WEILL CORNELL MEDICAL COLLEGE  

INFORMED CONSENT FOR RESEARCH INVOLVING GENETIC TESTING

(The information below can be incorporated into a general consent, or be used as a separate consent

(If necessary, translate into language of subject)

	Project Title:
	

	
	

	Research Project #:
	

	Principal Investigator:
	


Weill Cornell Medical College (WCMC) requires your written, informed consent to perform genetic testing for this specific research study [and any possible future research either related to this study or not].  Genetic material contains information about many different traits, like a personal diary.   The traits being tested are heritable, which means that they may be passed on from generation to generation within families.  Because genetic testing can have consequences for you as well as your family members, please read this consent form carefully before making a decision about whether or not to participate.
[Only include the following if the genetic testing will not be included in a/the main consent form]
Taking part in this study is completely voluntary.  Personal benefit to you may or may not result from taking part in this study, but knowledge gained from your participation may benefit others.  If you decide not to participate in this study, your regular care will not be affected nor will your relations with the Weill Cornell Medical College, your physicians, or other personnel.  In addition, you will not lose any of the benefits to which you are entitled.
[Please add the following sentences if this study will involve obtaining tissue that will be stored at WCMC (i.e. a WCMC sponsored tissue bank).  This does not apply if the Tissue Bank will not be sponsored by WCMC)].

By signing this consent form, you agree to give these samples to WCMC for research purposes.
I.  GENETIC TESTS AS PART OF THIS RESEARCH STUDY

The genetic test(s) will be done using the following sample:________________.  

The test(s) being ordered is/are _________________________________________________.

II. TEST PURPOSE

This testing is being conducted to determine: 





.
[*Include a statement of the purpose of the test and a general description of the disease/condition being tested for.]
III. POLICIES AND PROCEDURES TO PROTECT YOUR CONFIDENTIALITY

Your information will be kept confidential in accordance with State and Federal law. 
[Describe the specific confidentiality procedures of the study.]
[Based on the structure of the study, include one of the following two statements:]
(1) The samples will be permanently stripped of information that could identify you. (OR)

(2) WCMC uses a coding system that protects the identity of individuals who provide samples.  The coding system has been reviewed and approved by the Institutional Review Board.  

IV. DISCLOSURE OF TEST RESULTS

To the extent permitted by law, under no circumstances will any information linking you to specific test results be disclosed to any individual or organization without your written consent.  The results from the genetic tests may be disclosed to the following individuals or groups:










.
[Include a list of persons/entities/groups that may receive the results from the genetic tests]

A new Federal law, called the Genetic Information Nondiscrimination Act (GINA), generally makes it illegal for health insurance companies, group health plans, and most employers to discriminate against you based on your genetic information.  This law generally will protect you in the following ways:

· Health insurance companies and group health plans may not request your genetic information that we get from this research.

· Health insurance companies and group health plans may not use your genetic information when making decisions regarding your eligibility or premiums.

· Employers with 15 or more employees may not use your genetic information that we get from this research when making a decision to hire, promote, or fire you or when setting the terms of your employment.

Be aware that this new Federal law does not protect you against genetic discrimination by companies that sell life insurance, disability insurance, or long-term care insurance.  Nor does this Federal law prohibit discrimination on the basis of an already manifest genetic disease or disorder.
[Only include this section if it applies to the genetic information the PI will obtain.]
A Certificate of Confidentiality has been granted by the Department of Health and Human Services (DHHS).  This Certificate will protect the investigators (project staff) from being forced to release any research data in which the subject is identified even under a court order or subpoena.  This protection is not absolute.  For instance, it does not override any state requirement to report child abuse to the appropriate authorities.
[Only include the following  section if the research includes genetic testing on identifiable samples]
V. TEST RESULTS AND FUTURE CONTACT

There may be circumstances in the future when WCMC [or sponsor, if applicable] would like to contact you regarding the samples that you gave.  For example, it is possible that genetic tests will show a link between your genetic information and a disease or condition.  Knowing this information may help you make choices about you or your family’s health care.  However, some individuals prefer not to know about their genetic information.  
You (will/will not) be notified of the results of the genetic testing.  These results (will/will not) be verified in a certified genetic testing laboratory.

