pregnancy test may also be required.  Women of 
childbearing age who are enrolled will also be instructed to use contraception throughout the 
duration of the study.   
 
Randomization means that you are put into one of the two study treatment groups by chance. 
Half of the participants will be in group 1 and half will be in group 2.  
 
Your study treatment will depend on which group you are assigned to:  
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Group 1: Standard blood pressure treatment as decided by your primary physician  
 
OR 
 
Group 2: Spironolactone plus blood pressure treatment as decided by your primary 
physician 

 
We will notify your physician about your participation in this study so they will understand what 
you are taking and so they can contact the study research team with any questions. If you are 
randomized to group 1, we will ask your physician not to prescribe you spironolactone or any 
drugs that work the same way, unless you have a strong reason to be on spironolactone or a 
related medication.  If one of your providers decides during the study that you have a strong 
reason to be on spironolactone or related medication, it can be started as prescribed by your 
physician.  If this occurs, we would still ask that you stay in the study and complete the 
remainder of the study procedures.    
 
If you are randomized to the spironolactone group, you will be started on spironolactone 25 
milligrams daily. Will be given a 3-month supply of spironolactone. You need to take the first 
doses of study medications within 48 hours of randomization..   
 
No matter which group you are randomized to, we will check your blood pressure after 2-4 
weeks. If you are randomized to the spironolactone group, you will get a blood draw after 2-4 
weeks to check the electrolytes in your blood. This will allow us to make sure you are tolerating 
the medication and adjust the dose if necessary. If your blood pressure is still high at this time, 
we may increase the dose of spironolactone.  
 
Monthly Home Blood Pressure Monitoring: 
You will be asked to measure your blood pressure at home monthly for the duration of the 
study. We will provide you with a home blood pressure monitor and teach you or someone you 
live with how to use it. We will call you each month to remind you to take your blood pressure. 
For 3 to 5 days each month, you will take your blood pressure twice in the morning and twice in 
the evening. This will take about 5 minutes in the morning and 5 minutes in the evening. Your 
blood pressure measurements will be stored in the blood pressure monitor and transmitted to 
the study team, either directly into the electronic health record or by direct communication with 
the study team.   
 
To make sure you are able to use the home blood pressure monitor, you will be asked to check 
your blood pressure twice in the morning and twice in the evening for 5 days prior to the 
baseline and randomization visit. If you do not or are unable to complete these blood pressure 
measurements, you will not be able to participate in the study. 
 
Follow-Up visits will occur at 3 months, 6 months and 1 year: These visits will take 15-30 
minutes. These contacts will be completed by telephone or other HIPAA-compliant telehealth 
technology. Activities at routine follow-up visits include: 

 Assessing for any strokes or adverse events since your last visit; 

 Assessing how well you are taking your study medications; 

 Assessing your physical health; 

 Assessing what other medications you are taking; 

 Assessing your blood pressure 
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 A treatment satisfaction questionnaire and quality of life survey; 

 Providing you with a re-supply of the study medications; 
 

 Your new supply will be mailed to your home from the site pharmacy. The study staff 
will still need to collect all unused study medication, so please save all bottles and 
unused medication until they can be returned. 

 
In case you are not available for a follow-up visit, the study team may contact people that you 
designate so that we can find out about your health since your last visit. 
 
Unscheduled visits may occur if the study doctor feels it is necessary to re-assess your health 
status. 
 
Some of the procedures in this study are standard of care procedures that you should undergo 
even if you were not in the study. Some of the procedures are done only for research purposes. 
Your regular doctors will perform or provide the standard tests, and study doctors will oversee 
the study research procedures. The procedures done for research purposes will not be used for 
your clinical care, with the exception described above that your blood pressure may be 
discussed with your doctor if it is higher than it should be.  
 
 
What are the risks and discomforts of participating?  
The risks of participating in this study are minimal and include a potential breach of 
confidentiality, minor pain or bruising from the blood draws, and potential side effects from the 
study medication. 
 
The study medicine (spironolactone) is FDA approved and has been used to treat high blood 
pressure and other conditions for over 50 years. However, all drugs have a potential risk of an 
allergic reaction, which if not treated quickly, could become life threatening.  
 
