



     

     

     

Consent for Use of Your Specimens and 

Health and/or Genetic Information for Research
Draft October 14, 2008
What are Human Specimens?
Human specimens are samples collected by a doctor, lab technician, or other health care provider.  They include:

· Tissues and cells that come from tissues like skin, bones, hair, ligaments, arteries and veins
· Organs or parts of organs like kidneys or lungs
· Blood and bodily fluids like saliva, and urine 
Where do human specimens come from?

They are collected:

· During routine medical care (diagnostic and treatment procedures), or 

· When people agree to take part in research studies.

They might be collected for blood tests, biopsies, surgery or other tests or procedures.  A doctor or other health professional will remove some specimens for the tests, treatment, or research. 

Before reviewing this document, you agreed to:

· Have tests to see if you have cancer or are at risk for cancer
; or

· Have specimens removed as part of your treatment or for donation to research.  
Specimens collected during routine diagnosis and treatment are used first to help plan your care.  Often some are left over.  If not used for research, they might be discarded.  

Why are specimens needed for research?  What kind of research might be done?
Instead of letting the leftover specimens be discarded, Repository would like to keep some for future research.  (Even if you don’t have cancer, your specimens still may be helpful.)
 Repository also would like to collect some specimens that are not needed for your regular care specifically to be used for research.
  People who are trained to handle tissue and protect a donor’s rights and welfare make sure Repository follows the laws and standards that govern specimen research.  Your doctor does not work for Repository but has agreed to help collect specimens from many patients with their permission.

Research with human specimens can help us find out more about diseases like cancer and how to prevent, detect, and treat them.  Research using human specimens can also answer other health questions like:

· What causes diabetes or heart disease?

· Are Alzheimer’s disease or other medical disorders inherited?

· What treatments work best, and for whom?

Many different kinds of studies use human specimens.  Some researchers develop new ways to prevent, diagnose, or treat diseases.  Some of the research may help to develop new products like tests and drugs. 
In some cases, researchers may want to use specimens to study how DNA and genes cause disease or make people respond to medicine in different ways.  This is called genomic research.  Genomic research may involve analyzing your DNA and sharing this information with other scientists over the World Wide Web.  This is so scientists across the country can better work together to cure disease.  DNA is the material in your body’s cells (genes) that passes on characteristics from one generation to the next (like hair and eye color).  Specimens may be used for studies currently in progress and they may be used for studies that might be conducted years from now, depending on the choices you make below.  Future studies that may use your specimens and health information are unknown.
How do researchers get the specimens?

Researchers from universities, hospitals, and other health organizations including private companies conduct research, including genomic research, using human specimens and/or data about the specimens.  They contact Repository and request samples for their studies.  Data obtained from the specimens might be sent along with the specimens or in place of the specimens.  Repository reviews the way these studies will be done, and decides if any of the samples can be used and should be given to the researchers.  Repository gets the specimens directly from you or your health care providers, and sends the samples to the researcher.  Repository will not send your name, address, phone number, social security number, or any other identifying information to the researcher, unless you give your permission. 


Will I find out the results of research using my specimens? 

Reports about tests done with your specimens for research will not be given to you or your doctor until this study ends
.  These reports will not be put in your health record.
  This is because research can take a long time and must use specimens from many people before results are known.  These results may not be ready for many years.  Although they may not affect your care right now, they may be helpful to people like you in the future.

Do researchers need information from my health records?  If so, why?

Yes, in order to do research with your specimens, researchers may need to know some things about you.  (For example: Are you male or female?  What is your race or ethnic group?  How old are you?  Have you ever smoked?  What is your diagnosis?  What treatments did you have?  Do you have a family history of cancer?)  This helps researchers link their research results and their meaning to different aspects of human disease and the effects of treatment.  When researchers get the specimens, they may also get this health information about you if you agree to share it.

Where will Repository get the information?
This information is collected by health care providers (for example, hospitals, doctors, imaging centers) from your health records and sent to Repository for processing and storage.

Where will the information go?

Depending on the choices you make at the end of this form, your information might be:

· Kept for cancer research

· Kept for research about other illnesses and health conditions

· Used to contact you later to see if you want to take part in another research study

· Given to other researchers involved in these projects

For example, your information might be shared with cancer researchers through the National Cancer Institute’s (NCI) cancer Biomedical Informatics Grid® (caBIG®) project (https://cabig.nci.nih.gov/).  NCI has launched the project to speed research discoveries and improve patient outcomes.  This is done by linking cancer researchers, physicians and patients.  It is hoped that one day, caBIG® and similar projects will lead to “personalized medicine” – using a person’s genetic information to choose the diagnostic tools, medicines, and prevention strategies most likely to work for him/her. 

Will my name be attached to the information that is given to the researcher?

Your name, address, phone number and anything else that could directly identify you will be removed before any research specimens go to researchers, unless you agree to the release of this type of information. 

How could the information be used to harm me or my family?

Many people worry that insurance companies or employers may use their health information against them or their families.  (The results of genetic tests may apply not only to the patient or research participant but also to their family members.)  For example, insurers may refuse to insure patients with certain conditions or employers may not hire candidates with a certain illness (such as AIDS or cancer) or whose genetic makeup means they are more likely to develop a disease or suffer injury.  These things have happened to some people, but it is not clear they have happened to a lot of people.  The risk is small.  The Genetic Information Nondiscrimination Act (GINA) and other laws and regulations protect Americans against discrimination based on their genetic information when they are trying to get health insurance or a job.

How is my health information protected?

