More Information About Giving Samples for Research

Allowing your samples to be studied may help researchers find new and better treatments for cancer and other health conditions.

The choice is up to you.
	Box 1/Research Example:

Researchers studied thousands of breast cancer samples.  They found that 1 in 4 breast cancers carried extra copies of a gene called HER2. This type of breast cancer is known as HER2-positive.

Next, scientists made a test to find HER2-positive breast cancer cells in women.  Then, they made a treatment to attack those cells. The treatment has helped women with this type of breast cancer live longer. This success story was only possible because thousands of women gave their samples for research. 



Researchers use samples to look for better ways to prevent, find or treat cancer and other diseases.
This brochure explains
· What samples are
· Why they are important for research
· What sample banking is
· Who benefits from this research 
What are samples?

Samples come from our bodies and can include:
· Blood, spit (called saliva), and urine

· Tissue (or a group of cells) from a tumor or healthy tissue taken during surgery 
· Normal and diseased cells

· Other body materials like skin, bone, hair, and nails
· DNA (genes) and proteins taken from samples 
Samples, such as blood or tissue, are often taken during tests that check for illness.  Tests like these are part of your care and have nothing to do with research.  Even if you are healthy or do not have cancer, your samples can be useful.  
Giving your samples means that they are only used for research.  They are not used in organ transplants or blood transfusions. 

Why do researchers use samples? 

One of the main ways to find, treat or prevent disease is by studying samples.
Samples help researchers: 
· Learn how cells work

· Find the causes or signs of cancer or other illness
· Make new drugs and tests

· Find “markers” or signs about who will respond to treatment   (See Box 1).
· Tell if a type of treatment is likely to work  

Some tests and treatments being used today came from studying samples people gave in the past (See Box 1).  What we learn from studying your samples may improve care in the years ahead.

The study of  genes (DNA) is often called genetic research.  Some genetic research studies traits that can be passed on (called inherited traits) in families.  These traits are in the DNA in cells, like those in your blood or from your cheek, and can be studied.  Researchers want to know:
· Who is at risk for getting cancer and why?
· Who may have more side effects from a treatment (See Box 2)?
· How does cancer affect different ethnic or age groups?  Why are some groups more likely to get certain types of cancer?
If you agree, your samples may be used for these kinds of research or to study diseases other than cancer such as diabetes or heart disease. You can choose how your samples will be used.  
The choices are listed at the end of this brochure. 

	Box 2/Research Example:
Some people have bad reactions to certain drugs. This is usually written in the patient’s medical record and can be very helpful answering some research questions. For example, researchers who look at DNA from normal cells try to find a pattern to predict who might have a bad reaction.  If a pattern is found, then future patients could be tested.  People who have the pattern would not be treated with those drugs. 



How are research samples collected?

Samples are collected for research in two ways:

1. Samples that are left from a procedure

· Your doctor uses some samples for your care to find and treat your condition. Sometimes samples are leftover and can be used for research.  Only samples that are no longer needed for your care would be used for research.

2. Extra samples may be taken to study for  research
· For example, an extra tube of blood may be taken at certain times, or extra body fluids or tissue may be taken just for research.
Is there other information that is given with my samples? 
Information from your medical record may be looked at with your samples (See Box 2).  This is called “related information.” 
This may include:

· Age, gender, race, height and weight

· Medical history, like history of high blood pressure

· Family history, like history of cancer
· Smoking history

· Diagnosis of cancer or another illness
· Treatments you had, and how you responded to treatment
This information is stored in a protected database.  A database is a library of information in a computer.
What happens to my samples and related information after they are collected?

Samples are stored safely in a bank. If you agree, your samples will be sent there. Sometimes the samples are not used for a few years, while at other times they are used right away. 
Your samples are given a code by the bank so that your personal information (such as name, address, Social Security number) is not released.  This is done to protect your identity. Only this code is given to researchers.
Just as a library is full of books, the bank is full of samples and related information.  Your samples are kept along with those from other people. Researchers ask to take samples from the bank for their studies.  Each study is checked to be sure that it is of high quality, and is done in an ethical way.  Only approved medical researchers such as doctors, scientists in universities, or researchers who work in companies that make new drugs or tests can use samples. The researchers can be from the United States or another country. The study must go through a strict review and be approved.