You may have side effects from spironolactone. The side effects of spironolactone include low 
blood pressure, electrolyte abnormalities (including high potassium), menstrual irregularities, 
impotence and enlarged or painful breasts in men or women. Your doctors will monitor you for 
side effects and can treat these effects. The risks of eplerenone are similar to sprinolactone 
except there is a much smaller risk of enlarged or painful breasts in men or women 
 Spironolactone is prohibited in pregnancy.  Pregnant women are excluded from participation in 
the trial.  Women of child bearing age will be instructed to use contraception while participating 
in the trial.  Women who are enrolled in the trial who become, or who are planning to become 
pregnant should discontinue Spironolactone and alert the study team.  
 
Call your doctor or get medical help right away if you have any of these signs or symptoms 
when taking study medications: 

 Allergic reaction: Itching or hives, swelling in your face or hands, swelling or tingling in 
your mouth or throat, chest tightness, trouble breathing. 

 Chest tightness, wheezing. 

 Dizziness or fainting.  
 

Also unknown or unforeseen risks may be associated with study participation. 
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How will I know about new risks or important information about the study?  
We will tell you if we learn any new information that could change your mind about taking part in 
this study.  
 
How can the study possibly benefit me? 
There may or may not be a direct health benefit to you, although it is possible that regular blood 
pressure monitoring and/or study medication could result in better blood pressure control.   
 
How can the study possibly benefit other people? 
We hope the information learned from this research study will benefit other patients with brain 
hemorrhage in the future. 
 
Are there any costs to participation?  
If you take part in this study, you will not have to pay for any services, supplies, study 
procedures, or care that are provided for this research only (they are NOT part of your routine 
medical care).  However, there may be additional costs to you.  These can include costs of 
transportation and your time to come to the study visits. You or your health insurance must pay 
for services, supplies, procedures, and care that are part of your routine medical care.  You will 
be responsible for any co-payments required by your insurance.   
 
Will I be paid for participation?  
You will be paid for taking part in this study. You will receive $100 total for your participation 
in the study. You will receive a $50 on Greenphire clincard at the baseline visit and  $50 
on the Greenphire clincard card after completion of the last study visit. These payments 
will help offset any costs of transportation to study visits or any copays on your medications. 
You are responsible for paying state, federal, or other taxes for the payments you receive for 
being in this study.  Taxes are not withheld from your payments. 
 
 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. 
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 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 total $600 or more in a calendar year. 

 
 
What are my choices if I decide not to take part in this study? 
The alternative to participating in this research trial would be to receive standard of care medical 
treatment based on your physician’s discretion. All survivors of brain hemorrhage should have 
their blood pressure treated. Your doctor will prescribe appropriate blood pressure medications 
for you. 
 
How will you keep my data safe and private? 
We will keep information we collect about you confidential. We will share it with others if you 
agree to it or when we have to do it because U.S. or State law requires it. For example, we will 
tell somebody if you we learn that you are hurting a child or an older person. 
 
All data collected as part of the study will be kept in a secure, password-protected database. 
You will be given a unique study code so that your name and other identifying information are 
kept confidential. Only authorized members of the research time will have access to the key 
linking the code to your name.  
 
When we publish the results of the research or talk about it in conferences, we will not use your 
name. If we want to use your name, we would ask you for your permission.   
 
We will also share information about you with other researchers for future research but we will 
not use your name or other identifiers. We will not ask you for any additional permission. 

We may use de-identified information from this study for future research. All identifiable private 
information will be removed from data or biospecimens for future research studies. This de-
identified information may also be distributed to another investigator for future research studies 
without additional informed consent.  

In all disclosures outside of the University of Pennsylvania Health System and School of 
Medicine, you will not be identified by name, social security number, address, telephone 
number, or any other direct personal identifier unless disclosure of the direct identifier is 

required by law. 

What Information Will You Collect About Me in this Study? 
The information we are asking to use and share is called “Protected Health Information.” It is 
protected by a federal law called the Privacy Rule of the Health Insurance Portability and 
Accountability Act (HIPAA). In general, we cannot use or share your health information for 
research without your permission.  
 
The specific information about you and your health that we will collect, use, and share includes: 
 

• Research study records 
• Medical and laboratory records of only those services provided in connection with this 

Study.   
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• The entire research record and any medical records held byThe Hospital of the University 
of Pennsylvania. 

