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	Protocol Title:      

	

	Principal Investigator:      

	

	Site Principal Investigator:      

	

	Description of Subject Population:      

	


INSTRUCTIONS: This consent form template may be used as the starting point for preparing consent forms for studies that involve the collection and storage of tissue samples that will be used by multiple researchers over time, commonly referred to as a “tissue bank or repository.”  Researchers may customize this form to address issues or procedures specific to their needs.  
Specimens collected under this consent form can be used by Partners researchers and academic or commercial collaborators for research related to a specific medical condition for which they were collected; for example, “breast cancer” or “asthma and inflammation,” or for unrelated research.  
This form also allows release of medical record numbers to other Partners investigators provided the investigators have obtained IRB approval of their own research.  It is up to the researcher to decide whether these options are desirable.

Note: Before you submit this consent form to the Partners Human Research Committee (PHRC) for review, delete the INSTRUCTION boxes AND remove BOLD FONT where you added text to replace the bracketed instructions in bold font.
Collection of Samples and Health Information for Research

About this consent form
Please read this form carefully.  It tells you important information about the collection and storage of tissue samples for research.  A member of our research team will also talk to you about taking part in this research study.  People who agree to take part in research studies are called “subjects.”  This term will be used throughout this consent form.
Partners HealthCare System is made up of Partners hospitals, health care providers, and researchers.  In the rest of this consent form, we refer to the Partners system simply as “Partners.”

If you have any questions about the research or about this form, please ask us.  Taking part in this research study is up to you.  If you decide to take part in this research study, you must sign this form to give your permission.  We will give you a signed copy of this form to keep.

INSTRUCTIONS: Include the following paragraph only if some or all of the adult subjects are incapable of providing consent and permission for their participation will be obtained from their authorized representative.  If appropriate, address whether these adults will be re-consented when able. Delete the following paragraph when all subjects are adults capable of providing consent.

Some of the people who are eligible to take part in this study may not be able to give consent to take part because of their medical condition.  Instead we will ask the person’s authorized representative to give consent.  Throughout the consent form, “you” always refers to the person who takes part in the study. 
INSTRUCTIONS: Include the following paragraph only when some of the subjects are minors (less than 18 years of age) and permission for their participation will be obtained from their parent(s)/guardian.  Delete the following paragraph when all subjects are adults.  Consider whether minors will be re-consented when they reach 18 years.

Note: If minors are less than 14, you must also prepare a Youth Assent Form.
Some of the people who are eligible to take part in this study may not be able to give consent because they are less than 18 years of age (minors).  Instead we will ask the parent or guardian of the child to give consent.  Throughout the consent form, “you” always refers to the person who takes part in the study.

What is the purpose of this research tissue bank?

The purpose of this research tissue bank is to collect, process, and store samples until researchers need them to do research.  Tissue samples in this bank will be used mainly for research on [state scope of research, e.g., breast cancer, cancer, cystic fibrosis].  Research tissue banks collect and store many types of samples, such as blood, urine or other bodily material. 
Our research tissue bank is located at [specify location by institution/city].  There is no set limit to the number of individuals who provide samples to this bank.  The more samples and health information that we can collect, the more useful the tissue bank will be for research.  

[Include name of corporate sponsor/funding agency/foundation, if any, e.g., “Sponsor/Funding Agency/Foundation is paying to have your samples processed and stored in this tissue bank”.]

What will I have to do to give samples to the tissue bank?
	INSTRUCTIONS: This section includes information that addresses the collection and storage of leftover materials after a clinically indicated procedure.  You can modify this section to accommodate the collection of dedicated samples exclusively for research; for example, drawing a blood sample or taking a skin biopsy solely for research.  Customize or revise this section as needed for your tissue bank.

Include the following information in this section, when applicable:

	· Description of study visits and procedures the research participants will undergo

· Description of any surveys/questionnaires that will be administered

· Expected time commitment for the visit(s)
If you are obtaining samples from your own patients during the performance of a clinically indicated procedure, state that the treatment decision has been made independent of this research tissue banking project.  State explicitly that the procedures/excisions are being done as part of routine medical care and would be done whether or not they give their permission for their samples to be stored in the tissue bank.  If “extra” material will be taken for research, state this, and include the amount of extra material and, when applicable, any increase in procedure time.


