BIOBANK TEMPLATE

INSTRUCTIONS

Biobank Template. This template may be used for any stand alone biobank that is being established independent of an IRB-approved interventional study. It will guide you through writing the consent form. 

The template has been designed to meet all Federal, State and HIPAA requirements.  Do not change the language in the template except in the places noted here: 
· The template assumes that you are banking blood. Please revise accordingly if you are banking other specimens (e.g., saliva, cheek swabs, etc.).

· The template assumes that you will maintain a linking code between the samples/data and the subjects’ identity.  Contact the IRB for guidance on adapting the consent document document if you are planning to create a completely deidentified biobank.  You will have to make appropriate changes to the following sections: “What is involved?”, “Will I receive my genetic results…”, “What are the risks”, “How will my privacy be protected?” and “What if I change my mind?”.
· Other sections that require adaptation are marked by comments
 or boldface brackets [like this].
· If you are collecting additional blood samples, please adapt the language to reflect your collection methods.
· If you are NOT linking the samples to the medical records, please remove the medical record language.
Instructions for use of the template. 

· DELETE THE INSTRUCTION PAGE BEFORE SUBMITTING THE CONSENT DOCUMENT TO THE IRB.

· DO NOT ADJUST THE MARGINS OF THE CONSENT TEMPLATE. 

· For new studies, use the most updated version of the consent template available on the IRB website. 

· Instructions within the template appear as comment bubbles.  If the complete text of the instructions does not appear, click on the 
· Comment bubbles will not appear in the IRB-stamped document and may be left in the document.
· The places you must insert your own study-specific language are in bolded in brackets [like this]. 

ALBERT EINSTEIN COLLEGE OF MEDICINE

MONTEFIORE MEDICAL CENTER
BIOBANK CONSENT AND HIPAA AUTHORIZATION FORM

Montefiore Medical Center and Albert Einstein College of Medicine work together to do medical research. We look for new and improved ways to prevent and treat disease. You are invited to participate in these efforts through a biobank called [name of biobank]. 
What is a biobank?

A biobank is a collection of health information and human specimens, such as blood
. Scientists use the information and samples to do medical research.

What research will be done?


The goal of this biobank is to learn more about [insert the general goal of the biobank]. Blood 
that is stored in the biobank will be provided to researchers to study ways to prevent, treat or diagnose illness. Such studies will be designed and conducted in the future, and cannot be specifically described now. Some of these studies may include genetic research. Genetic research may show that a person has an inherited risk of getting cancer or other diseases. 
Nearly every cell in the human body (from your skin to your blood to your saliva) contains a complete set of your DNA.  This set of DNA, or operating instructions for everything from your hair color to your predisposition to disease, is known as your genome.  Researchers will be mapping out your genome and then searching that genome for mutations (changes) or additions.  These changes and additions can be inherited from your parents or can occur randomly.

You should not expect to receive genetic or other test results. We will not be conducting standard tests to evaluate your health. Researchers must study samples from many people over many years before they know if the results have meaning. In the rare event that we discover something that may help you prevent or treat a serious illness, we may try to locate you and offer you the information.

What is involved?


When your doctor orders tests to diagnose or treat your health condition, there may be leftover samples. We would like your permission to store and study any leftover samples. 
We
 would [also] 
like to obtain an additional 
blood 
sample from you. When we take the blood sample the skin on your arm will be cleaned with alcohol. We will insert a needle into your arm and take 1-2 tubes of blood (about 1-2 teaspoons). Whenever possible, we will take this blood when other blood is being taken, so we do not have to do a new blood draw. 

There is no cost to you for participating.
 


The blood 
sample will be given a code number. Your name will not be used on your samples. The sample will be linked to your medical records.
 The only people who will have access to your research records are members of the authorized research team(s). Your name and medical information about you may be given to others, if required by law. If you agree to take part in the biobank, some of your coded genetic and health information may be placed into one or more scientific databases. These may include databases maintained by the federal government. Medical information may relate to sensitive health conditions, including but not limited to genetic (inherited) diseases, mental health conditions (but not psychotherapy notes), alcohol or drug use problems, HIV and/or AIDS status.
Why should I participate? What are the benefits?

With more blood 
samples, scientists are better able to look for new ways to prevent, diagnose, or treat illness. While the results will not directly benefit you, your participation may help people in the future.
Will I receive my genetic results or information about my health?


You should not expect to receive genetic or other test results. We will not be conducting standard tests to evaluate your health. Researchers must study samples from many people over many years before they know if the results have meaning. In the rare event that we discover something that may help you prevent or treat a serious illness, we may try to locate you and offer you the information. 

What are the risks?


In the rare event that something is discovered which may be helpful for you to know, the information may cause you or your family anxiety. It may also affect your efforts to obtain private life, long-term care or disability insurance. In that rare event, you would be offered genetic counseling to assist you in addressing those risks.
How will my privacy be protected?