• Records about phone calls made as part of this research 
• Records about your study visits 
• Information obtained during this research regarding 

 Physical exams 
 Laboratory, x-ray, and other test results 
 Questionnaires 
 The diagnosis and treatment of a mental health condition 
 Use of illegal drugs or the study of illegal behavior 
 Records about any study drug you received 

 
How will you use and share my information? 
We will use your information to conduct the study described in this consent form.  
Your primary care provider will be alerted that you are in the study and will be told what study 
group you are in.  Additionally, the data obtained from home blood pressure monitoring may be 
shared with your primary care provider so that he or she can adjust your blood pressure 
medications as necessary.  No other data from the study will be shared with your primary care 
provider.  
 
We may also share your information with: 
• The U.S. Department of Health and Human Services (DHHS) agencies 
• Representatives from Yale, the sponsor of this study and The Hospital of the University of 

Pennsylvania,  and the Institutional Review Board (the committee that reviews, approves, 
and monitors research on human participants), who are responsible for ensuring research 
compliance.  These individuals are required to keep all information confidential.  

• Health care providers who provide services to you in connection with this study. 
• Laboratories and other individuals and organizations that analyze your health information 

in connection with this study, according to the study plan. 
• Principal Investigator of the study 
• Co-Investigators and other investigators  
• Study Coordinator and Members of the Research Team  
• Data and Safety Monitoring Boards and others authorized to monitor the conduct of the 

Study  
 
 

Electronic Medical Records and Research Results 
 
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 
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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.). 
 
 
Why must I sign this document? 
By signing this form, you will allow researchers to use and disclose your information described 
above for this research study. This is to ensure that the information related to this research is 
available to all parties who may need it for research purposes. You always have the right to review 
and copy your health information in your medical record.  
 
What if I change my mind? 
The authorization to use and disclose your health information collected during your participation 
in this study will never expire.  However, you may withdraw or take away your permission at any 
time. You may withdraw your permission by telling the study staff or by writing to  Debbie Cohen, 
MMBCH, 3400 Spruce Street, 3rd floor Gates Building, Stroke Team Office  Philadelphia, PA  
19104 
 
If you withdraw your permission, you will not be able to stay in this study but the care you get from 
your doctor outside this study will not change.  No new health information identifying you will be 
gathered after the date you withdraw. Information that has already been collected may still be 
used and given to others until the end of the research study to insure the integrity of the study 
and/or study oversight.  
 
Who will pay for treatment if I am injured or become ill due to participation in the study?  
If you think you have suffered a research-related injury, you should promptly notify the Principal 
Investigator. Your hospital or physician’s office will offer care for research-related injuries, 
including first aid, emergency treatment and follow-up care as needed. 
 
In the event that you have an injury or illness that is directly caused by your participation in this 
study, reimbursement for all related costs of care first will be sought from your insurer, managed 
care plan, or other benefits program. You will be responsible for any associated co-payments or 
deductibles as required by your insurance. If costs of care related to such an injury are not 
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covered by your insurer, managed care plan or other benefits program, you may be responsible 
for these costs.   
 
You do not waive any liability rights for personal injury by signing this form. 
 
There are no plans for The University of Pennsylvania tp pay you or give you compensation if 
you are harmed as a result of taking part in this study. If such harm occurs, treatment will be 
provided. However, this treatment will not be provided free of charge. 
 
What if I want to refuse or end participation before the study is over?  
Taking part in this study is your choice. You can choose to take part, or you can choose not to 
take part in this study.  You also can change your mind at any time.  Whatever choice you 
make, you will not lose access to your medical care or give up any legal rights or benefits.  
 
We would still treat you with standard therapy or, at your request, refer you to a clinic or doctor 
who can offer this treatment. Not participating or withdrawing later will not harm your 
relationship with your own doctors or with this institution.   
 
To withdraw from the study, you can call a member of the research team at any time and tell 
them that you no longer want to take part.   
 
What will happen with my data if I stop participating? 
If you stop participating in the study early for any reason, we will not collect any new health 
information about you. However, all information collected about you may continue to be used 
and disclosed. You may request that any stored blood samples be destroyed.  
 