As part of your routine care, your doctor will obtain [specify samples to be collected, e.g., tumor, blood, urine etc, and name all that are applicable.] from you for testing.  After the tests for your medical care are completed, part of your samples may be left over.  Normally these leftover samples would be thrown away.  We are asking you to allow us to collect and store this leftover [specify samples to be collected, e.g., tumor, blood, urine etc, name all that are applicable] in a research tissue bank.  

If you agree, the leftover samples will be frozen and sent to the bank.  We are also asking for your permission to store some of your health information with your samples so that your samples will be more useful for research.  We plan to continue to review your medical record to update your health information in the tissue bank computer database.
INSTRUCTIONS: If you intend to re-contact the subject, include the statement below.   Note: We recommend that you plan and describe all proposed research uses of tissues carefully “up front” rather than proposing to re-contact subjects to inquire about new uses or “re-consenting.”  Re-contact is not prohibited, but if you expect to re-contact subjects, this must be stated in the consent form.
We would also like your permission for the tissue bank staff to contact you in the future.  This could be at a medical visit or by phone to get updated information about your medical condition or health status.  
How are my samples stored?

Staff at the bank will assign your sample a code number and store it in a freezer.  They will not keep your name or other information that could identify you with your sample.  They will use the code number to connect your sample to your health information that is stored in a computer database.  The computer database is protected with a password.  Only staff at the bank will know the password.

Which researchers can use my samples and what information about me can they have?

INSTRUCTIONS: Revise this section to reflect your plans for sharing of samples.  Specify who will have access to samples in the tissue bank.  Only your research group?  Others at Partners?  Outside academic and commercial collaborators?  The norm would be to allow all of these possibilities described in the paragraphs below.  You can modify this section to be more specific or restrictive about access to samples, but then you must adhere to those restrictions.  For example, you may wish to limit identifiable use to your research group and only allow others in the institution the use of coded samples without access to the key to the code. Or, you may not wish to include commercial collaborators.  Please keep in mind that researchers outside Partners should never receive directly identifiable information or contact information.  

Your samples will be made available to researchers at MGH (Massachusetts General Hospital), BWH (Brigham and Women’s Hospital), and other Partners institutions, as well as non-Partners academic institutions.  Occasionally, your samples may be shared with for-profit companies that are working with MGH, BWH or other Partners researchers on a specific research project.  Your samples will not be sold to anyone for profit.  The tissue bank will usually provide samples with limited information that does not directly identify you.
· As described above, all of the samples stored in the bank are labeled with a code number that connects the sample to medical information related to the sample.  The key to the code that links the samples and information to a specific individual will only be available to the tissue bank staff, and will be securely stored.  
· Researchers at Partners institutions, whose studies have been approved by the hospital ethics board, may be allowed to review your medical record to collect more health information about you.  The ethics board is a group that independently reviews and watches over all research studies involving people.  The board follows state and federal laws and codes of ethics to make sure that the rights and welfare of people taking part in research studies are protected. 
· Researchers outside of MGH and BWH will not be given the key to the code that links your sample and medical information to your name or other direct identifiers.  

For what type of research will my samples be used? 
INSTRUCTIONS: The default is that both research related to the condition under study and unrelated research may be performed.  If you want to restrict use of the samples only to the condition under study and research related to that condition, you may, but those restrictions should be stated in this section of the consent form and in the section entitled “What is the purpose of this research tissue bank?”, and language permitting unrelated research should be deleted from those sections. 
Your samples and information will be used mainly to [purpose of this collection and type of research which will be performed]. The long-term goals of the research are to learn how to better understand, prevent, diagnose or treat [condition].  It is not possible to list every research project.  Also, we cannot predict all of the research questions that will be important over the next years.  As we learn more, there are new research questions and new types of research related to [condition] may be done.
INSTRUCTIONS: Delete the following sentence if the tissue will only be used for the condition under study and related research
Your samples and information may also be used for research on other conditions; for example, as comparisons to other diseases.  This could include a wide variety of conditions such as mental illness, HIV/AIDS, cancer, and others.

