GENETIC/DNA BANKING INFORMATION
Genetic research studies may present unique risks to human subjects and their relatives. These involve medical, psychosocial and economic risks, such as the possible loss of confidentiality, of insurability and employability, a change in immigration status, potential limits on education options, and social stigmas. Knowledge of one’s genetic make-up may also affect one’s knowledge of the disease risk status of family members. 
In studies involving genetic testing, the protocol should clearly answer the following questions. It is also likely that the consent form will need to include some of this information.  Examples of lay language that can be used in the consent form are provided below: 

· Will test results be given the subjects, their physicians, and/or placed in medical records?  
· Are tests for diagnostic purposes or for research only?

· Will research results be confirmed by a Clinical Laboratory Improvement Amendments (CLIA) approved laboratory?
· If results are provided to subjects, will disease risk be quantified, including the limits on certainty of the testing?   

· Will a genetic counselor be involved in informing the subject of the results?
· Will any change in a family relationship be disclosed, such as mistaken paternity? 

· Does the subject or family member have the option not to know the results? How will this decision be recorded? 

· Could other clinically relevant information be uncovered by the study (i.e. Incidental Findings)?  Will disclosure of this added information occur? 

· Do any limitations exist on the subject’s right to withdraw from the research, withdraw data, and/or withdraw genetic material? 

· Is the subject permitted to participate in the study while refusing to have genetic testing (such as in a treatment study with a genetic testing component)? 

· Will genetic material be stored or shared? If shared, will the subject’s identity be known by the new recipient investigator? 

· Will the subject be contacted in the future by the investigator or have their medical records reviewed to obtain updated clinical information? 

· How can the subject opt-out of any distribution or subsequent use of his/her genetic material? 

STANDARD GENETICS LANGUAGE FOR CONSENT FORMS
The following text is provided to assist investigators in developing a more lay-friendly consent form.  Please incorporate all applicable sections, and if needed, alter the text to reflect the details specified by your protocol (e.g., if the subject may choose to agree to part of the study but refuse genetic testing or DNA banking, or if you plan to send materials to another investigator with subject identifiers as part of the study).

	Definition of DNA for Consent Forms

	Your genes are made up of DNA.  DNA is short for deoxyribonucleic acid. DNA contains information that determines in part the traits, such as eye color, height, or disease risk, that are passed on from parent to child. 


	Definitions of RNA and Protein for Consent Forms

	RNA is made from DNA.  RNA is short for ribonucleic acid.  RNA is a genetic material that has a major role in making proteins.  Proteins are the building blocks of your body, cells, and organs.


a.
Participation in genetic studies: The genetic studies described are for research purposes only. Therefore, you will receive no results from this study (except as described below).  It is not the purpose of this study to look for or provide you with any medical information or diagnoses relating to your present condition or any other disease or illness.  The research tests are not being used as diagnostic tests for any disease or illness. Your participation in this study is not a substitute for your regular medical care or check-ups.

b.
Research Results:  Through this research, we may find that you have an abnormal gene or gene product (RNA or protein) which indicates a risk for developing a disease at some time in the future.  It is also possible that the research results may indirectly provide unexpected personal information about you or your family (such as ethnic/racial background or an unknown genetic relationship between family members).  Please talk with the study doctor if you have any questions or concerns about the genetic testing being done in this research study.  He/she may also refer you to a genetic counselor for further information.  
c.
Incidental Findings:  It is possible that this study will identify information about you that was previously unknown, such as disease status or risk.  There are no plans to provide this information to you or your physician unless the information indicates that you may be at risk for a serious illness known at the time of testing to be treatable.  In that case, we will attempt to notify you using the contact information you have provided, so that you can speak with Dr. ____________ at Duke University Health System (DUHS).   DUHS staff will not provide this information in a voice mail, email, or otherwise prior to contacting you.  Please notify us of any change in your contact information.

If you do not want to be notified of any incidental findings, please initial below.  

_____
Please do not notify me of any incidental findings obtained from this research.

If you prefer, we can ask you at the time of notification whether or not you want to receive incidental findings information.  In this case, please initial below.

_____
Please ask me at the time of notification whether or not I want to receive incidental findings information.
If at any time during or after the study you change your mind about whether or not you would like to be notified, you can contact us at ________________.

After providing the information to you, Dr. _________ may arrange for you to meet with him/her and/or a genetic counselor or refer you to another appropriate health care provider to review the incidental findings information with you or your physician.
Guidance for Incidental Findings:  Based on the specifics of the protocol, broader reporting of incidental findings may be appropriate.  For example, you may choose to notify the subject of any clinically relevant findings rather than just findings that relate to potentially serious conditions.  Incidental Findings should be confirmed (e.g. validated in a CLIA lab) before providing to a subject or his/her physician.  Study teams are encouraged to contact the IRB when an incidental finding has been made that appears to be clinically actionable, and in particular, if it relates to a serious or life-threatening condition, to discuss the specific circumstances and how best to proceed.
The possibility of incidental findings should be addressed in all protocols conducting broad testing of the subject’s genetic material, such as genome-wide single nucleotide polymorphism (SNP) testing, DNA sequencing, whole genome sequencing (WGS) and whole exome sequencing (WES).  It is not needed when the genetic testing is only of tumors, viruses, or other microbes obtained from subjects.  It is also not needed when the genetic testing is limited to a few specified variants described in the protocol.

