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Group Banking Committee Informed Consent Template (for specimen banking and human specimen research) 

Please read this form and ask about anything that is not clear to you. This is part of the informed consent process for research.  This is to inform you of the possible risks, benefits, and limits of giving your samples for research.

___________________________________________________________________________

You are being asked to give some of your samples (called specimens) and related information to be used for research. This may help researchers learn more about how to prevent, find and treat cancer and other diseases. 
The choice to have your samples stored for future research is up to you.  No matter what you decide, it will not affect your medical care. [If applicable add: It will not affect whether you take part in other studies.]

__________________________________________________________________________

What are samples and where are they stored?

A sample is any material taken from your body such as tissue, blood, urine and other fluids. If you agree, your samples will be stored for research in a Cooperative Group bank supported by the National Cancer Institute. [Optional text: If not defined adequately in the clinical consent, the term Cooperative Group could be defined here]  A Cooperative Group bank contains samples and information. Your samples are kept along with those from other people in this bank. Researchers then ask for samples from the bank to study them.

What information will be collected?

Your samples will be sent to a Cooperative Group bank.  Any personal information sent with the samples to the bank is not given to researchers. The personal information is used only by the bank. Your privacy will be protected to the fullest extent possible. This will be discussed later in the section “How will information related to my samples be protected?”

Other information that might be stored for future research by [insert Cooperative Group name] includes: 

· Dates of medical procedures 

· Any diagnosis and stage of your disease (if you have cancer)  

· Your age and race 

· Medical and family history 

· Treatments you had 

· How you responded to treatments 

What will happen to my samples if I agree to give them for research?

Your samples will be stored in a Cooperative Group bank.  The samples will be kept until they are used up or destroyed. The samples are given a code to protect your privacy before they are used. Any related information given to researchers will also be coded.  Researchers will receive the code instead of any information that might directly identify you.
· We will keep any extra samples that are left over after your procedure.  These will be used for future research. [If applicable]
· We will keep your extra samples that are left from the clinical trial you took part in for future research.   [If applicable]
· We will collect extra (name of specimen(s) e.g. blood, urine) for future research.
Specify collection details, including methods, time points, and amounts. [If applicable] [If a biopsy or other medical procedure is done solely for collection of the specimen, and this template is used as a stand-alone consent form, the required elements of compensation and treatment available to the subject in the event of study-related injury should be provided below]
Your samples may be helpful to research whether you do or do not have cancer.  [If applicable]

You or your doctor will not be given reports or other information about the research that uses your samples.  This information will not be put into your health record. Results may be used for future research.

You will not be named or identified by other personal information if any results are published.  Most publications contain results from many patients.

Your samples and related information will be used only for research and will not be sold.  It is possible that research may help to create new products or treatments.  If this should happen, you will not be paid. 
Some of the coded research information may be sent to a central database.  The information will continue to be made available for approved research.  Your name or contact information will not be put in the database. 

What kind of research will be done with my samples?

Many types of research use normal or diseased (cancerous) samples.  Researchers can study proteins, RNA and DNA (genes).  The study of genes (DNA) is often called genetic research.    

Your samples may be looked at:  

· To see if a trait is passed down in families from one generation to the next (inherited).  This type of research may help to explain why some cancers run in families or why some people have side effects of treatment while others do not.  This is often studied through blood cells and DNA (genes).

· To learn about changes in the body that happen after you were born (non-inherited).  For example, being in the sun too much can cause changes in cells that lead to skin cancer. 

Will it help me if I give my samples for research? 

Using your samples for research will probably not help you.  We do hope the research results will help people in the future. The best way to prevent, find or treat cancer and other diseases is by studying human samples and data.

What are the risks of giving my samples for research? 

· There can be mild pain, or some bleeding or bruising when blood is drawn. Rarely, an infection can happen where the needle was placed.  Feeling dizzy or fainting can also happen, but may only last a few minutes after blood is drawn. [Use this section if blood is drawn for research only.]
[Insert relevant risk language if biopsy or other procedures are performed for research only.]
· There can be a risk in knowing genetic information.  New health information about inherited traits that might affect you or your blood relatives could be found during a research study. Even though your genes are unique, you share some of the same genes with your blood relatives.  
Although we are not able to know all of the risks from taking part in research on inherited traits, we believe that the risks to you and your family are very low, because your samples will be coded. [Remove the wording regarding coding if not applicable to the specific protocol.].  Research results will not be returned to you or your doctor.