INSTRUCTIONS: If genetic research will be performed, briefly explain DNA and genes when they are mentioned for the first time.  See suggested language below:
We plan to do genetic research on the DNA in your tissue sample.  DNA is the material that makes up your genes.  All living things are made of cells.  Genes are the part of cells that contain the instructions which tell our bodies how to grow and work, and determine physical characteristics such as hair and eye color.  Genes are passed from parent to child. 
INSTRUCTIONS: If cell lines will be created, include the sentence below.

Your tissue sample may be used to create a living tissue sample (called a “cell line”) that can be grown in the laboratory.  This allows researchers to have an unlimited supply of your cells in the future without asking for more samples from you.  

INSTRUCTONS: If iPS cells will be created, include the paragraph below.  If cells will be used in animal models, include the last sentence, as well.

We may use the cells taken from your [specify source of cells, e.g. skin] to create a type of cell known as a pluripotent cell.  This type of cell can be used to create different types of tissue, including [specify type of cells, e.g. cardiac, muscle, etc.] cells.  Your cells might be used in research involving genetic alteration of the cells.  Your cells might be mixed with other human cells, mixed with animal cells, or grown in lab animals like mice. 
INSTRUCTIONS: If GWAS (genome-wide association studies) or large-scale gene sequencing may be performed, include the following paragraph.  Modify the information below to reflect whether the GWAS/sequencing data and/or samples will be restricted to the disease under study and related research, or can be used for unrelated research.

We may also perform a whole genome analysis on your DNA sample.  Usually researchers study just a few areas of your genetic code that are linked to a disease or condition.  In whole genome studies, all or most of your genes are analyzed and used by researchers to study links to [signify here whether the GWAS/sequencing data will be limited to the disease under study and related disorders or "many diseases or conditions"].  
INSTRUCTIONS: If the tissue/data will be sent to NIH or other tissue/data repositories, include the paragraph below:
In order to allow researchers to share test results, the National Institutes of Health (NIH) and other central repositories have developed special data (information) banks that analyze data and collect the results of whole genome studies.  These banks may also analyze and store DNA samples, as well.  These central banks will store your genetic information and samples and give them to other researchers to do more studies.  We do not think that there will be further risks to your privacy and confidentiality by sharing your samples and whole genome information with these banks.  However, we cannot predict how genetic information will be used in the future.  The samples and data will be sent with only your code number attached.  Your name or other directly identifiable information will not be given to central banks.  There are many safeguards in place to protect your information and samples while they are stored in repositories and used for research.
INSTRUCTIONS:   Delete the paragraph below if the tissue/data will only be used for the condition under study and research related to that condition.
Research using your samples and whole genome information is important for the study of virtually all diseases and conditions.  Therefore, the sample/data banks will provide study data for researchers working on any disease.
How long will my samples and information be kept?

There is no scheduled date on which your samples and information in the bank will be destroyed.  Your samples may be stored for research until they are “used up.”  
INSTRUCTIONS: If you requested establishment of cell lines, delete the second sentence and add the following sentence:
Your sample will be used to create a living tissue sample, which may be stored and used for research indefinitely. 
INSTRUCTIONS: If you did not request ongoing medical record review, the following sentence could be eliminated, but if you intend to review medical records going forward, leave this sentence in the consent form.  
The code linking your samples to your medical record may be kept indefinitely so that your samples and updated health information may be used for research in the future.  

Can I stop allowing my samples and information to be stored and used for research?
INSTRUCTIONS: If samples are stripped of all identifiers and codes that link to identifiers, delete the following paragraph and simply state that the samples and data cannot be withdrawn.
Yes.  You have a right to withdraw your permission at any time.  If you do, your samples and your information will be destroyed.  However, it will not be possible to destroy samples and information that have already been given to researchers.  If you decide to withdraw your permission, you should contact the tissue bank’s staff in writing [provide name and contact information].
Will I get results of research done using my samples? 