We have strict policies and security procedures to protect your privacy. Your information will be given a code number and will be separated from your name. Access to your name will be limited to authorized staff. All information will be kept in a secure manner and computer records will be password protected. 

The only people who have access to your research records are members of the research team, organizations which fund or support the research team
 and organizations that are responsible for reviewing research (the Einstein IRB, the Office for Human Research Protections [if relevant: and the US Food and Drug Administration]). Some people who receive your health information may not be required by privacy laws to protect it and may share your information with others without your permission, if permitted by laws governing them. All of these groups have been asked to keep your information confidential.
As a way to protect your privacy, we have obtained a Certificate of Confidentiality from the National Institutes of Health, which is funding this study.  If information from this study were requested or subpoenaed by government agencies or the courts, we would use the Certificate to attempt to legally refuse to provide that information.  These requests are rare – in only a few cases did researchers have to use the Certificate, and it was honored most of the time, but not every time. There are several kinds of situations to which the Certificate does not apply. For example, we are still required to report child abuse and some diseases, and we must make data available to the government for review or evaluation of our research. The Certificate does not prevent you or a member of your family from voluntarily sharing information. Similarly, if an insurer, employer, or other person obtains your written consent to receive research information, then the researchers may not use the Certificate to withhold that information.

What if I change my mind? 

You simply need to let us know.. If you remove your consent, your samples and information will not be used in the future. Any sample or information that was already entered into a study will not be removed. If you wish to remove your consent for future studies, please call XX 
at: ####. 
 She/he
 will tell you how to write to her/him
 in order to remove your consent. If you do not remove your consent, your samples will stay in the Biobank as long as they are useful for research. Your samples may be kept and your medical records may be reviewed
 for a long time, perhaps longer than 50 years.
What else do I need to know?


Your medical care or health insurance coverage will not be affected if you choose not to participate, or if you change your mind.

Some researchers may develop tests, treatments or products that are worth money. You will not receive payment of any kind for your sample or for any tests, treatments, products or other things of value that may result from the research. We may contact you in the future with information that may interest you or your family, or if we need updated information about you.
	Who is in charge of the biobank?

Dr. XX

You can ask questions about the Biobank or update your contact information by calling ####. 

	
	IRB Contact Information

The Institutional Review Board (IRB) of the Albert Einstein College of Medicine and Montefiore Medical Center has approved this Biobank. The IRB # is in the stamp in the upper right hand corner. 
If you have questions about your rights as a research subject or believe you have a research related injury contact the IRB office at: 718-430-2253, by e-mail at irb@einstein.yu.edu, or mail: Einstein IRB, Albert Einstein College of Medicine, 1300 Morris Park Ave., Belfer Bldg Rm 1002, Bronx, New York 10461 

	Support for this biobank is provided by [insert sponsor’s name].

	
	


Your Consent Choice: 


You are free to decide not to participate. If you wish to participate, please sign below.

I GIVE CONSENT for my medical information and my blood sample to be stored and used for future research. 

	

	_____________________
	___________________________________
	_________

	Printed name of participant
	Signature of participant
	Date


	_________________________
	__________________________________________
	___________

	Printed name of the person conducting the consent process
	Signature
	Date


…








�These sections are noted in comment bubles.


�This template assumes that you will be collecting blood samples. Adapt the text if you are collecting other types of samples (e.g. tissue, saliva, etc.). 


�This template assumes that you will be collecting blood samples. Adapt the text if you are collecting other types of samples (e.g. tissue, saliva, etc.).


�GENOME SEQUENCING LANGUAGE - DELETE IF NOT APPLICABLE


�If you are collecting additional samples, adapt the language in this paragraph to accurately reflect how you are collecting your samples.


�Delete [also] if appropriate.


�Delete additional if appropriate (and change “an” to “a”).


�This template assumes that you will be collecting blood samples. Adapt the text if you are collecting other types of samples (e.g. tissue, saliva, etc.). Adapt the text of this paragraph as appropriate.


�Choose one or both of these options if appropriate.  Paragraphs may be combined to create a 2 page consent (including paragraph below about costs).


�Revise as appropriate.


�This template assumes that you will be collecting blood samples. Adapt the text if you are collecting other types of samples (e.g. tissue, saliva, etc.).


�DELETE IF NOT APPLICABLE.


�This template assumes that you will be collecting blood samples. Adapt the text if you are collecting other types of samples (e.g. tissue, saliva, etc.).


�If organizations outside of Einstein/Montefiore are involved in the creation/maintenance of the biobank, list them parenthically here.


�Required for NIH-funded studies. DELETE IF NOT APPLICABLE.


�Insert name of PI


�Insert PI’s telephone number.


�Choose one.


�Choose one.


�DELETE IF NOT APPLICABLE


�Insert PI’s name.


�Insert phone number.


�DELETE IF NOT APPLICABLE.


�Date must be provided by the subject at the time of consent.
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