Once approved, the requested samples and information can be used for a research study.  You will not be told when your samples are used in a research study, even if they are used up.
How is my information protected?
Your privacy is our main concern.  Cooperative Group banks that store samples follow federal rules and laws to protect privacy.  Cooperative Group banks are sponsored by the National Cancer Institute (NCI).
Your samples and information given to researchers will not have your name or any other personal information on them. All of your research records will be kept in secure files.  Your name will not be placed on any research results. Everything is given a code, and only this code is given out. We will not give any researcher access to your identity.  The risk of your privacy being violated is very low.
Every NCI-sponsored bank must have a plan in place for how the bank will work and how patient privacy will be protected.  A special committee, called an Institutional Review Board (IRB), approves the plans and looks at the risk to people who might supply samples for research.
The bank’s approved plan to the IRB explains: 
· How samples are collected and linked to your information
· Samples and related information are collected from your hospital or clinic and sent to the sample bank and computer center.  Your private information is coded to protect you.
· What related information might be stored in the sample bank
· If you had a procedure (such as a biopsy or surgery), information related to it, such as the date you had it, the diagnosis and other descriptions about the sample (size, etc.) might be stored.
· How your information is protected and kept confidential

· Any information is given out in coded form. Research results will not be put into your medical record and will not be given to you or your doctor.  If research results are published, you will not be listed by name or by any other personal information. Most publications will contain results from many patients’ samples.
· How the bank protects its computer files from non-approved people

· The bank’s computer files are protected by limiting access to a small group of approved people with secure passwords. These approved people agree in writing not to release private information.  

What are the risks to me if I give my samples to research?

Any time blood is taken, you may get a bruise. You will also be told about any other risks before having a medical procedure, such as a biopsy or surgery. 

There are very few risks to you if your samples and data are used for research.  The greatest risk is the misuse of information from your health records. The chance that your information would be wrongly released or misused is very small because results are not reported back to you or your doctor, and your sample is coded, as explained earlier.  Yet, there is no guarantee to total privacy.  See the Informed Consent Form for more details on risk, including the use of your samples for genetic research, and discrimination.
Coded data from some research studies that use samples could be put into secure Internet databases that can be shared by other approved researchers.  This could include genetic data.  Current safety rules are followed to safeguard your privacy.
Cooperative Group banks protect your information from getting into the hands of people who are not approved, so the chance of these personal facts being given to someone else is very small. We believe the risks to you and your family is very low, but as technology advances, there may be future risks we cannot predict. 

Who benefits from sample research?
You won’t be helped now by giving your samples. We hope research with your samples helps people in the future. Giving your samples can help researchers learn more about what causes cancer and other diseases.  The samples may also help researchers learn how to prevent or treat cancers and other health conditions.
Will sample research results be given to me?

You will not get the results of any research using your samples. Research takes a long time and may not help patients for many years. Samples are also needed from many other people besides yourself before we know if the research is useful and whether the results are meaningful.
Are there any financial issues if I give my samples for research?

No. You or your insurance company will not be charged for giving samples for research. You will not be paid for your samples, or for any product that is made using your samples (such as a new test or treatment).
How do I give permission to participate?

Study staff (usually your doctor or nurse) will explain the study and talk to you about joining. Then you can decide if you want to let researchers use your samples. You will be asked to read and sign a consent form that tells:
· How your samples will be collected and used 

· How related information that is linked to your sample will be safely stored 

· What information will be given to approved researchers
· Who to contact if you would like to stop taking part in the bank and to end future research using your sample 

By signing the consent form for banking, you show that you understand the request and are willing to give samples and related information for research purposes.  It is your choice. Your decision will not affect your medical care.

Do I have a choice in how my samples and related information are used?

Yes, you do have choices in how your samples and related information will be used.  Here are the statements that will be on the consent form. 

1. My coded samples and related coded information may be kept for use in research to learn about, prevent, or treat cancer. This may also include research on inherited traits (genes passed on in families).
                         Yes            No      

Statement 1 is about allowing your samples to be used in cancer research for future studies, including DNA (genetic research) studies.
If you answer ‘yes’, cancer researchers will be able to use your samples after their studies have been approved. 
2. My coded samples and related coded information may be kept for use in research to learn about, prevent 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    
Statement 2 is about letting your samples be used for other kinds of medical research. 
If you answer ‘yes,’ researchers who study any kind of medical condition will be able to use your samples after their studies have been approved. 
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
Statement 3 is about whether or not it is okay to contact you in the future for additional research.  This could range from answering questions on a survey to being part of a clinical trial.  If you do not want to be contacted, you can circle ‘No’.

Can I change my mind?

Yes, you can change your mind about letting researchers use your samples at any time.   Your care will still be the same.  Contact the study staff who talked with you if you want to end your participation in the banking study.  This is what will happen:

· Any of your samples that remain in the bank will no longer be used for research

· Your samples will either be returned to your hospital or destroyed, depending on the kind of sample.  You will not be told when your samples are destroyed.
You will not have access to your samples and we cannot return them directly to you. 
There are some things that cannot be changed, stopped, or returned:

· Samples already given to researchers or used in research studies cannot be returned
· Research results that used your samples and related information cannot be changed or stopped
What if I have more questions?

If you have any questions, talk to your doctor or nurse, or call the contact number listed on the consent form.  You can also visit the National Cancer Institute’s web site at http://www.cancer.gov or call 1-800-4-CANCER.
Thank you for learning more about research! 
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