No.  The research we are doing is only a stepping stone in understanding [condition].  Therefore, information from this research will not be returned to you or your doctor.  Tests done for research using your samples will not be useful in directing your medical treatment.  This information will not be placed in your medical records.  
INSTRUCTIONS: If clinically useful information is expected, the answer to the question whether results of the research will be returned to the participant may be “yes” and this will require a different discussion (though the expectation is that results would be returned to the patient directly and not be placed in the medical record).  Return of patient-specific research information to subjects must be extensively discussed in the protocol and consent form.  If your group has a newsletter or other way of generally notifying subjects of research results; that could be mentioned here.  For example, you may include the following sentence.  
However, you can choose to get a newsletter that will tell you about the research studies we are doing.  This newsletter will not announce your results or anyone else’s, but it will tell you what we are learning about [condition].  We will also publish what we learn in medical journals.

What are the risks to me?

The main risk of allowing us to store and use your samples and certain limited health information for research is a potential loss of privacy.  We will protect your privacy by labeling your samples and information only with a code, and keeping the key to the code in a password protected database.  
Information that could be used to identify you will only be shared with researchers within Partners who have approval of the Partners ethics board.  Information that likely could be used to identify you will not be shared with researchers outside Partners.

INSTRUCTIONS:  Include the non-medical risks of genetic testing, if applicable.  The following language is suggested:
Genetic information that results from this study does not have medical or treatment importance at this time.  However, there is a risk that information about taking part in a genetic study may influence insurance companies and/or employers regarding your health.  To further safeguard your privacy, genetic information obtained in this study will not be placed in your medical record.  
Taking part in a genetic study may also have a negative impact on family or other relationships.  If you do not share information about taking part in this study, you will reduce this risk. 
Your doctor will explain the risks of the routine medical procedure you are having.  In some cases, your doctor will ask you to sign a separate clinical consent form that explains the risks of the procedure.  Allowing your samples to be placed in the bank will not change the risks of the medical procedure itself.  

INSTRUCTIONS: If you will be taking or doing anything extra, e.g., blood draws, extra biopsy samples, the risks should be specified here.
If I take part in this research tissue bank, how will you protect my privacy?
During this research, identifiable information about your health will be collected with your samples and from your medical records or other updates and will be stored, used, and shared with researchers as explained above.  In the rest of this section, we refer to this information simply as “health information”.  In general, under federal law, health information is private.  However, there are exceptions to this rule, and you should know that the following people or groups may be able to see, use, and share your health information from the research and why they may need to do so:
· The sponsor(s) of this tissue bank, if any, and the people or groups it hires to help with the bank
· The Partners ethics board that oversees the project and the Partners research quality improvement programs.

· People from organizations that provide independent accreditation and oversight of hospitals and research

· People or organizations that we hire to do work for us, such as data storage companies, insurers, and lawyers

· Federal and state agencies (such as the Food and Drug Administration, the Department of Health and Human Services, the National Institutes of Health, and other US or foreign government bodies that oversee or review research) 

Some people or groups who get your health information might not have to follow the same privacy rules that we follow.  We share your health information only when we must, and we ask anyone who receives it from us to protect your privacy.  However, once your information is shared outside Partners, we cannot promise that it will remain private.

What are the benefits to me?

You will not directly benefit from research conducted on your samples stored in the research tissue bank. We hope that research using the samples and information will help us understand, prevent, treat, or cure the illnesses and conditions studied.

What are the costs to me to take part in the research tissue bank?

There is no cost to you to have your samples in the bank or for the research using your samples.  The medical care you received that resulted in these leftover samples will be billed as usual to you and your health insurance company. 

Will I be paid for my samples?

We will not pay you to allow us to store your samples and to allow research to be done with your samples.  Also, there are no plans to pay you if research done with your samples and information results in the development or sale of any product or technology. 

Can I still get medical care within Partners if I don’t take part in this research tissue bank or if I stop taking part?

Yes.  Your decision won’t change the medical care you get within Partners now or in the future.  There will be no penalty, and you won’t lose any benefits you receive now, or have a right to receive.