Repository and the researchers who receive, use, or disclose your records will be careful to prevent misuse.  They are trained to protect people’s privacy and have taken steps to secure their offices and computers so that only authorized people have access to your health information.  For example, your name, address, phone number and other identifying information will be taken off anything associated with your specimens before they are given to researchers, unless you give us permission to disclose this type of information.  This would make it very difficult for any research results to be linked to you or your family.  Also, people who are not involved in the research (for example, insurers in most cases or employers) will not have access to research results about any one person.  Insurers who pay for research tests or procedures may have access to results directly from your health care provider.


Could anyone else get my information?
Yes.  Officials who monitor research to make sure it is done correctly may have access to your records.  For example, if your information is used to help develop drugs, devices, or other medical products, the federal Food and Drug Administration (FDA) may have access to your information.  If you agree to take part in a project that is funded by a government agency or private company, the project sponsor may also have access to your information. 
What are the risks of taking part in the research?
There is a risk that your information could be released to the wrong people and used against you.  This risk and the steps Repository takes to avoid them are described above.  


What are the possible benefits of specimen research?
· Learning more about what causes cancer and other diseases
· Learning how to prevent and treat cancer and other diseases.  

Even though you may not directly benefit from this research, your specimens and specimens from other patients may provide information that health care providers can use to help others in the future.  

Will I be paid or be given anything for allowing my specimens and related health information to be used for research?  

No.  Any specimens and information you donate to Repository will be used only for research and will not be sold.  Repository may charge researchers for the costs of collecting, storing, and transferring the specimens.  

Research using your specimens and information may help develop new products that could be patented and licensed.  The researchers, sponsors and others might sell and be compensated for these products.  There are no plans to compensate you if this occurs.


Other things to think about

The choice to donate to Repository excess specimens not needed for your regular care or research specimens, and your related health information is yours.  No matter what you decide to do, it will not affect your regular care.
If you decide now that your specimens and health information can be kept for research, you can change your mind at any time.  Just contact Repository and let them know that you want to end your part in the research.  Then any specimens that remain will be destroyed or deidentified.  Otherwise, your permission to let Repository use the specimens and information for research will not expire.

Where can I get more information about my rights as a research participant? 
     

Making Your Choice

Please read each sentence below and think about your choice. After reading each sentence, check the appropriate box.  No matter what you decide to do, it will not affect your care and will not affect your ability to participate in any clinical trials.  If you have any questions, please talk to your doctor or nurse, or call:      
.

1. My specimens and health information may be kept:

For use in research, including genomic research, to learn about, prevent, or treat cancer.

 FORMCHECKBOX 
  Yes           FORMCHECKBOX 
  No

For use in research, including genomic research, to learn about, prevent or treat other health problems (for example: diabetes, Alzheimer’s disease, or heart disease).

 FORMCHECKBOX 
  Yes           FORMCHECKBOX 
  No
2.
Information about my medical history and health care:


Choose one:


 FORMCHECKBOX 

May not identify me directly.

 FORMCHECKBOX 

May be kept in a way that does identify me, as long as the research is governed by an ethics board and the researchers have agreed to comply with federal and applicable state health privacy and security regulations.

May include:

	Genetic testing or results found in my medical record
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

	Serious communicable disease (e.g., hepatitis, STDs, HIV/AIDS) testing, results, or treatment
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

	Mental health testing, results, or treatment 
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

	Substance abuse treatment
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No


3.
Someone from Repository may contact me in the future to ask me to take part in more research.

 FORMCHECKBOX 
  Yes           FORMCHECKBOX 
  No

Please sign your name here after you check your answers above.

Signature: 

Date: 


Relationship to Participant:
 FORMCHECKBOX 
 Subject/Self    FORMCHECKBOX 
 Legally Authorized Representative (specify): 

If the participant was unable to sign personally, give the reason:

 FORMCHECKBOX 
 Minor/Child   
 FORMCHECKBOX 
 Legally Incompetent    FORMCHECKBOX 
 Decisionally Impaired (specify how/why): 



��Name of repository.


�Address


�Contact information.


� This may vary from institution to institution and situation to situation – it depends on context, but it might not always be for this purpose.


��This is necessary only if excess specimens are being collected.


��This is necessary only if research-only collections will occur via this consent.  In this case, the risks section below must describe the risks of the medically unnecessary resection/removal.


��This will not always be true as tissue banks are sometimes local institutional banks and not separate “honest brokers”.  The sentence should be deleted where not applicable.


��Where the tissue bank is maintained by the same institution that is providing the patient care, this language will need to change. 


��If the project is not governed by HIPAA, then, absent institutional policies to the contrary, an IRB may permit the researchers to withhold results indefinitely or forever.  If the project is governed by HIPAA, the latest results may be shared is at the end of the study. 


��Either or both statements may be inaccurate at some institutions.


�If the repository collects data directly from participants (e.g., via survey), say so here.


��This language can be strengthened with a COC.  COCs have been denied to some researchers engaged in “secondary” data collection.  DSIC is exploring whether and how we can extend COC protections to data exchanges facilitated via caGrid.


��For a collection protocol, add language here to describe any additional risks inherent in research-only procedures such as imaging tests or biopsies or other specimen collections. 


��This language sometimes is changed locally by institutions depending on their interpretations of Common Rule or other legal/ethical withdrawal requirements.  


��Add desired websites and/or phone numbers here.


��Provide relevant names and contact information.  This usually includes both PI and IRB contact information and at some institutions may also include privacy officer and/or compliance officer contact information.


�If appropriate based on the age of the child, an assent document may need to be used in conjunction with the informed consent document.
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