· Very rarely health or genetic information could be misused by employers, insurance companies, and others. For example, life insurance companies may charge a higher rate based on this information. 
Some states have laws to protect against genetic discrimination [list appropriate state information if your state has such laws]. A new federal law called the Genetic Information Non-Discrimination Act, or GINA is in effect.  This law helps to lower the risk of health insurance or employment discrimination.  The law does not include other types of misuse by life insurance, disability, or long term care insurance. To learn more about the GINA Law, please ask the study staff or check the Internet.  
The chance that your information could be misused is very small. We have many protections in place to lower this risk. See the next section, “How will the information related to your samples be protected?” Your privacy will be protected to the fullest extent possible.

[Insert possible risks associated with NIH data sharing policies. Examples include genome wide association studies and caBIG initiatives. There may be others in the future.]

How will information related to my samples be protected? 

We have many ways to protect the information related to your samples:

1. Your samples and information receive a unique code. Researchers only receive coded samples and information, and will not be able to link the code to you. Only approved people in the [insert Cooperative Group name] can match you to the code on your samples and related information. 

2. Strict security safeguards are in place to reduce the chance of misuse or unplanned release of information. Steps we take include [the bank or stats office needs to fill in the safeguards here including firewalls, password protected access to databases and password protected access to freezers that contain samples].  

3. Before samples are given to researchers, studies are reviewed for the quality of the science and for patient protection. Records from research studies can be reviewed by the Cooperative Group, by the sponsor, and by government agencies.  This is to make sure the research follows the rules of the Cooperative Group and state or federal laws.

4. Research results will not be returned to you or your doctor. If research results are published, your name and other personal information will not be given.
5. [Insert relevant cooperative group language about Certificate of Confidentiality (if applicable).  If cooperative group has a Certificate of Confidentiality, but no template language, then we recommend use of the following:
{Insert Cooperative Group name} also has a Certificate of Confidentiality from the U.S. Department of Health and Human Services.  The Certificate protects against the forced release of personal information from the Cooperative Group bank or database.  

What this means is that {Insert Cooperative Group name} cannot be forced to disclose your identity to any third party. It is possible that for some legal proceedings, the Certificate of Confidentiality could be over-ridden by a court of law.]
Making your choice

The choice to take part is up to you. You may choose not to let us store and use your samples. If you decide not to let us store and use your samples, it will not affect your care.  You may also take part in other research studies.

To learn more, ask the study staff for the booklet called “Giving Samples for Research" or visit http://www.cancer.gov. You may want to read the section “What types of research use samples?”  [If approved by IRB also include “Patient Information Brochure” in this statement.]

If you decide that your samples can be kept, you may change your mind at any time. Contact the study staff and let them know that you do not want your samples used for research [Insert contact number]. Then, any sample that remains in the bank will no longer be used.  Samples or related information that have already been given to or used by researchers cannot be returned or destroyed.

Thank you for considering whether to allow your samples to be banked for future research.

1. My coded samples and related coded information may be kept for use in future 

research to learn about, prevent, find or treat cancer.  This may also include research on inherited traits (genes passed on in families). 


  
Yes 
No


2. My coded samples and related coded information may be kept for use in future 

research to learn about, prevent, find or treat other health problems (for example: diabetes, Alzheimer's disease, or heart disease). This may also include research on inherited traits (genes passed on in families).
Yes
No
3. Someone from my hospital or [insert Cooperative Group name] may contact me in the 

future to ask me to take part in more research.


Yes
No

Your signature below shows that you read, or had someone read the informed consent to you. It also shows that you had the opportunity to ask any questions and have had them answered to your satisfaction. 


For questions about this study or if you have an injury while samples are collected, please talk to [insert individual staff name] your study staff.   

For questions about your rights as a person taking part in a study, contact the Institutional Review Board at [insert IRB contact information].

You will receive a copy of the consent form.

Your Signature: 
Date: 
Signature of Person who discussed
this Consent form with you: 
Date: [If needed, revise this statement to meet cooperative group guidelines.]

[For patients under legal age, signature of parent or guardian with assent from child (if applicable) should be included.]
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