 
Who should I contact if I have questions?  
Please feel free to ask about anything you don't understand.  
 
If you have questions later or if you have a research-related problem, you can call the Principal 
Investigator Debbie Cohen, MMBCH 215-662-2638  or the study coordinator Mary Liz DeSanto 
at 610-721-0071. 
 
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 
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Authorization and Permission 
 
Your signature below indicates that you have read this consent document and that you agree to 
be in this study.   
 
We will give you a copy of this form. 
 
 
Participant Printed Name  Participant Signature  Date 

Person Obtaining Consent Printed Name  Person Obtaining Consent Signature  Date 
 
 
 

Legally Authorized Representative or 
Surrogate Printed Name   

 Legally Authorized Representative or 
Surrogate Printed Name   

 Date 
 
 
 

Description of LAR/surrogate relationship 
to the patient 

 

 

 
 
 
 
 
 
 
 
 
 
 

BIOBANK CONSENT 
 
 
 
INTRODUCTION 
We are inviting you to take part in the REDUCE Study Biobank. Your participation is voluntary. 
Before you decide whether or not to participate and sign this consent form, please read this 
form carefully. If there is any information or words that you do not understand, please ask for 
more information. It is important that you fully comprehend what participation in this project 
entails. 
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WHAT IS A BIOBANK? 
A biobank is a collection of human samples donated by volunteers which is combined with 
information such as age, sex, race, health information and medical images (X-rays, CT scans, 
MRIs and others). A biobank allows doctors and researchers to learn more about your disease 
efficiently since human samples, medical images and health information from many different 
people will be available in one place. Doctors and researchers use the Biobank like a library — 
when they want to study something, they can use biobank samples and information.  
 
WHAT IS THE PURPOSE OF THIS BIOBANK PROJECT?  
The research team is trying to learn more not just about the best treatment, but also causes and 
outcomes of brain disease like yours. Some of this research is done using human samples (like 
blood) and health information. Through these studies, doctors and researchers hope to find new 
ways to detect, treat, prevent or cure health problems.  
 
We are asking you to let us store some of your blood and collect demographic and health 
information in the Biobank. Your participation in this project involves you giving broad consent to 
utilize the samples and information collected in the Biobank for future research. This means that 
you allow your demographic information, health information and samples to be used for a 
variety of future medical research approved by an ethics committee, but which cannot be 
specified at the present time. If you agree to participate, your samples may be used for future 
research studies or distributed to another investigator for future research studies without 
additional informed consent from you are your legally authorized representative. These samples 
will be ‘de-identified’, meaning that there will be no link between the sample and your name or 
other identifying information. 
 
WHAT IS INVOLVED IN PARTICIPATION IN THE BIOBANK?  
We will draw approximately two teaspoons of blood for storage in the Spironolactone Study 
Biobank.  
 

The Biobank will be located at the Neurocritical Care and Stroke Research Center at Yale 
University School of Medicine in New Haven, CT, under the direction of Dr. Sheth.  
 
Any use of the sample and information in the Biobank must be approved by the research team. 
Because the information and samples you provide are an invaluable contribution to science, 
their use in any research study will be carefully monitored.  
 
Your blood contains DNA, which has all of your genetic information. Researchers are especially 
interested in studying genetic information and these studies may involve whole genome 
sequencing, a technique that generates a complete reading of all the genetic information 
contained in an individual’s DNA. This study may involve whole genome sequencing. The 
process of obtaining genetic information from blood is often funded by research funds provided 
by the US government. In this instance, the law mandates that a de-identified version of this 
genetic information is deposited in repository of genetic data that can be accessed by the 
research community after a strict application process.  
 
Samples obtained from you in this research may be used for producing immortalized cells, 
which can live and divide indefinitely in culture outside the body. The generation of immortalized 
cell lines will provide an unlimited supply of cells without needing to take additional samples 
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from you. If cell lines were generated from your samples they would never be used to clone 
(known as “reproductive cloning”) or to otherwise create an entire human being. 
 