If Incidental Findings Will Not Be Provided (e.g. protocols with commercial outside Sponsors):

It is possible that this study will identify information about you that was previously unknown, such as disease status or risk.  There are no plans to provide this information to you or your physician.  
Guidance:  This language should be used only after confirmation from the Sponsor that they are unwilling/unable to provide even incidental findings of clinical significance (which indicate a risk of treatable serious illness, such as those described in the American College of Medical Genetics and Genomics report for release of incidental findings (see pdf/link on our web site)).  
d.
Use and ownership of samples: By agreeing to participate in this research, you authorize DUHS and members of its staff to use your tissue, blood or other samples for the purposes described in this consent form.  DUHS will maintain these samples indefinitely or until they are exhausted. 
[Add if applicable:  Your blood or tissue samples may be used to generate cell lines that can be cultured and used for a longer period of time than the original samples.  These cell lines will only be used as described in this consent form and will be destroyed once the research has been completed.]  

These samples will not be available to you for diagnostic or therapeutic purposes. Therefore, for any future diagnostic testing or treatments, a new sample will be obtained from you. 

Tissue, blood, or other samples [add all sample types or cell lines as applicable)] collected as part of this study may be valuable for scientific, research, or teaching purposes or for the development of a new medical or commercial product.  DUHS and/or the developers will assert all rights of ownership in the samples and all rights arising from use of the samples. There is no plan to compensate you for any use of the samples.
e.
Secondary uses of specimens: With your permission, your blood and/or tissue samples may be shared anonymously with other investigators for research purposes. The samples may be used for study of disorders unrelated to the one(s) in your family. Such research will be strictly anonymous, in that no identifying information that would link the samples to you is provided to the researcher. An ethics board will review any such research prior to access being given to your samples.  This secondary use will in no way compromise the study of the disorder(s) in your family or the use of your samples as part of this study.  
Guidance - Secondary uses require separate consent/authorization.  Add opt-in/opt-out to the consent form for this secondary use unless protocol under review is a database/repository designed to store samples for unspecified, future research studies.
f.
Availability/withdrawal of samples:  You will not have access to the sample once it is obtained.  Samples may be stored indefinitely.  If you decide to withdraw your permission to use your samples in this research project, please contact the study doctor, _________,  in writing and let [him/her] know you are withdrawing your permission for your samples to be stored and used for this or future research.  [His/her] mailing address is (list address). At that time, we will ask you to indicate in writing if you want your unused samples destroyed or if your samples (with all identifying information removed that would link the sample to you) could be used in research.  Data collected using your sample before your withdrawal will continue to be used as part of the study.
Guidance: This language should be used in addition to, not in lieu of, the standard Right to Withdraw information in the consent form that describes how a subject may withdraw from the study itself.
g.
Right to New Information: We will tell you about new information that may affect your health, welfare, or willingness to stay in this study.

Guidance: This is typically found in the Right to Withdraw section of the consent form.  It is an additional consent form element under the Common Rule and FDA regulations, required when appropriate.  The Duke IRB’s has determined is it is appropriate for all studies.

h.
Potential Risks and the Genetic Information Non-Discrimination Act (GINA):  There is a potential risk of loss of confidentiality.  Every effort will be made to protect your confidential information, but this cannot be guaranteed.  The genetic information obtained as a result of your participation in this research [will/will not] be included in your medical record.  Information from which you may be personally identified will be maintained in a confidential, secure location at DUHS, accessible only by authorized members of the study team, and will not be disclosed to third parties except as described in this consent form, with your permission, or as may be required by law.

The Genetic Information Nondiscrimination Act (GINA) is a Federal law that will protect you in the following ways:
- Health insurance companies and group plans may not request genetic information from this research;

- Health insurance companies and group 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 when making a decision to hire, promote, or fire you or when setting the terms of your employment.

GINA does not protect you against genetic discrimination by companies that sell life insurance, disability insurance, or long-term care insurance.  GINA also does not protect you against discrimination based on an already-diagnosed genetic condition or disease.

Guidance:
Use for studies that involve genetic testing of the subject’s DNA.  While the protections of the Act apply in the US whether this language is included or not, the subject needs to know when they are not protected under the Act (see last paragraph).
i.
Genome Wide Association Studies (GWAS):  Genome-wide association studies (GWAS) look at the genetic differences between individuals that may be found in the human genome (the complete set of all human genes) to find out if there is a relationship between certain traits (such as blood pressure, or weight) and the presence or absence of a disease or condition.

As part of this study, we will be collecting genetic data about you and these data will be sent to the National Institutes of Health (NIH) GWAS repository (a repository is a place where data are stored for use in future research).  The data will not be labeled with any information that can be used to identify you.  GWAS data may be shared with other researchers around the world.  Researchers will have to get approval from an ethics board to use this information for research prior to getting access to this data.
Guidance for GWAS:  Use of this language is appropriate whenever the study is being funded by a grant that requires such language, or you are applying for funding from an agency that requires such language and are seeking a declaration of concordance. 

j.
Databases and Repositories of Genetic Information for Future Research:

Even without your name or other identifiers, your genetic information is unique to you. There is a potential risk that someone will identify you from your genetic information or learn something about you by looking at your genetic information; this risk may increase in the future as technologies advance and as more researchers study your genetic information.  These risks may also affect members of your family.  You should discuss your participation in this study with your family and ask the study doctor about any questions or concerns you may have.  

Your samples and genetic information may be used for research for many years in the future.
We will protect your privacy and confidential information by labeling your samples and genetic information only with a code number.  Researchers outside of Duke University will not be given a link between the code number and your name or any other identifying information.  While we hope this will prevent any potential loss of privacy or confidentiality, we cannot make any guarantees.

Guidance:  Use this language for protocols depositing genetic information or samples/cell lines to be used for genetic testing  in databases widely available to researchers for a long period of time (for example, national databases) for future research.  When applicable, indicate if other health information will be stored with the genetic information and/or samples, such as the disease or condition the subject has and/or demographic information, such as age, gender, and ethnicity.
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