Taking part in the bank is up to you.  You can decide not to allow your samples and information to be placed in the bank.  If you decide to take part now, you can change your mind and drop out later. 

What happens if I am injured as a result of taking part in this research study?
INSTRUCTIONS: Include this section if performing research-specific procedures such as a blood draw or biopsy.
We will offer you the care needed to treat any injury that directly results from taking part in this research study.  We reserve the right to bill your insurance company or other third parties, if appropriate, for the care you get for the injury.  We will try to have these costs paid for, but you may be responsible for some of them.  For example, if the care is billed to your insurer, you will be responsible for payment of any deductibles and co-payments required by your insurer.

INSTRUCTIONS: The sponsor may request to include a statement about the injury coverage the sponsor will offer.  When the sponsor requests to include such a statement, the statement may be entered below, after the institution’s commitment to provide care for the injury.  For example:  “In this study, [Sponsor] will pay for medical treatment for any injury that is not paid for by your health insurer if the injury is a direct result of your taking part in the study.”
Injuries sometimes happen in research even when no one is at fault.  There are no plans to pay you or give you other compensation for an injury, should one occur.  However, you are not giving up any of your legal rights by signing this form.

If you think you have been injured or have experienced a medical problem as a result of taking part in this research study, tell the person in charge of this study as soon as possible.  The researcher's name and phone number are listed in the next section of this consent form.

Whom do I call to answer questions about the research tissue bank?

You may ask more questions about the tissue bank at any time.  The tissue bank staff are available to answer your questions or concerns.  

They can be contacted at [telephone number] [specify when staff are available, e.g. M-F 9-5].  The person in charge of the bank is [PI’s name].  You can call [him/her] at [telephone number] [specify when person is available, e.g., M-F 9-5].
Whom do I call if I have concerns about my rights as a research subject?

If you want to speak with someone not directly involved in the tissue bank project, please contact the ethics board office (Partners Human Research Committee).  You can call them at 617-424-4100.

You can talk to them about:

· Your rights as a research subject

· Your concerns about the research tissue bank

· A complaint about the research

Also, if you feel pressured to take part in the research tissue bank, or to continue with it, they want to know and can help.
Informed Consent and Authorization for Collection of Samples and Health Information for Research
Statement of Study Doctor or Person Obtaining Consent
· I have explained the research to the study subject.

· I have answered all questions about this research study to the best of my ability.

Study Doctor or Person Obtaining Consent
Date/Time

Statement of Person Giving Informed Consent and Authorization

· I have read this consent form.

· This research study has been explained to me, including risks and possible benefits (if any), other possible treatments or procedures, and other important things about the study.

· I have had the opportunity to ask questions.

· I understand the information given to me.

	GENERAL INSTRUCTIONS: Include signature line(s) as appropriate to the subject population and consent process described in the protocol documents.  Delete those signature lines that are not applicable.


	INSTRUCTIONS: Include the following signature line when informed consent and authorization for participation of some or all subjects will be obtained directly from the subjects.


Signature of Subject:
I give my consent to take part in this research study and agree to allow my health information to be used and shared as described above.

Subject
Date/Time

	INSTRUCTIONS: Include the following signature line when informed consent and authorization for participation of some or all child subjects will be obtained from parents/guardian.


Signature of Parent(s)/Guardian for Child:

I give my consent for my child to take part in this research study and agree to allow his/her health information to be used and shared as described above.

Parent(s)/Guardian for Child
Date/Time

	INSTRUCTIONS: Include the following signature line when informed consent and authorization for participation of some or all adult subjects will be obtained from a guardian, health care proxy, durable power of attorney, or family member/next-of-kin.


Signature of Guardian or Authorized Representative for Adult:

I give my consent for the person I am authorized to represent to take part in this research study and agree to allow his/her health information to be used and shared as described above.