[Indicate whether the research subject and their treating physician will be informed of the results of the genetic testing AND if the results will be placed in the subject’s medical record.]
[Include as appropriate:]
A positive test may indicate that you are predisposed to or that you have the condition being tested for.  If this is the case, you may wish to have further independent testing, consult your physician, or speak with a genetic counselor.

A positive test result is ____% accurate in predicting whether you have or are predisposed to the condition being tested for.  [If the level of certainly is unknown delete this sentence.]
You may wish to speak with the investigator, genetic counselor, physician or other qualified health professional before signing this consent form to understand the testing and what the results mean.

Risks and Benefits of Future Contact: WCMC wants you to know that there may be both risks and benefits to consenting to future contact.  

The potential risks include:  You may be upset to learn that you have a greater chance of having a disease or condition.  Even if genetic tests show that you do not have a greater risk of disease, you may still be upset if you know that others in your family have that higher risk of disease.  

The potential benefits include: You may benefit from the knowledge that you or your family have a predisposition to a certain disease or condition.  This knowledge may help you make informed decisions concerning your lifestyle and health care.

[Only include the following section if the genetic testing is not included in the main consent form]: 

VI.  COMMERCIAL INTEREST
Materials or data obtained from you in this research may be used for commercial purposes.  It is the policy of WCMC [and the Sponsor, if applicable] not to provide financial compensation to you should this occur.
[Only include the following  section if the research includes future genetic testing on stored, identifiable samples]
VII. FUTURE GENETIC TESTING 

The samples that you give to WCMC [or sponsor, if applicable] could one day lead to discoveries using methods and tests not yet developed.  To that end, WCMC [or sponsor, if applicable] would like to keep the samples for as long as they are deemed useful for research purposes.   This research could potentially be used for purposes not specified above.  However, you may specify a shorter period of time for WCMC [or sponsor, if applicable] to keep the samples.  Please check the box below if you would like to specify a shorter period of time for WCMC [or sponsor, if applicable] to keep the sample.
 FORMCHECKBOX 
 Amount of time in years WCMC may store the sample                                                 

You have the right to withdraw your consent at any time, and may request that the samples you give to WCMC [or sponsor, if applicable] be destroyed.  If you choose to do so, contact your study doctor, name of PI, at xxx-xxx-xxxx.  Although you are free to withdraw your consent, it is possible the samples may have already been used for research purposes and data derived from such research will not be destroyed.  In that event, WCMC [or sponsor, if applicable] will promptly destroy any remaining samples. 

 FORMCHECKBOX 
 I have read and fully understood this form, and I consent to genetic testing.

 FORMCHECKBOX 
 I consent to be contacted in the future for any or all purposes including research purposes, provision of general information about research findings, and information about the tests done on the  sample that may benefit my family or me.

If you agree to be contacted, please provide your contact information below:

If you consent to genetic testing, please choose from one the choices below:

 FORMCHECKBOX 
  Yes, I do consent to the storage of the  samples for as long as they are deemed useful for research purposes:

If yes, check one:

 FORMCHECKBOX 
 only for the research described above 

 FORMCHECKBOX 
 for the research described above, plus  unspecified research to be done in the future.  I understand that the samples will be stored for _____ [Investigator fill in number] years, and will be destroyed after the research is completed. 

OR

 FORMCHECKBOX 
  No, I do not consent to the storage of the samples and request that they be destroyed immediately upon completion of this research. 

SHARING INFORMATION WITH OTHER INVESTGATORS
 FORMCHECKBOX 
  Yes, I will allow the researchers to share the  samples with other investigators.

 FORMCHECKBOX 
  No, I will not allow the researchers to share the  samples with other investigators.
_________________________
_








Signature of Individual
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