Findings from the research could also be used for commercial purposes and profit, such as 
making a discovery that could, in the future, be patented or licensed to a company, which could 
result in a possible financial benefit to that company, universities, and researchers. There are no 
plans to pay you if this happens. You will not receive any financial benefit from this research.  
You will not have any property rights or ownership or financial interest in or arising from 
products or data that may result from your participation in this study. Further, you will have no 
responsibility or liability for any use that may be made of your samples or information. All 
research that uses your blood must comply with all applicable laws and policies. You will not be 
able to retrieve your donated samples from the researchers for personal use. 
 
In the future, we may occasionally ask you to provide additional information. Each time this 
happens, you can decide if you wish to provide this information. Biobank staff will not contact 
you more than twice every year (and generally much less), and such contact does not mean 
that anything has been learned about your health. We may also ask you to provide an additional 
blood sample in order to study changes in your blood over time, or because we used up the first 
sample you provided. If we ask you for another sample, you can always say no. 
 
WHAT ARE THE POSSIBLE RISKS?  
The risks of drawing blood include pain, bruising, or infection at the site of the needle stick. 
These are the same risks you face any time you have a blood test.  
 
We will make every effort to keep your data confidential; however, there is a risk that someone 
could get access to these data, including genetic information obtained from your blood samples, 
and attempt to trace these data back to you. Since some genetic variations can help to predict 
future health problems for you and your relatives, this information might be of interest to health 
care providers, life insurance companies, and others. However, Federal and State laws provide 
some protections against discrimination based on genetic information. For example, the Genetic 
Information Nondiscrimination Act (GINA) makes it illegal for health insurance companies, group 
health plans, and most employers to discriminate against you based on your genetic 
information. However, it does not prevent companies that sell life insurance, disability insurance, 
or long-term care insurance from using genetic information as a reason to deny coverage or set 
premiums. This risk may grow in the future if people come up with new ways of tracing 
information. We believe the chance these things will happen is very small, but we cannot make 
guarantees.  
 
 
HOW WILL INFORMATION ABOUT ME BE KEPT PRIVATE?  
 
Your privacy is very important to us and we will make every effort to protect it. Here are just a 
few of the steps we will take: 
 

• The Biobank will be located in a secure building that requires multiple forms of 
identification to be accessed. 
 
• In the Biobank, to protect your privacy, your information is identified by a unique number 
that does not link your name or other identifying information directly to you. 
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• Only a few of the Biobank staff will have access to the list of unique identification 
numbers and they sign an agreement to keep your identity a secret. 
 
• Researchers who study your sample and information will not know who you are. 
 
• We will not give information that identifies you to anyone, except if required by law. 

 
WHAT ARE THE POSSIBLE BENEFITS?  
You will not get a direct benefit from taking part in the REDUCE Study Biobank. The main 
reason you may want to take part is to help researchers make discoveries that might help 
people in the future. 
 
ARE THERE ANY COSTS OR PAYMENTS?  

There are no costs to you or your insurance. You will not be paid for taking part. If any of the 
research leads to new tests, drugs, or other commercial products, you will not share in any 
profits. 
 
WILL I FIND OUT THE RESULTS OF THE RESEARCH?  
You should not expect to get individual results from research done using your Biobank sample. 
We will offer to tell you something we discover only if it is about a disease that is likely to cause 
early death if not treated.  
 
HOW LONG WILL MY SAMPLE AND INFORMATION BE KEPT IN THE BIOBANK? 
The Biobank is a resource meant to serve doctors and researchers working to cure diseases for 
years, and there are no plans for it to end. You can withdraw your consent for research on your 
stored sample at any time you want. If you withdraw consent, the sample will be discarded but 
investigators may keep using information already obtained from your sample and your personal 
medical information.  
 
WHAT ARE MY OPTIONS?  
You can take part in this Biobank or not. This above information is meant to help you decide. Be 
sure to ask us as many questions as you want. No matter what you decide, now or in the future, 
it will not affect your medical care or your participation in the REDUCE trial. Storage of blood 
samples is not a requirement for the REDUCE trial. 
 
 
 
____ Yes, I agree to participate in the REDUCE Study Biobank.  
 
____ No, I do not agree. 
 
_________________________________________________________________ 
Signature of Participant/Legally Authorized Representative         Date 
 
___________________________ 
Print Name 
 
_________________________________________________________________ 
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Signature of Person Obtaining Consent     Date    
 
__________________________ 
Print Name 
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