Print Name (check applicable box below)

 FORMCHECKBOX 
 Court-appointed Guardian

 FORMCHECKBOX 
 Health Care Proxy

 FORMCHECKBOX 
 Durable Power of Attorney

 FORMCHECKBOX 
 Family Member/Next-of-Kin

Signature
Date/Time

	INSTRUCTIONS: Include a line for relationship to adult subject when informed consent and authorization for participation of some or all adult subjects will be obtained from a family member/next-of-kin.


Relationship to Subject:










	INSTRUCTIONS: Include this section when assent of children ages 14-17 or of decisionally-impaired adult subjects will be obtained.  Do not include this section for assent of children ages 7-13.  For assent of children ages 7-13 use the separate Child Assent Form.


Assent

Statement of Person Giving Assent

· This research study has been explained to me, including risks and possible benefits (if any), other possible treatments or procedures, and other important things about the study.

· I have had the opportunity to ask questions, and my questions have been answered.

	INSTRUCTIONS: Include signature line(s) for children ages 14-17 or decisionally-impaired adult subjects as appropriate to the subject population and assent process described in the protocol documents.  Delete those signature lines that are not applicable.  When assent of subjects will be obtained, always include at least one of the following signature lines.


Signature of Child:
I agree to take part in this research study and agree to allow my health information to be used and shared as described above.

Child, Ages 14-17






Date/Time

Signature of Adult:
I agree to take part in this research study and agree to allow my health information to be used and shared as described above.

Adult








Date/Time

	INSTRUCTIONS: The PHRC does not routinely require a subject advocate be involved in the consent process; therefore, delete this section unless the sponsor requires a subject advocate, or you plan to use a subject advocate.  Should the PHRC require a subject advocate, they will instruct you to add the following signature line to the consent form.


Subject Advocate

In certain situations, the Partners Human Research Committee (PHRC) will require that a subject advocate also be involved in the consent process.  The subject advocate is a person who looks out for the interests of the study subject.  This person is not directly involved in carrying out the research.  By signing and dating below, the subject advocate represents (or “says”) that the subject has given meaningful consent to take part in the research study.

Statement of Subject Advocate

I represent that the subject or authorized individual signing above has given meaningful consent.

Subject Advocate (when required by the PHRC or sponsor)
Date/Time

INSTRUCTIONS: Include the following signature line when you anticipate using the “short form” consent process to obtain and document informed consent of subjects who do not speak English.  For more information, refer to http://healthcare.partners.org/phsirb/nonengco.htm.
Consent of Non-English Speaking Subjects Using the “Short Form” in the Subject’s Spoken Language
Statement of Hospital Medical Interpreter

As someone who understands both English and the language spoken by the subject, I interpreted, in the subject's language, the researcher's presentation of the English consent form.  The subject was given the opportunity to ask questions.

Hospital Medical Interpreter





Date/Time

OR
Statement of Other Individual (Non-Interpreter)
As someone who understands both English and the language spoken by the subject, I represent that the English version of the consent form was presented orally to the subject in the subject’s own language, and that the subject was given the opportunity to ask questions.

Name








Date/Time

	INSTRUCTIONS: Include the following signature line when you anticipate enrolling subjects who cannot read or write in any language.


Witness to Consent of Subjects Who Cannot Read or Write
Statement of Witness

I represent that the consent form was presented orally to the subject in the subject’s own language, that the subject was given the opportunity to ask questions, and that the subject has indicated his/her consent and authorization for participation by (check one box as applicable):

 FORMCHECKBOX 
 Making his/her mark above

 FORMCHECKBOX 
 Other means
________________________________________________________________

(fill in above)

Witness







Date/Time

Consent Form Version:       


	INSTRUCTIONS: The unlocked area below is provided to help the study site manage consent documents and versions.  You may use this unlocked area to type in the file name and location (path name) of the consent document.  Alternatively, you may choose to use one of several tools available in Word that automatically adds file name and location and/or date created to the document, as specified by the user.  note: the use of this unlocked area is optional.
For example:

Consent Form Created on: 06/18/09 12:57 PM

Consent Form Path/File Name: sfa\RAHRC\PHSResearchConsentForm
For more information about Word tools that may be useful in managing documents, refer to the PHRC Instructions for Preparing Consent Forms.
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